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PROCEEDIL NGS
(8:37 a.m)

MR. BILLY: On behalf of the Departnent of
Agriculture, I'd like to welcone the conmttee, the Advisory
Comm ttee on Meat and Poultry Inspection, as well as all the
ot her attenders fromthe public to this session of the
advi sory comm ttee neetings. Wl cone to Washi ngton. W
arranged this weather for you. The only way we're going to
get any work done. Since we often get blamed for the other
ki nd of weather, | thought we woul d give you this.

This is, once again, a very inportant and tinely
neeting. The staff fromthe Food Safety and | nspection
Service will be briefing the conmttee nmenbers and the rest
of you on a nunber of inportant issues, and as al ways, we
| ook forward to your recomendati ons and advi ce.

In addition, we have asked Dr. Floyd Horn to
provide us a briefing on Agricultural Research Service
research on food safety, and our understanding that either
Fl oyd or one of his associate adm nistrators will be here
| ater today to provide that briefing to you.

| also at this tinme want to thank the committee
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for its hard work. This conmittee, as in its current

makeup, has nmet on two occasions and acconplished a great
deal in terns of addressing a variety of issues. Included
are the qualifications of personnel working under HACCP,
extending inspection to all nmeat and poultry ani mal species,
retail exenptions frominspection, the FSIS strategic plan,
the in depth review of HACCP pl ans, the adoption of the food
code, the regulatory reformarea, and expandi ng the nunber
of pat hogens to be used in performance standards.

Sone of these areas we will continue to focus our
attention on, and on the agenda we have several new areas
that we intend to address as well.

| believe we have a full agenda. W have tried to
time things in a way that will provide an adequate period
for discussion and conment certainly by the commttee, and
then al so opportunity for input fromthe public.

Wth that brief introduction, it's ny pleasure to
introduce Dr. Cathy Wtecki. She is the under-secretary for
food safety in the Department of Agriculture, and she is
going to brief you on the President's Food Safety Counci

and its activities and achi evenents as well as focus briefly
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on the international area, an area that is paying a great
deal nore attention to the area of food safety.

Dr. Wbt ecki .

M5. WOTECKI: Thank you very nuch, M. Billy, and
good norning, everyone. | would like to add ny words of
wel conme, and al so extend to a wel cone fromthe secretary of
agriculture.

This is the first time that this commttee has
convened since the final inplenentation date where that
whol e HACCP i npl enentati on has occurred, and | think it's
inmportant to mark that. It occurred in January of this
year. And this commttee has played an inportant role in
provi ding advice to the secretary and to the agency, as well
as to ny office, during the last three years of
i npl enentation of this very inportant new approach towards
food safety.

And | thought it would be inportant, first of all,
to mark that occasion, | think it should be noted, and al so
to extend ny thanks to those of you who have served on the
commttee and provided advice to us over the | ast several

years.
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And | think another inportant role of this
commttee has been in providing advice to the secretary, to
me and to M. Billy and the entire agency about future
directions for HACCP. As Tom was readi ng down that |ist of
areas in which the commttee has made recommendati ons, there
were quite a nunber of themthat had to do with | ooking
forward as to how this approach is going to evolve, and |
think that that clearly is going to be an extrenely
important area in which we're going to be seeking this
commttee's advice not only during this nmeeting, but also in
upcom ng neeti ngs.

Last tine we net | provided you with an update on
what the President's Food Safety Council had undertaken in
the area of strategic planning and budgeting, and | thought
today I would just give you a very brief update on where we
stand on that strategic plan activity, and also, as Tom
i ndicated, to tal k about sonme of the work that we have been
engaged in on the international |evel.

So, first of all, let's turn to the strategic
plan. As | have told you in the past, and many of you have

al so participated in the public neetings, nore than a half
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dozen of themthat have been held in the devel opnent of this

strategic plan, it is a plan that's going to cover a five-
year time horizon, and the goal of the plan is to inprove
the public health through food safety, and also, by better
coordinating the activities at the federal, state and | ocal
| evel of governnent agencies.

The plan is actually going to serve a variety of
different purposes. Cearly, it will set goals and
obj ectives for the next five years, primarily focusing on
the federal |evel but al so enphasizing the working
rel ati onshi ps between the federal and the state agenci es.

It is also designed to identify areas in which to
increase the efficiency of the work of these agencies, as
wel | as areas in which they can better coordinate their
activities, to identify where there are sone gaps and
shortcom ngs in the current approaches, and to provide
action and to fill those gaps.

So it's going to identify priorities and with an
eye towards naking the best use of the limted resources
that governnment has to apply to food safety.

We're coming very close to conpleting the plan
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Qur intent is -- the task force that | have been chairing,

co-chairing with Comm ssioner Jane Haney of the Food and
Drug Adm nistration, our task force will be providing a
final draft plan to the President's council at the beginning
of July, and the counsel, after it reviews it, will be then
forwarding the plan to the President during the nonth of
July.

The plan has three najor sections to it. The
first identifies a set of goals and action itens to
acconplish those goals, as you woul d expect a strategic plan
to do, and that section is divided also into three parts
with goals that address the role of science and risk
assessnment in food safety; the second area focusing on risk
managenent; and the third on risk comruni cati on.

The second major section of the report deals with
organi zational structures at the federal |level, and we w ||
do a thorough analysis of a set of alternatives that are
very cl osely based on the reconmendati ons fromthe Nati onal
Acadeny of Sciences report.

The third nmajor section reviews |egislation and

identifies some areas in which sonme additional |egal

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

12
authorities would be hel pful at the federal level to fill in

sonme of those gaps that exist.

Ri ght now we are wor ki ng on devel opi ng performance
standards for the plan, so there will be sone very objective
performance standards that are included in the plan, and
t hose performance indicators, sone of themare going to be
derived fromthe Healthy People 2010 report. Qhers are
going to be derived from performance indicators that are
part of agencies' Governnment and Performance and Results
Acts strategic plans, which also call for very specific
per formance indi cators.

Now, once the plan is delivered to the President,
we will continue with seeking public conment on the plan.

W have had a series of neetings with stakeholders. W also
expect that the international conmunity is going to have a
great deal of interest in this report and its inplications,
so we will also be seeking venues for further discussions
with the international comunity.

So at this point we're working very hard to just
get the final editing done on the report, to get it into

cl earance so that the council, when it receives it, will be
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able to do a rapid review of the report.

And as | indicated to you, the deadline that we
are going to reach is to submt it to the President during
the nonth of July.

|"d like to turn now to sone international
activities that have been occupying us for the | ast several
nonths. One of them has been what has al so been a mgjor
area of activity for FSIS over the past many years, and
that's the work of the CODEX El ement ari ous Conm ssi on.

As all of you know, M. Billy was el ected the
chai rman of the CODEX El enentari ous Conmmi ssion, and | think
it's partly an indication of how inportant we believe that
that work of that commttee that we very actively supported
Tom s candi dacy for that position.

There have been, though, a nunber of concerns
about sone of the directions, particularly at the policy
| evel that have been under discussion within the CODEX
Comm ttee on General Principles, and | had the opportunity
this past nonth to be the head of the del egation fromthe
United States that went to the neeting of the CODEX

Commi ttee on General Principles.
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There was a paper that was under discussion on the

agenda at the neeting on risk analysis, and it's a paper
that has a dual purpose: to provide guidance to CODEX
commttees on risk analysis in their work, as well as to
provi de advice to countries on risk analysis in the way that
t hey approach meking their food safety decisions.

The European Union had attenpted to introduce into
this paper a concept that they call the precautionary
principle. If you ve been following this at all, you know
that this is a concept derived frominternational |aw
deci sions that have | argely been made in the environnental
ar ea.

The principle itself is not defined. Rather it's
inferred fromthese international |aw decisions, and as we
understand it and as the European Union has further
el aborated it in a conmunication that they issued in
February, it's called the Communi cation fromthe Comm ssion
on the Precautionary Principle. This concept would apply
across safety decisions that are made in the environnent and
heal t h, and include food safety.

Essentially what the precautionary principle as
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it's elaborated in this docunent would do is that if it were

wi dely adopted, it would permt risk nanagers to make what
they call a political decision if there is an absence or a
sparsity of information about |ack of harmfroma particul ar
technol ogy or a particular situation.

Ri sk managers then coul d invoke the precautionary
principle and say since we don't know what all of the
out cones m ght be fromthe adoption of this technol ogy or
t he adoption of this approach, we can refuse to permt it
into our country or whatever the domain is over which the
ri sk manager has this responsibility.

W have been very concerned about the application
of this principle within the CODEX s framework of
deci si onmaki ng and our apprehension is actually shared by
many ot her countries who are nenbers of CODEX. In
preparation for the CODEX Committee on Ceneral Principles
nmeeting, we had prepared a response that essentially
articulated a set of questions to -- actually addressed to
t he European Conmm ssion's paper that they had submtted on
the precautionary principle, and we el aborated a set of

positions which in a public neeting prior to going to the
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CODEX Committee on Ceneral Principles we got comrent from

consuner community and also fromthe industry.

So the end result is that this paper that was
under di scussion during the CODEX CGeneral Principles neeting
on risk analysis remained at the sanme | evel of discussion as
it had been introduced at. There is an eight-step process
for the approval of papers within CODEX, and this one
remains at |evel three.

W were, as | said, very concerned, as were many
ot her countries, that if this concept of a precautionary
principle was introduced into this risk analysis paper, that
it could be msused as a disguised barrier to trade. It's
not that the United States is opposed to precaution. That
is not at all the case. W believe that precaution is
i nherent in our owm |egal franmework and in our regul atory
f ramewor k.

What we're concerned about though is a political
decision that could be used as a barrier to trade, and
essentially the sanctioning of this approach with CODEX if
this concept is included within this paper on risk analysis.

So as far as the outconme of the neeting on general
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principles, we were quite pleased that we had achi eved our

objectives in the discussion of this issue wthin general
principles. There was a very active and open di scussi on.
There were many countries that supported sone of the
positions that we took during the discussion.

There was al so a good deal of concern from
devel opi ng countries about the introduction of the
precautionary principle, and the end was that the paper, as
| had indicated, stayed at the sane step within this eight-
step process. It remains at a very prelimnary |evel at
step three. There is a good deal of bracketed | anguage
whi ch essentially nmeans that that |anguage is for further
di scussion this year. And we agreed during the neeting on a
process to continue the discussion of how nmenber countries
in CODEX use precaution in their decisionnmaking, and al so
how CODEX shoul d approach the use of precaution in the
el aboration of its standards and gui delines.

So as | said, | think we achieved what we set out
to do, which was to have a good di scussion of this, and al so
to continue those discussions over this com ng year.

The second international activity that | wanted to
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bring your attention to is sonething that perhaps has not

received as nmuch publicity as this discussion of precaution
has. Wat | would like to bring you up to date on is sone
work that's been ongoing in preparation for the G8 summit
neeting that is going to be held in July this year in Japan

At | ast year's neeting the President of France
rai sed the question of whether there should be an
i nternational food safety organization established. And the
G 8 presidents and prinme mnisters had a brief discussion of
t he question, and decided that they would refer it to the
Organi zation for Econom c Cooperation and Devel opnent, the
OECD, which is located in Paris.

The U.S. is a nenber of the OECD as are 28 ot her
countries. These are primarily the devel oped countries of
the world -- Europe, U.S. Japan and others, and in referring
the question to the CECD the G 8 asked for a set of reports
that woul d guide their discussions when they neet this July.

The upshot was that the counsel of the OECD
devel oped sone terns of reference that ended up in the
devel opnent of five separate papers for the G8

consideration this sunmmer.
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One of those papers is a report froma conference

that was held in Edi nborough, Scotland a couple of nonths

ago that focused on the safety eval uati on of bi otechnol ogy.
Qut of that paper has come a recommendation fromits

chai rman, Sir John Krebs, for an international forumto be

established to hold neetings periodically, scientific
neetings that would deal with issues of biotechnol ogy and

food safety.

Two ot her papers deal with very specific aspects
of biotechnology as well. One of themis a brief review of
t he approaches that different countries have taken towards
the safety evaluation of foods that are the products of
bi ot echnol ogy. The other one deals with the eval uations
t hat have been done of the environnmental inpacts of
bi ot echnol ogy. Again, these are primarily plant products of
bi ot echnol ogy.

The final two papers are ones that describe
nati onal food safety systens of the CECD nmenber countries,
and international food safety organizations. This final
paper describes the work of the CODEX El enentari ous

Comm ssion as the international standard-setting body, but
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al so indicates that there are a nunber of other

i nternational organizations that do have specific roles that
are played in food safety beyond the work of the CODEX.

So there are sone things, for exanple, that the
parent organi zati ons of CODEX, FAO and WHO, undert ake
specific programmatic activities that deal with food safety
that are described in this paper, as well as the work of
ot her international organizations.

These five papers then are going to be summari zed
and submtted to the group that are preparing the agenda for
the G 8 neeting, and we are al so working within each of the
ei ght nmenber countries to devel op our own country positions
on this question of should there be an international food
saf ety organi zati on established.

An inportant point that we have nade consistently
t hroughout the di scussions that have |l ed to the devel opnent
of these papers is that there is an international food
safety organi zation. It is the CODEX El enentari ous
Comm ssion. And if nenber countries have got some concerns
about CODEX, then let's not set up anything in opposition to

it or conpetition with it, let's fix CODEX and strengthen
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CODEX to npve forward.

So | thought it would be inportant for you to know
that this activity has been ongoing very actively over the
| ast six nonths to prepare for the G8 neeting, and I w |
be happy to answer any questions that you m ght have on this
as well as the President's Food Safety Council or other
i ssues.

|, in preparation for the neeting today, | ooked
over the agenda. | also had an opportunity to read through
all of the papers that were sent to you in advance of the
neeting. It is a very significant agenda that's under
di scussion with inplications for the future of this agency
and also for the future of the safety of neat, poultry and
egg products.

So | also would |like to get into that agenda as
quickly as we can. It's going to be, | think, a very
interesting and informative two days worth of di scussions.

So again, welcome to all of you. It's good to see
you all again, and | would be happy to answer questi ons.

MR, BILLY: Are there any questions fromthe

committee? Hello?
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M5. KASTER Can you hear nme? |Is this on?

M5. WOTECKI :  Yes.

M5. KASTER This isn't exactly food safety
related, but | was curious as to the flavor of the
bi ot echnol ogy di scussions with the Europeans.

Did you get the feeling that they were working
proactively in this area and were interested in alternative
opi nions to what we perceive a theirs?

M5. WOTECKI: |Is your question nore about the
trade inplications or about the safety --

M5. KASTER  Just whether or not they are open,
open to both sides of the safety discussions. Qur
perception is usually that they are -- that they are not
very open to that; that they have kind of made up their
m nds.

M5. WOTECKI: Well, it's been interesting for ne
because | have participated as the co-lead of the U S
del egation in the devel opnent of the food safety papers.
The two groups that -- or actually the three groups that
prepared the papers that are dealing w th biotechnol ogy

tended to be ones that were very technical and it was the
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scientists and chief scientists and regulators fromthe

participating countries that were participants in those
di scussi ons.

So the sense there was one of essentially that
these are prom sing technologies. One of the outcomes of
the neeting that was held in Edi nborough was the concl usion
that as far as the safety of foods that are the products of
bi ot echnol ogy, there were no indications of any safety
probl ens which was a very positive outcone fromthat
nmeet i ng.

So | think the conposition of these groups was
such that one woul d expect that there would have been a nore
obj ective review and approach towards it.

The Edi nborough conference, though, did have
representation froma broad set of organizations with
sonetinmes | ess favorabl e views of biotechnol ogy and stil
they had the outconme that | described; essentially a
conclusion that there was not an issue of safety with the
products that had yet been -- that had been brought on the
mar ket so far

So that was in the area where there was a broader
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participation in the neeting.

The issue, though, that you referred to | think is
one of public acceptance, and certainly there remains an
enor nous anount of skepticismin the European public about
bi ot echnol ogy f oods.

MR. BILLY: Carol?

M5. FOREMAN. It may not be much nore than
skeptici sm anong the Anmerican public about the safety of
bi ot ech foods.

M5. WOTECKI :  Yes.

M5. FOREMAN. Cathy, | think, will play such an
inmportant role in this. You, Karen and Tom and | think
it's terrific that not just our governnent has played this
very productive role, but that the Departnent of Agriculture
has taken the lead in ternms of the food safety discussion in
this regard. It hasn't always played exactly that role. |
think it's very inportant and | appreciate it, as does ny
or gani zati on.

| continue to be a little concerned about the
precautionary principle paper because you have the sense
wy

both sides are standing there saying, m not going to go
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where you want ne to go."

It seens to me that it mght be useful if we
could have a -- and it nay be that |I've mssed it -- sone
statenent that says when you have an overwhel m ng
preponderance, since we all know science is never final,
when you reach an overwhel m ng preponderance, then
precaution takes a secondary position. But to have sone
line in the sand, even though it mght be alittle fuzzy,
that says we have reached a point at which all of 100
studies or 200 studies go one way and only one goes the
ot her way, or there are none going to the other way, but
sonme question still to be raised, then you m ght be prepared
to nove in a particular direction.

Where you have 10 percent of the studies that go
the other way or 20 percent, | think you' ve got a very
di fferent question and one where even if scientists are
confortable going forward, you're going t have a hard tine
getting the anmount of public confidence that's necessary.

Do you see any sense that there m ght be a
willingness to |ay out gradations of certainty or confidence

| evel s?
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M5. WOTECKI: | think that's a very interesting

guestion, Carol. W have not started to tal k about any kind
of quantification. W have tal ked about preponderance of
evi dence, and anong the things that | woul d expect over this
com ng year as we go through a much nore detail ed di scussion
of how CODEX should built precaution into its decisions,
again in the context of this risk analysis paper that's
under discussion. That may be one of the things that cones
up during the discussion.

But we so far really haven't done anything in
trying to quantify it, and I don't even know if that would
be hel pful in and of itself because sonetines it depends on

what the nature of the problemis in the literature that

woul d give you -- you know, nmuch nore weight to a mnority
opi ni on.

M5. FOREMAN. Yes. Well, | just find that, you
know, precaution is one of those words that has -- is in the
eye of the beholder. 1It's like that other "P" word,
por nogr aphy.

M5, WOTECKI : Yes. Yes.

MS. FOREMAN: | know it when | see it.
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M5, WOTECKI : Yes.

M5. FOREMAN. But it's -- if sonebody could wap
sone definitions around it that are understandable by the
public, I think it would help.

M5. WOTECKI: Well, certainly the objective of
what the discussions in CODEX s general principles are, are
exactly that; trying to develop a better understanding, a
better set of definitions, a better set of overal
principles to be applied in risk anal ysis.

MR BILLY: | would like to add to that in this
sense, that | think that as discussions occur about caution
or precaution and whether there is a principle or not, |
think we don't tease apart how precaution is used by
different entities.

There is an inportant distinction, for exanple,
bet ween the decisions that a national governnent need to
make versus the decisions that a conm ssion overseeing a
common market |ike the EU needs to nmake to have discipline
in the conmon mar ket versus decisions that CODEX needs to
make representing the interests of 165 countries.

And we tend to junble all that together and talk
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about it in a way that | think nmakes the discussion nmuch

nore difficult and conplex. As the chairman of CODEX, | am
urging a series of workshops that, anong other things, wll
allow us to tease all that apart and |look at it separately.

| nmean, the fact is that there is precaution
i nherent in HACCP, and that industry applies caution in its
deci sions. So depending on where you want to start, there
is caution inherent in nost things that are done in the food
safety area, and it's case studies that | ook at that and get
under st andi ng about what exists now | think will be
instructive in terns of what el se m ght be needed at
what ever | evel.

M5. FOREMAN. What's your time frame?

MR BILLY: Wthin a year.

M5. WOTECKI: Yes, | think Tom al so makes a very
important point, and that is that with respect to how
countries nmake their food safety decisions, that is
dependent on the laws and the regul ations and the traditions
of operation that they have within their countries.

In the U S., we've gone back and done as part of

our background work for both the general principles neeting
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outlines how precaution is built into our foods safety
| egi sl ati on and regul ati ons.

So in those countries that have that strong | egal
infrastructure -- strong |legal structure, as well as the
infrastructure, the use of precaution in the application of

sone additional principle my not be as inportant.

The question is then in other countries there my

be a need for sonething like that. Throughout this whole

di scussion part of what we've been saying is it's perfectly

fine for the European Comr ssion to elaborate this and to
have its discussion with its nenber states. They're, you
know, wor ki ng towards devel oping a stronger federation, a
stronger, nore unified approach towards their food safety
regul ati on and food safety systens. So it's perfectly
appropriate for themto be having these internal
di scussi ons.

MR BILLY: Caroline?

M5. DEWAAL: Thank you.

I|"minterested though in the application of not

only the underlying statutes, but the application of sone
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nore nodern additions to the statutes, particularly within

t he USDA reorgani zati on statute which requires every
regul atory decision to go through at |east two | evels of
cost benefit analysis and risk assessnent; one at the
departnment | evel and one over at OVB.

And | guess I'mtroubled that it's taking the
departnment so long to act on actual, not specul ative public
heal th risks or new product issues, but on existing hazards
in the food supply. And I think the exanple is listeria
where it's taking at | east two years to develop kind of a
regul atory response to that hazard.

So | guess |I'm wondering whether in your analysis
you have | ooked at sone of the hurdles to precaution that
may have been put in place in recent years to USDA and FDA
application of the underlying statute.

M5. WOTECKI: Yes, we did. |In fact, there is a
section in the paper that deals wi th soci oecononi c concerns
and it does nention the fact that USDA does have this
requi renent. FDA and EPA do not.

By the sane token though, | don't think that FSIS

was hanpered by econom c assessnent in responding to the
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listeria outbreak. |If you |look at what the agency did by

i mredi ately requiring conpanies to review their HACCP pl ans,
did not require any econonm c anal ysis, by issuing guidance
on environnental testing, did not require an econom c
anal ysis. The agency noved very quickly to provide
information to the public; did not require an econonic
anal ysi s.

So, you know, fromthat perspective |I thought that
FSI'S took very quick and appropriate actions that were not
i npeded by any additional requirenents as far as new
rul emaki ng went .

M5. DEWAAL: But none of those requirenents are
mandatory on the industry nor are they uniform

M5. WOTECKI:  Mm hmm

M5. DEWAAL: So what the agency -- and |
understood from conversations with the admnistrator -- felt
| i ke they could not proceed in a regulatory manner to nake
mandatory uni formrequirenments on the industry wthout --
wi t hout being able to -- without having the data to neet the
requi renents of both your internal office, which applies

only to FSI'S, but also OWB' s requirenents, which do go both

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

32
to EPA and to FDA.

So | nean those requirenents are actually slow ng
down rul emeki ng. They nmay not be sl ow ng down the kind of
voluntary efforts or the reassessnment which, you know, we
don't know yet what the inpact of that reassessnent was or
how uniformy it was handl ed by the industry.

So | think that you need to | ook at sone of the
hurdl es to precauti on because we're not confident that
precaution is being fully inplenented, even if it is a
statutory nmandate, because of these del ays.

For exanple, we had a discussion within this
group, | think, at the |last neeting on the inpact of those
particul ar requirenents on energency rul emaking authority at
the departnent, and you -- it was ny recollection that the
answer was that even energency rul emaki ng woul d have to go
through all of these hurdles that the agency sinply won't
pur sue.

M5. WOTECKI: Well, | understand the point that
you're making. W' ve certainly got a discussion of listeria
that's going to be on the agenda today, and certainly sone

of these points mght also be appropriate at that point in
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| do think though that any nove towards rul enaking
woul d have required the collection of information beyond the
econom ¢ analysis in order to nove forward. So certainly |
think we need to be cogni zant and aware of the fact that
this can be something that is difficult in order to collect
the informati on and do those analyses, and it's one of the
areas as well that we m ght want to seek opinion at sone
point fromthis conmttee about how to i nprove those risk
assessnments -- those cost benefit anal ysis.

M5. DEWAAL: But also the inpacts on the
precautionary principle because | am concerned that the U S
may be representing that we have a precautionary principle
which is in fact stronger than what is being practiced in
this country.

So | just would ask you to really consider the
i npact of those, and if adjustnents need to be nade to those
so the agency can respond to i mredi ate public health
threats, that that case is nmade to Congress and to ot hers.

M5. WOTECKI : Good point.

MR, BILLY: Okay. Rosenary.
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M5. MUCKLOW One very brief question. | would

just like to be clear what the U S. position is.

Do we think as a nation that we need another food
safety organi zation, or is CODEX it? Do we really want to
try to wap what you are doing with the G5-8 and so on into
CODEX?

M5. WOTECKI: Well, at this point, Rosemary, we
are certainly working to develop the U S. position that's
going to be taken into the neeting. | can tell you that
anong those of us who worked on the OECD activity, the
devel opment of these five papers, our conclusion has been
that CODEX is the international standard setting body. W
think that any issues and concerns that have come up in the
wor ki ng groups that we have been in w thin OECD about
CODEX s slowness, as is mainly the problemthat's pointed
to, could be renedi ed by additional neasures, and we woul d
not want to see anything that would be set up that would
conpet e agai nst CODEX for resources.

So that's our conclusions. The U S. position is
i n devel opnent.

MR BILLY: JinP
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MR. DENTON: Qui ck comment about the precautionary

principle that has been of concern for nme since | first
becanme aware of this mdyear |ast year. |'ve been follow ng
that entire issue.

| think what you and Carol say is exactly right.
Precaution is sonmething that is threaded throughout our
scientific process and regulatory process in the United
States. It's our nature to approach things in that manner.

W meke every effort to ensure that every decision that we
make i s based on the nost conplete informati on that we can
possi bly have.

Now, mny great concern about the precautionary
principle is that it is a very well crafted attenpt to
require that we prove a negative, and in the scientific work
that I live in that is not possible to do. W do everything
we can to eval uate every potential hazard that we see from
the application of any technol ogy, but we can never prove a
negative, and that's the thing that concerns ne the nost.

M5. WOTECKI: That's a good point.

MR, BILLY: Ckay. Thank you very nmuch. We wll

consider that again this subject area as potential area of

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

36
interest to the conmttee later in the agenda.

Let me now shift to the agenda and I will briefly
run through it. If you will take out the agenda and | ook at
it, this norning we're going to have several briefings in
t he sane manner we have approached working with the
commttee in the past; that is, to provide updates on
i nportant areas of work within the agency, and obviously
provi de an opportunity for the conmttee to raise questions
or make coments.

W then shift to a series of issues starting just
before |unch, an industry petition on changes to the HACCP
regul ation; the issue of additional species being covered by
mandat ory i nspection and a HACCP approach.

| nmentioned earlier Floyd Horn or one of his
associates will be briefing us on ARS food safety research.

Then an update on the issues surrounding E-coli 0157: H7, as
wel | as recent devel opnents in the area of listeria
nonocyt ogonat es.

Wth the cooperation of the conmttee then this

eveni ng, we have a series of evening subcomm ttee neetings

to deal with the specific issues and hopefully to receive
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fromthe subcomm ttees specific recommendations that we can

then forward to the secretary.

If you turn to tonorrow then, we continue with
report fromthe subcomm ttees and obviously di scussion of
t he subcomittee reconmendati ons by the full conmttee.

That enabl es everyone, including those that weren't able to

participate in the subcommttee neeting, to have their input
and to shape any of the recomrendations that go forward from
the conmttee as a whole.

And then after lunch a couple nore briefings and
update regarding the National M crobiology Comrittee by
Karen Hul ebak; a briefing on policy issues related to
canpyl obacter des juene. This is an area that the conmttee
has dealt with previously and made a request of the mcro
committee, and we need to | ook at that and see what, if
anyt hing, the conmttee would like to do further in that
area. And then a brief update in the area of neat and
poultry inspection and food safety at retail.

W would like to wap it up then with getting your
t hi nki ng about renmaining issues, and priorities in that

regard. |If there are particular issues based on the
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di scussi ons over the next day and a half that you think we

need to spend nore tinme on sone of the current issues or new
i ssues, you need to share those with us and we'll then use
that as a basis for organi zi ng subsequent neetings.

I ncluded in that discussion fromtwo to three
tomorrow will be a report on nonconpliance reports. Carol
Foreman at the last neeting raised a concern about an
anal ysis that was nmade of a certain nunber of plants that
have recei ved nonconpliance reports. W devel oped a sunmary
response and we also will be providing to you a little later
a one-page translation of that report that |I hope will rmake
it clear what it nmeans and how you should interpret the
information that's there. And we will cover that report
during that session fromtwo to three tonorrow

Qovi ously, both days provide opportunity for
public comment. |If anyone is interested in providing
comment to the comrmittee are encouraged to do so. You need
to register and inform people at the registration desk of
your interests and then we will call on you during the tine
that's provided.

Are there any comments or questions fromthe
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commttee regardi ng the agenda?

(No response.)

MR, BILLY: Okay. Then one last thing |I'm going
to cover is the coomittee renewal process. As | think al
of you know we are now seeki ng nom nations for nenbership on
this coomittee, and we're seeking nom nations from
i ndi vidual s that represent state governnent, industry,
consuner organi zati ons and academ a. And nomi nation
packages are due by June the 30th.

Now, as current nenbers, all of you are eligible
to serve up to three successive ternms. So if any of you are
interested in renewi ng your nenbership, what you need to do
is just provide us a short letter or meno indicating your
desire to be renewed on the commttee, and we encourage you
to give that serious consideration.

It is inportant to have, | believe, a significant
anount of continuity on the conmmttee if you' re working on a
series of issues to provide a thread of know edge and
under standing and get the best value in ternms of your
efforts working with the agency and the departnment. So |

urge you to give it serious consideration.

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

40
And if you are aware of others that you believe

m ght serve on the committee and play a useful role, contact
them and | et them know about this opportunity and encourage
themto express their interest or support themthrough your
own efforts.

Any questions about the conmmttee renewal process?

(No response.)

MR BILLY: Thanks.

Al right, what I would like to do then is nove to
the first briefing item which is a briefing on HACCP- based
i nspection nodels project, or HMP. I'mnot sure | like
that acronym but nonetheless that's what it is. And M ke
Grasso who is our project manager will provide the briefing
to you. You have a briefing paper in your nmaterials that
were provided and at this tinme I'd |ike Mke to cone
forward

MR. GRASSO  Good norning. The briefing materi al
isin tab No. 5. That's what | have been instructed to tel
you.

The docunent that | provide on a nonthly basis on

the status support, I'd like to actually wal k through that,
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and if you have any questions feel free to stop ne and |'1|

expl ai n.

The first docunment, what we've done this past
nonth, is actually taking a step backwards so that if
sonebody wants to read a two-pager, and that's what this
two-pager is, it will tell you when this project started,
kind of |ike where we have been and where we're going. So
that's the HACCP- based i nspection nodels project update.

The attachnent No. 2 is the nost recent key fact
that we've provided at our |ast public neeting, and that
gi ves you a general overview of the project.

Attachnment No. 3, which was presented at the
public neeting by Research Triangle Institute, was the
report on the 16 broiler plants.

For your information, | need to rmaybe take you
t hrough what baseline is so that you have a better
under st andi ng, and then what the transition phase is and the
nodel s phase is.

On the broiler side, when we tal k about baseli ne,
we need to -- we need to have neasured the acconplishnent of

the current inspection system so we had 16 plants, 16
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broiler plants that had volunteered. RTI was the contractor

assigned to collect the data, and this report reflects the
results of those 16 plants.

Nunber one, on the mcro side for the generic E
coli sanples and also for the sal nonella sanples, and on the
organol eptic side are the results of the carcass by carcass
verification inspection on 2,000 per plant.

|"mgoing to just quickly take you through the
docunent, if | may.

M5. HANI GAN. Excuse ne. Can | ask a -- ny
attachnment 3 does not show that. M attachnent 3 is a chart
on turkeys, so I"'mhaving difficulty -- that's what our
attachment 3 | ooks |ike.

(Asi de.)

MR. HANI GAN: Can you start from what we have in
attachment 3?

VO CE: Attachnment 3 is young turkey tine line.

MR. GRASSO (Ckay. Flip to the other one. Flip
it. It's in the back

MR. GRASSO Do you have this? Yeah, it's

attached to that. No?
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ALL: No.

M5. HANI GAN: That's young turkey tinme |ines that
are attachnment 3.

MR. GRASSO Onh, okay.

M5. HANIGAN:. |If you look at tab 5 in your book,

t hat's what we have.

MR. GRASSO Ckay, we'll get it to you right now.

M5. HANI GAN: Can you start fromthe top then?

(Pause.)

M5. MUCKLOW M. Billy, mght we go ahead with
t he ot her?

MR BILLY: | think what | would like to do, with
the conmttee' s indulgence, is to postpone this briefing
until we can get the appropriate material into your hands so
that it nakes sense.

VO CE: Ckay, we have it now.

MR BILLY: Ch, good.

(Pause.)

MR. GRASSO Ckay. Are we on this yet?

MR, BILLY: Which is the second page of what was

just provided to then?
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MR GRASSO  Right.

MR, BILLY: kay. Go ahead.

MR GRASSO. This was the docunent that was handed
out at the last public neeting on the nodels project, and
this was the presentation by Research Triangle Institute on
the results of the baseline data collection of the 16
broiler plants. This report is broken up into two parts,
the organol eptic side and the micro side. The mcro side
was the 300 generic E. coli and the 300 sal nonel |l a sanpl es
that were taken in each plant, and the organol eptic side was
the 2,000 carcasses that were selected in each plant.

Taki ng you through the docunent, you will see what
| just said is the overview. The next page is the actual
nanes of the plants and the location in which RTI collected
the data. The follow ng page actually lets you know
specifically how the organoleptic activities were done as
far as the antenortem the review process, exam ning 80
birds per day per shift over a five-week period of tine
until we had 2,000 carcasses, and al so | ooking at the
condemmed birds, same anount, 2,000 carcasses.

There is the breakdown on the results on the
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antenortem on the young chicken plants when the interview

process took place. The next page gives an indication on

| ooki ng at the pass birds before they went into the chiller
by RTI, what percent were food safety di seases, what percent
was the zero tolerance, and the 98.9 percent was OCP
condi ti ons.

The next page, page 6, actually starts to identify
all of the conditions thensel ves and the description of the
conditions that Research Triangle Institute veterinarians
used to record the data on the organol eptic study, and
that's on page 6 and 7.

On page 8 you start to see the percentages of
defects within the carcasses for the individual defect, and
that's on page 8 and 9.

On page 10 you see the results of the condemed
sanpl es, the percentages where no condition was found,
whether it was a | ocalized condition or a generalized
condition within the condemmed barrel .

Page 11 | ays out specifically howwe did the mcro
testing. In the plant we used a whole bird rinse at post-

chill and we collected 50 sanples a week over a six-week
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period of time. W split the rinse for E. coli and for

sal nonella. RTI contracted with Silica Labs to run the
analysis. All of the sanples were sent there overnight
delivery and all the results were sent to RTI

Page 12 indicates results on the sal nonella side
and page 13 indicates the results on the E. coli side.

On the mcro side the neasurenent of
acconpl i shnents were that the plant neet the current
regul atory requirenent.

Any questions on the RTI report?

M5. MUCKLOW MKke, did Silicon also do the
sal nonel |l a resul ts?

MR. GRASSO Yes. They did both.

M5. MUCKLOW That's not in here, is it?

MR, GRASSO  Yes.

M5. MUCKLOW | mssed that. Oh, there they are.

MR. GRASSO They actually had a real good system

Qccasionally they actually did set up spikes outside of the

plant that would go to Silica Lab as a quality contro
nmeasure to nake sure that Silica Lab was doing the proper

job, and occasionally they also sent split sanples to
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anot her quality control lab to nmeasure the performance of

Silica Labs.

Now, right in your book now -- yes?

M5. FOREMAN. Could I just clarify? Baseline data
represent what's happening in the plant before the H MP
proj ect started?

MR, GRASSO Correct.

M5. FOREMAN. That's the way it finally ended
under HACCP but wi thout any changes in the system as
represented by the HACCP nodel s project?

MR, GRASSO. Correct.

M5. FOREMAN. Ckay.

MR, GRASSO If you think in ternms of the project,
really actually think in ternms of three parts. Baseline is
the current systemthat's out there and the nmeasurenent of
the acconplishnments of that system W used the baseline
results, specifically on the organoleptic side, to establish
t he perfornmance standards.

M5. FOREMAN. Baseline represents what's going on
in all plants that are not part of the nodels project?

MR, GRASSO Correct.
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M5. FOREMAN. And what was happeni ng there before

t he nodel s started?

MR GRASSO. Correct. And as | talk alittle bit
now, I"'mgoing to talk about transition, okay. Transition
is the change, when change occurs within the plant.

M5. FOREMAN. | just want to clarify a couple of
ot her things before you go to that.

The ingesta is an OCP in all plants now?

GRASSO,  Correct.
FOREMAN:  And bef ore HACCP?

GRASSO lt's the sane.

5 % B 3

FOREMAN:  Thank you.

MR. GRASSO The regul atory requirenents now has
that i ngesta as an OCP.

M5. FOREMAN.  Thank you.

Yes?

M5. DONLEY: On that note, can | -- Carol started
ny question. Can you explain when and why ingesta was
changed froma food safety issue to an OCP, and the why and
t he when?

MR. GRASSO Wthin the project, we didn't change
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it. In poultry, that's the way it is.

M5. FOREMAN. How | ong has that been the case?

MR JAMES: Forever. Forever is the short answer.
Under the --

M5. FOREMAN:  Since 197

MR JAMES: There was never a distinction made in
t he product standards between food safety and OCP for the
ol d acceptable quality limts or AQ., nor for the nore
recent finished product standards.

For the purposes of this study, we did not attenpt
to make any change in the way that ingesta was handl ed.
It's collected and for the purposes of this project it
remains in OCP condition.

M5. FOREMAN. Ch, | just want to -- can | piece
this out a little bit, please?

In a plant before HACCP went into effect, if an
i nspector saw i ngesta on a bird, what happened?

MR. JAMES: Ingesta on a bird, if it occurred on
the inside of the body cavity, that bird was reprocessed.
If it occurred on the outside of the bird on intact skin

surface, the bird was permtted to go down the |ine.
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M5. FOREMAN. So inside, reprocessed; outside, no

change, not hi ng happened?

MR JAMES: That's correct.

MR, BILLY: Carol, I'mgoing to pick on you but it
applies to all the conmttee nenbers.

MS. FOREMAN: |'msorry.

MR BILLY: W need to nove the m crophone right
in front of you so that the people --

MS. FOREMAN: |'msorry.

MR BILLY: -- in the back can earlier

M5. FOREMAN. Earlier, earlier on | breathed hard,
and | heard it.

(Laughter.)

MR BILLY: You didn't want that m sinterpreted.

(Laughter.)

MR. BILLY: Did you have another point you wanted
to make?

MR. GRASSO | should be the only one breathing
heavy at this point.

(Laughter.)

M5. FOREMAN. But since we're into breathing
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heavy, let's talk about air sacculitis.

(Laughter.)

MS. FOREMAN:  OCP?

MR, GRASSO.  OCP one.

M5. FOREMAN:. Before HACCP was instituted, how was
it treated?

MR JAMES: Again, before HACCP was i npl enment ed,
different diseases and conditions were all considered -- we
didn't make a distinction between what was food safety and
what was not. For purposes of this study, we have called
air sacculitis an other consunmer protection di sease, and
OCP, I'"lIl just give a 30-second description of what that is.

If the disease or the condition does not cause
illness in humans, the organismwhich is causing -- the
di sease in the bird does not cause disease in humans, then
it is OCP and not food safety. Sone diseases in these birds
may be caused by an organismthat would could disease in
peopl e but not through a foodborne route, and so the
criteria for being food safety has to be that it will cause
di sease through a foodborne route.

M5. FOREMAN: Talk a little bit nore about not

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

52
t hrough a foodborne route. Wat do you nean?

MR JAMES: |If we were to be exposed to the
organi sm perhaps in the same way that an ani mal was through
exposure through an open wound, for instance, or get a bl ood
streaminfection through sone route, or a respiratory
illness, we mght get the sane di seases that the animls get
fromthat same organi sm

But what we limted food safety di seases and
conditions to were those that were caused if they were
i ngested as part of the product.

M5. FOREMAN. So air sacculitis mght be a health
hazard to workers in a chicken plant?

MR. JAMES: There is a renote possibility for one
or two of the different diseases or organi sns that cause air
sacculitis in birds, that's a possibility.

M5. FOREMAN. But no known case of anybody ever
havi ng becone ill fromeating nmeat froma chicken that had
air sacculitis?

MR JAMES: | can't go quite that far, no known
case ever in any human bei ng.

M5. FOREMAN. Ckay.
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MR JAMES: But --

M5. FOREMAN. You're not aware of anything.

MR, BILLY: Just as a precaution.

(Laughter.)

MR. JAMES: | would say that using the HACCP
principle rather than the precautionary principle is that we
do not think it is reasonably likely to occur.

M5. FOREMAN. | just want to go back again for one
mnute, I'msorry to take time, but | want to clear this up,
historically in the neat inspection systemin a poultry
plant birds with air sacculitis were passed?

MR JAMES: Once the air sacculitis condition was
addressed, the birds had not proceeded on to an septicemc
or toxicem a condition, the birds were passed.

M5. FOREMAN:  And under HACCP birds with air
sacculitis, if it hasn't proceeded into septicema, are
passed?

JAMES: Yes.
FOREMAN:  And under the nodels project?

JAMES: The sane, sane standards.

5 % B 3

FORENMAN: Sanme.
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M5. HALL: Could I ask a question, please?

MR, BILLY: Cheryl and then Dan.

M5. HALL: Could you tell what organisnms cause air
sac. in humans in the plant that causes air sac. in poultry?

MR JAMES: Well, actually, | didn't come prepared
with nmy notes to discuss the different organi sns, but nost
of the organisns that cause air sacculitis in poultry are
probably not going to cause -- of course people don't have
air sacs., but won't cause a respiratory condition in
people. It's the E. colis, for instance, that are infective
for birds and causing air sacculitis generally we do not
believe will cause a respiratory di sease in people.

Experi ence has shown through the decades where we
have had peopl e working on lines that our workers, our plant
wor kers don't conme down with respiratory di seases when
exposed to heavy air sacculitis in flocks that cone through,
which i s anecdotal evidence that these diseases and
conditions are not readily transferrable to peopl e under
t hese occupati onal conditions.

| think also the literature will support, and I'd

be happy to go into that in nore depth probably outside of
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this nmeeting, that those organisns that are causing air

sacculitis in the birds are not -- not dangerous to humans
or are not reasonably like to be dangerous to humans.

| will throw out this one caveat that we -- the
sane that we nentioned at the March 30th neeting -- we are
ready, very ready to receive any new i nformation that cones
to light or any information that we may have passed over
regardi ng any of these diseases and conditions which are
currently classified as food safety, or OCP, which nay cause
us to change the category therein because science marches on
and as nore information is available to us that woul d
indicate to us that we have sone of these in the wong
pl ace, we will be happy to reconsider those.

M5. FOREMAN. |'msorry, one other, if | could
just follow up. My |?

The young broilers, the incidence of disease is
generally | ess than one percent?

MR. JAMES: Condemmations are |ess than one
per cent .

M5. FOREMAN: Condemmations for disease are |ess

t han one percent.
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VO CE: Point five?

MR JAMES: Point six, | think, was the |ast
nunber we had.

M5. FOREMAN:  Point six?

MR. JAMES: Point six percent.

M5. FOREMAN. Ckay. I'ma little concerned about
the word "condemations” for disease. That m ght suggest
t hat di seased birds were not being condemmed and that the
rate mght be higher. Do | -- do |I msunderstand?

MR, JAMES: Actually, what | intended to say was
that we condem birds for disease six-tenths of one percent
t hose have cone through. There are other birds which have
sone sort of disease or condition on them which we then
trimor handle in sonme manner as to nake the carcass then
able to be passed, which would raise that percentage of
di seased birds higher, but they don't all deserve
condemat i on.

M5. FOREMAN. So it m ght be possible that you
woul d have birds comng in to a plant, a flock that had --
that where 30 or 35 percent of the birds had air sacculitis?

MR. JAMES: That is a possibility, yes.
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MS. FOREMAN: And those would be the birds

condemmed, that |ess than one percent that were condemed
woul d be condemmed because it had proceeded into septicem a
or toxicem a?

MR JAMES: Yes, and birds -- flocks that have
that high a level of air sac. probably will have a much
hi gher percentage than one percent condemed. That .6
percent figure is a national figure, and it is not randomy
distributed. Birds with higher disease incidence have a
hi gher proportion of the flock condemed.

M5. FOREMAN. Can sonebody tell ne what percentage
of birds, young broilers have air sacculitis, just generally
speaki ng?

MR. JAMES: | cannot give you that figure. Wat
we keep track of on a national basis is condemations and
not di sease incidents. So | think individual broiler
conpani es woul d probably be in a nuch better than FSIS to
gi ve you those figures.

M5. FOREMAN. Wul d sonebody tell nme if there is
an article in the literature sonewhere where | can find that

out, any of you in the chicken business?
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Vell, FSIS doesn't keep that. How about APH S?

MR JAMES: W wll see what we can do to find
sonme information for you.

M5. FOREMAN. Thank you.

MR BILLY: Dan?

M5. HALL: Could I -- I"'msorry. Could I follow
up on that?

MR BILLY: Yes.

M5. HALL: Could | state that fromthe poultry
industry's findings E. colis are a very specific on the type
of problens they woul d cause even in chickens, so it's very
doubtful that they would cause problens and respiratory
probl ens in humans, so just for the record.

And al so that air sac. birds are not just passed
down the line. There are three different ways of working
those birds. So it is not that if you find an air sac. bird
on line that it becomes part of the food chain. There are
three different ways that those are worked out rather than
j ust condemmed, but al so condemed.

M5. FOREMAN. Ch, will you state what the three

ways are?
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M5. HALL: If it's very mnor air sac., they are

vacuuned and chl orinated water washed so that there is no
trace that's considered a |ocalized condition

If there are nore severe, they are -- if they have
inner clavicular air sac, the upper part of the body is not
allowed to be taken. This is -- now, these are healthy
| ooki ng birds, no septic signs, no toxic signs on the
carcass. |If they are septic and toxic, they are condemed.

M5. FOREMAN. But is that plant quality control or
is that regular authority?

MR. GRASSO The second phase that she was talking
about is a sal vage operation.

M5. HALL: Mm hnmm sal vage operati on.

MR. GRASSO  Whether they would be able to trim
away the affected area.

M5. JOHNSON: | do think it's inportant to note
that in all of these procedures that Cheryl identified USDA
does go, and even the process that's on line, USDA still has
anot her check of the bird before it goes out. So it is --
there are regulatory review of the neat and the cut and the

whol e wor ks.
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M5. HALL: How they are held and every part of it

i s regul at ed.

MR BILLY: Ckay, Dan?

MR. LAFONTAINE: | think | have been overtaken by
events. No, | will be naking two points.

Carol, you nentioned a couple tinmes before and
after HACCP in relationship to this discussion. And correct
me if I'"'mwong, but the antenortem and the postnortem part
of the mssion of FSIS was essentially untouched by the
i npl enent ati on of HACCP.

MR, GRASSO. Correct.

MR LAFONTAINE: So what we are in nowin this
HACCP- based i nspection nodels is aside or conpletely you may
say essentially separate frominpl enentation of HACCP. |
just want to clarify and hopefully in your mnd and ot hers
that there is two channels that FSIS is going down in this
regul at ory approach

The other thing on air sac --

M5. FOREMAN. May | -- | thought I -- now I'm not
sure | understand. | thought that it was clear that sone

things with regard, for exanple, to antenortem and
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post nortem i nspecti ons were not changed by HACCP.

MR. LAFONTAINE: That's correct. |'mnot --

M5. FOREMAN. Ckay. All | wanted to know is that
what' s happening right now in these plants is not the nodels
plans in sone instances. |Is that different from anything
happening in all the other broiler plants in the United
States right now or what -- or anything different than what
was happening in them before HACCP was inpl enented? |I|s that
not the case?

MR. LAFONTAINE: Let nme restate it again, maybe |
am not follow ng you.

In the incremental inplenentation of HACCP in
January '98, '99 and 2000, that requirenent and the
i npl enentation thereof essentially |eft
ant enort enf post nort em unt ouched.

So in this HACCP-based nodels the baseline, as was
stated earlier, does represent these 16 plants, but it also
could be in principle expanded to represent the entire
i ndustry as they are operating now under traditional
i nspecti on.

M5. JOHNSON:. M. Billy, can | ask M ke a question
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about the baseline just real quick?

Now, it's my understanding with the broiler plants
you have the 16 plants and you have the national standard
establi shed for the baseline. Plants that wish to cone on
the H MP program now woul d cone under w thout having the
basel i ne because you' ve now established a national baseline.

So it was your intend to follow up on Dr. LaFontaine. This
basel i ne does represent the national for the broiler
industry; is that right?

MR. GRASSO. That's our intention. W have taken
the -- we call it the 75th percentile or the twelfth
position to establish the performnce standards to nove
forward with the rul emaking that would be for all broiler
pl ant s.

| think I would like to nake a comrent though on
trying to get to your issue and | think for clarification is
that as Dr. LaFontaine that with the initiation of HACCP it
had nothing to do with the slaughter line itself, okay, but
air sac. was neasured and fromthe early eighties, and
correct ne if I'"'mwong, via finished product standards, and

there was a tolerance, | believe, of three birds in ten that
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coul d have had air sac. identified. So that's a 30 percent

t ol erance under the finished products standards.

In the nodels project, there is a difference
between the traditional plant that's out there today and a
H MP plant is the perfornmance standards that they have to
neet is no longer three in ten; it's 1.7 percent or two in
60, so there is a distinct difference between a H MP pl ant
and a traditional plant as it relates to the performance
standards that that plant has to neet.

M5. FOREMAN. What's the perfornmance standards in
the HIMP plant that you cited?

MR GRASSO OCP-1is 1.7, that's the twelfth
posi tion. Conversion to a whole carcass is two in 60.

M5. FOREMAN. Thank you.

MR BILLY: Dan?

MR. LAFONTAI NE: A couple other points | wanted to
make.

On this air sacculitis, and this principle can be
carried over to other infectious diseases, although
currently it's under OCP, not a food safety like Dr. James

explained, it still is aesthetically unacceptable to have
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birds enter the nmarketplace, and I use the word

"unwhol esone,” and that is part of the charter of FSIS is
saf e, whol esone animal s and birds, neat and poul try.

So it is inportant to recognize that this is -- it
is inmportant to recognize this is regulatory issue, not just
strictly quality control because the current |aws we are
operating under require whol esonme birds and ani nal s.

MR BILLY: Nancy?

M5. DONLEY: | just have one quick question.

Air sacculitis, a bird that has air sacculitis is
considered a healthy bird?

MR. JAMES: A bird with air sacculitis has a
respiratory di sease, and the affected tissue nust be
renoved. Healthy tissue can then be passed for consunption.

MR BILLY: Unless it's septicem a.

MR, JAMES: Right. As | said, healthy tissue can
be passed. |If the air sacculitis has caused a systemc
change in the bird, the bird is condemed, but that is a
principle that has been in place since OI-6, that affected
portions of a carcass by a disease or condition can be

trimmed away and if the rest of the carcass is healthy, the
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rest of the carcass can be passed.

V5. DONLEY: | guess where it gets very confusing
to, you know, the general public, if you wll, is that these
i nspection nodels were always presented as being based on
young, healthy and uniformaninmals -- I'mreading that right
from here.

But then when you hear about these animals that
are involved in these projects, they can have very high
sickness rate, that's why | asked if air sacculitis is
considered in an illness in an animal, that to ne as the
public doesn't sound |like a healthy animal.

MR BILLY: Dan. Dan.

MR, LAFONTAINE: Kind of a -- I'mtrying to answer
for FSI'S, but | think | can give a -- young broilers in
general, young swine, in today' s narketplace are young and
heal t hy across the board. And at least in air sacculitis
with the poultry that I'"minvolved with, you will run into
pockets where a particular house or farmhad a respiratory
probl em and you can get a very high percentage
periodically. But across the board the percentage of birds

that have conme in with air sacculitis or any other disease
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process is quite |ow.

So what | am saying is the young, health, uniform
is an accurate statenent, but there is, |ike any other
situation, there is exceptions to that, and air sacculitis
is one of those exceptions. So it is an honest statenent
on the part of FSIS to say young and healthy as a general
st at enent .

MR. CGRASSO. One comment | would |ike to nmake on
that is that what we have noticed in the H MP project so
far, due to the fact that the performance standard, the 1.7
percent is extrenely |low, the awareness by the plants has
gone up extrenely high, so that they are taking a nmuch
better | ook at the growers, what they are receiving so that
t hey get nore healthy ani mals.

The other comment is that air sac. is usually has
to do with seasonality, usually in the col der nonths.

MR, BILLY: Ckay, |'ve got Alice, and then
Caroline and then Cheryl.

M5. JOHNSON: When we tal k about air sac. and USDA
i nspection and the whole works, | think one thing that we

may not be aware of is that the point where the inspection
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i s being done back in the 1958-1959, I'mtal king for turkeys

and help me with the broilers as well, nost everything was
whole birds. And it was very inportant at what point you
| ooked at these birds, you were |ooking at whol e birds.

The industry has evolved both, | think, the entire
poultry industry, and the majority of even our turkeys are
cut up now, got through further processing and not the whol e
bird issue.

So | think the way that the air sac. viewed back
inthe fifties, you know, things are changing. It's stil
what M ke is tal king about here is the baseline, is at one
point in which the bird then goes on to several different
ot her places, and there is USDA inspection throughout that
process.

So, you know, if we truly | ook at what a new
i nspection systemm ght want to offer, and I know this is
t he whol e concept in a lot of the HACCP, is, you know, |et
t he conpany do what's necessary, and take control of the
process with FSIS verification, and that's where, | think,
the agency is trying to go, and we have to renenber that

this is a different bird than it was when the origina
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regul ati ons were put together, and there is the

whol esoneness i ssue and going to the consuner, but it may be
that there is a nore appropriate place to make that
determ nation now than there was back in the fifties because
of the type of bird that was going to the consuner

MR, BILLY: Okay. Caroline.

M5. DEWAAL: Thank you.

| did, Mke, having sat there through a whol e day
di scussion on this, | want to tease out one issue that I'm
not sure the other conmttee nmenbers are aware of.

On these OCP | ocalized conditions, is that the
sane as the defect rate today?

So in other words, it's as one hair or nore of any
size. |Is that what the defect rate is, or one feather?

MR GRASSO No. In traditional plants today,
t hey use finished product standards which have tol erances
involved. So just say like on a hair, to actually score a
defect of finished product standards | believe you need 26
hairs to score it as a hair.

RTI, their role was not to use finished product

standards, their role was to identify on the carcasses the
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defects that were preval ent peri od.

M5. DEWAAL: And so the new performance standards

MR, GRASSO  Yes.

M5. DEWAAL: -- that are being used in the H M
pl ant, are those the old finished product standards or are
t hose new standards --

MR GRASSO  New st andards.

M5. DEWAAL: -- based on what the actual
performance is in the baseline?

MR, GRASSO. Correct.

M5. DEWAAL: Ckay. And ny final point here
because | think this is a very inportant point in |Iooking at
t he HACCP nodels, so the -- are any of the new performance
standards that the HIMP plants are going to have to neet,
are any of them worse than the old finished product

standards, or |ess stringent?

MR GRASSO | believe we did a --
MS. DEWAAL: | nean, the 26 hairs.
MR. GRASSO -- side by side and | believe -- |

don't have the docunent in front of ne, but | believe in
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every category, except nmaybe one, the H MP standards are

tighter. And | just -- | think there is one.

M5. DEWAAL: And just to nail this down, like for
hair, the old standard was 26 hairs.

MR GRASSO Right.

M5. DEWAAL: And under this systemit's one hair.

A carcass with one hair would violate this standard?

MR, GRASSO Right. Like with feathers, | believe
you needed five to score it as a feather?

MR. CHURCH: Right. There was a certain nunber of
feathers of a certain size. | don't have that docunent in
front of me and have been out of the plant too long. | can
remenber what precisely the nunbers are. But as M ke said,
we are now counting the defects that are there, and the
t ol erance was set on those.

It bothers ne that | can't renenber the one
exception to that rule, but we'll get back with you on that.

V5. DEWAAL: Ckay.

MR GRASSO | wasn't asked that.

M5. DEWAAL: It wasn't. Okay, | would be

interested to know that. But just to -- again, so hair,
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41. 80 percent of the carcasses had one hair, but those

weren't violating the finished product standards, they just
had one hair?

MR, GRASSO. Correct.

M5. DEWAAL: Not 26. And so they are going to
have --
GRASSO  They are going to have 50 hairs.
CHURCH: They had hair.

GRASSO  They had a hair.

» % 3 3

DEWAAL: They had a hair.

2

CHURCH: Yeah. One of the things that nmakes a
conpari son between finished product standards and the
current standards is that we set it up slightly different.
I nstead of counting defects in 10 carcasses, we are now
counting carcasses with defects. And so if a carcass has a
defect, it's a defective carcass and it gets counted in that
OCP category. It might be one of the five categories, it
m ght be all five, depending on what the defects are.

So it nmakes a conparison just a little bit
difficult to make, but | think an objective evaluation of

the side by side that we handed out at the public neeting
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wi |l show you that these standards are not | ooser. They are

in fact tighter that the finished product standards.

M5. DEWAAL: Thank you.

MR GRASSO | think if you just ask the H M
plants if they think they are tighter because they are
tighter.

MR BILLY: Ckay. Dan?

MR. LAFONTAINE: M. Bill and Dr. Wtecki, "Il
make a comment that is slightly out of context but |I do need
to make it.

After the March 30th neeting, | got feedback that
led me to believe sone of ny coments, my conments at that
nmeeti ng may have been m sinterpreted.

What | wanted to say briefly is that nyself, and |
was representing the Anerican Veterinarian Medi ca
Associ ation at that neeting, strongly continues to support
t he concept of HACCP- based i nspection nodel provided there
i s adequat e governnent oversight and verification.

And as those were there know, | was quite vocal
and ny comments were strictly neant as constructive

criticismand not hopefully msinterpreted as bei ng agai nst
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the progress of this project.

So | wanted to take this public forumto say that,
pl ease. Thank you.

MR BILLY: Thanks. Carol?

M5. FOREMAN. M question actually follows a
little on that.

There are several nenbers of the commttee who
have public health responsibilities. | would Iike to ask
them are there any of you who would be reluctant to have in
your home or in the schools chickens that had been passed
out of any of the HHMP plants? |Is there any reason in your
mnd to believe that the products com ng out of those
plants, to the extent that you're aware, are |ess safe or
| ess whol esone than product com ng out of any other plant in
the country?

MR, LAFONTAI NE:  No.

M5. FOREMAN. Anybody el se want to take a | eap at
that? 1|s there anybody that thinks that there is a problem
with the plants?

| understand that we don't have the data yet,

which makes it a little hard to answer.
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(No response.)

M5. FOREMAN. Thank you.

|"msorry to take that on for so long but | think
that the transcript of the nmeeting will reflect sone
information that will be useful.

MR, BILLY: Thank you very nuch

It is the intent of the agency to continue to
share information with the public as we nove forward, and
anot her public neeting is being planned that will provide to
the public all of the results nowwith the -- under the
nodel phase. And in this increnental fashion as nore data
becone available, I think we'll have a nore and nore
conplete picture and be able to nake the kind of conparisons
that we worked on a little bit here this norning, and it
Wi |l just becone clearer and clearer to folks.

Even after that in the public process, we will go
t hrough notice and conment rulemaking if that's justified by
the test results, and another opportunity for everyone in
the public to actively participate in that process. So
we've got a ways to go before we nake a final decision about

changi ng the existing regulations that dictate how we do
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i nspection on the slaughter line or in slaughter facilities.

So this is an ongoi ng process, but | think it is
inmportant that this commttee, you know, understand and hel p
us as we nove forward and guiding this project and ensuring
that what we are doing is understandabl e and nmakes sense to
all of you and obviously the public as well.

Do you want to --

MR GRASSO  Well, just --

MR, BILLY: Excuse nme. Cheryl, | forgot.

M5. HALL: Thank you.

| have a couple of statenents and then a coupl e of
guestions, M. Billy.

One is that air sacculitis, to revisit that, is
not al ways caused by a bacterial infection. 1t can be
caused by dust in the houses or other possibilities. It
does cause the inflammtion, the |ook of air sac., so there
is not always a bacterial problem

Fromthis study that has been identified that 50
percent of the birds that are condemmed shoul d not be
condemmed. In this study, particularly, 33,000 birds were

condemmed and 50 percent was in error.
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And | wonder if that is going to be addressed, and

t he nunber that was quoted for air sac. nunbers, we could
only assume that that nunber also has a 50 percent error
rate in it, and therefore | wonder if these problens wll

al so be addressed in plants that have not gone onto this new
i nspecti on program

MR. JAMES: One comment | woul d nmake regardi ng
that is | amcertainly there were birds in the condemmed
barrel that don't belong there. The way that chart is
constructed does show that 50 percent of the birds that are
in there don't need to be in there.

From a practical consideration, | don't think we
had a 50 percent error rate, however. As you know, in-
plants oftentines a plant due to the inpracticalities of
reprocessing a bird or salvaging a bird will sonetines throw
birds in the barrel because it's easier.

And so there is -- there are birds in the barrels
that don't need to be there. Fifty percent is probably just
slightly higher percentage than error rate than actually
occurs.

M5. HALL: Could | address that by the stocknen
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and packers that you can't throw away a contract grower's

birds in the condemed barrel if it's not condemmed. So
that has to be kept separate by the plants.

MR JAMES: That is an issue that needs to be
addressed, and that is a different issue.

MR, BILLY: You had another point?

M5. HALL: It's ny understanding that the VM3s and
| SEs are going to be less on the line and | ess | ooking at
what's going on in inspection; is it correct, that's the
proposal? | in other than H MP plants, | nean.

MR GRASSO Oh. O her than H M.

MR BILLY: That's going to be tal ked about a
little bit in terms of the role of our veterinarians on
anot her agenda itema little later.

| want to try to wap this up.

M5. HALL: | do have -- | have one nore since the
i ssue of condemms have cone up.

In one of these HI MP plants the rate of condemed
heads went up very substantially after the appearance of a
newspaper article about that plant.

Is there -- sonebody want to talk to ne about why
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t hat happened?

MR. GRASSO |I'mnot clear on the question. A
broiler plant has increased --

M5. HALL: Yeah, this GQunthersville plant, |'ve
got a list of dates and the percentage condemed, and it
went up -- it was very high in the beginning, then it
dropped down very substantially, and then after the February
4t h newspaper article in the Cox newspapers, it went from
runni ng around three and four to 16, 25, 34, 52, 21 over the
next week.

MR. JAMES: W can |look into that. W haven't
exam ned that data so we're not in a position to conment on
that except to say in general terns, as we have al ready
stated this norning, that condemation rates for individual
flocks will vary. |If there is an association in time with
t hat newspaper article, we're just not aware of it.

M5. HALL: Ckay.

MR. GRASSO. But | would like to make a conment
that. There is a couple of things that govern the
activities in the plant.

Nunber one, the plant nay not have a sal vage
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operation, so they choose not to correct the defect on the

carcass. Therefore, the bird gets condemmed. O the plant
has a sal vage operation and because of the conditions of the
flock comng in they choose to shut it off. Okay, and then
they are not going to deal with the defect, so the carcass

i s condemed.

V5. HALL: And that would vary fromday to day in
the sane plant?

MR, GRASSO. Correct.

M5. HALL: Ckay. Thank you.

| do need to get sone detail to a response on
t hat .

M5. DEWAAL: Thank you, | will be very brief.

This is a very inpressive data set, and it is a
good place to start the analysis of the new i nspection
nodels. | do wish we had canpyl obacter data.

MR. GRASSO The one thing | would |ike to nmention
regardi ng the whol e conversation, regarding air sac., is
that the steering conmmttee was there at the last public
neeting, listened to all of the comments on air sac.;

specifically on the maximumlimt which forces the plant
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into potential rework at post-chill

And for your information we are | ooking at the
data as | speak, and we are reevaluating so that will prove
to you that this is truly a public process and open public
process.

MR BILLY: Alice?

M5. JOHNSON: | just wanted to -- Mke, | know
that sonme of the broiler plants are through the RTI
transition sanpling.

Can you comrent on that or would you rather not
until you have all of themthrough or things?

It's nmy understanding that the foll owup data
| ooks good when conpared to the ol der system So there
anyt hi ng you can comrent on the data that you' ve gotten that
you have conpleted from sone of the plants already?

MR GRASSO It's really early, but what | -- how
much tinme do | have?

MR BILLY: Zero
GRASSO,  Zero.

BILLY: But you can respond to that.

2 % 3

GRASSO:  No, no.
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It's too early, but what | wanted to get through

to the commttee is that we have the baseline phase, and we
just had a good discussion of the baseline and what the
acconpl i shnent are.

So once a plant finishes baseline the next thing
that has to happen is the change phase, and we call that the
transition phase where the plant takes on sone additional
responsibilities and FSIS falls back into oversight and
verification activities. W call that transition.

Now, on the broiler side we have 16 plants that
have conpl eted baseline. W have seven plants as | speak
today that are in the transition phase or the change phase
ri ght now.

We have three plants what | call in the nodels
data gat heri ng phase. That's where RTlI cones back into that
pl ant and collects the sane data from baseline, 2,000
carcasses, 300 and 300 on the micro for E. coli and
sal nonel | a.

So we are building a stockpile of 2,000
organol eptic sanples in each plant. So if we can get |ike 10

plants, we will have in abundance of 20,000 sanples to
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eval uate whether the plants to neet the new performance

st andards on how t hey do.

W have two broiler plants that have conpleted the
nodel s data gat hering phase, that's ol dki st and Townsend,
and they are noving forward as a nodel s pl ant today.

On the hog side, we have five plants that have
conpl eted baseline. W have one plant that's in transition
right now, and two plants that have conpl eted the nodel s
data gat heri ng phase where RTI went back in and coll ected
t he data.

W are going to use the data fromthe five hog
plants to establish the 75th percentile for the swi ne for
performance standards. On the turkey side we have three
pl ants that have conpl eted baseline, we need to get two nore
pl ants for baseline data, and we would do the same thing for
the hogs, like we do with the hogs. Five plants, |ook at
t he baseline data, establish performance standards, and then
again go back into the plants and gat her nodel s data.

| think I will stop now while |I'm ahead.

M5. FOREMAN. Thank you very much

MR. BILLY: You are wel cone.
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It's 10:30. What | would like to dois to go to a

break now, but I'mgoing to shorten it to 15 mnutes. So |
woul d very nmuch like the commttee to be back here at the
tabl e at 10:45.

(Wher eupon, a recess was taken.)

MR BILLY: Ckay. |If the commttee nenbers wll
take their seats, we'll get started.

| wanted to wap up this discussion on the nodels
project but there was -- one of our conmttee nmenbers, Alice
Johnson, has been quite involved in this area of effort and
wanted to share with the commttee sone of the initiatives
that they have taken in their organization regarding
preparing industry or plants for this kind of change in
HACCP- based i nspecti on.

Alice.

M5. JOHNSON:. M. Billy said that | could do this
but I had to do it quick, so no power point, no overheads,
no vi deo, doggone it.

Anyway, we've worked with a |ot of the broiler
conpani es and the National Chicken Council and put together

a task force to | ook at how i ndustry shoul d consi der
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training. There are people that they are putting on Iline,

and a |l ot of conpanies sent their individuals down to the
basic poultry inspector training course in Texas, which they
t hought was very good. But as the inspectors, FSIS
i nspectors get ready to performtheir function, they also
have to go through a |Iot of adm nistrative training, and so
it was two weeks and a lot of it dealt with travel vouchers
and T&As and | ooking at things that a | ot of conpanies
t hought we needed nore focus on just the pathol ogy, the
di sposition.

The agency did cone back and now offers a three-
day training programthat a |lot of the conpani es have sent
i ndi vidual s to, which works out very well. But when you
consider that a | ot of these conpanies, one of the broiler
conpani es that was a part of the joint NCC NTF task force
said they trained 60 people. And if you sent that many
peopl e down to Texas when this was happeni ng, you probably
woul dn't run birds for a couple of weeks.

But what happened was the task force got together
and devel oped what they considered to be an appropriate

training criteria, simlar to what was done back when we
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first stated with the HACCP training for industry. The

training criteria was submtted to the International HACCP
Al'liance, which is a part of Texas A&M and the criteria has
been accepted and is a part of the training programthat the
alliance has their web page.

The intent is now that when people wi sh to be
accredited, to have an accredited training programfor the
H MP nodel s, which if it becones nandatory there will be a
big need for the training courses. A lot of the industry
put in hundreds of hours devel oping courses, and that's good
for right now, but later on there will be nore conpani es and
there needs to be a center flowto keep the materials and to
keep the training, the integrity of the program

The criteria has been accredited by the alliance.
Conpani es that wish to have their training program
accredited can go through this accreditation review. They
have to send in a copy of their materials. The alliance has
an accreditation commttee that reviews the materials and
determ nes whether they neet the criteria that has been
established, and we hope this will keep sonme uniformty in

the way industry is doing things, and | ater on provide
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resources with accredited trainers and t he whol e works.

And | appreciate the tine.

MR, BILLY: Ckay, thanks, Alice.

Any questions for Alice?

(No coment .)

MR BILLY: | think that's great.

Al right, we're going to nove on. | think that
was a very good discussion and elicited hopefully a better
under st andi ng of the nodels project and where we stand in
t he approach that we are talking.

Now, we're going to shift to the area of
interstate shipnment of state-inspected product. As the
committee will recall, this an area of considerable effort
by the conmttee that led to what | will characterize as
consensus on a strategy or an approach to dealing with this
i ssue, and based on that the adm nistration produced a draft
| egi slation that was forwarded to Congress, and is being
gi ven sone consideration in Congress.

Chris Church is here to update us on where that
stands and what sone of the issues are. So Chris.

MR. CHURCH: Thank you. It was ny pleasure | ast
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nmeeting | ast Novenber to tell the commttee that the bil

that they had been so hel pful in shaping the concept for had
actually been transmtted to Congress that day, so | think
it was | ast Novenber 2nd when we net here, and that was the
day we sent the interstate shipnment bill to the Hill

And this norning | would just like to give a
little chronol ogy of what's taken place over the past six
nont hs and where we stand today, and hopefully get us back
on track and turn it over to Ron shortly.

Most of you will have followed it pretty closely,
but it was then two weeks after we sent it to the hill it
was i ntroduced by Senator Dashall and Senator Hatch as the
new markets for state-inspected nmeat and poultry products.

Following that, in the spring back on April 6th,
Senat or Lugar held a hearing with the Senate Ag Cormittee on
the bill. | know a nunber of you were there. USDA
testified, Deputy Secretary Ronenger for the department. |
know Carol Tucker Foreman was there and various parties were
represented, and a good heari ng.

At that tinme Senator Lugar announced that it was

his intention to get together all interested stakehol ders
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wi thin the next couple of weeks to further explore all their

views and then to nove to markup. |In fact, that did take
pl ace. Later that nonth there were two neetings where all
t he stakeholders did get together in the Senate Ag
Conmittee, aired their views.

And at the present tine it's nmy understanding that
Senat or Lugar does intend to mark up the bill in the near
future

On the House side the bill has not been introduced

but I would say there actually is very great awareness of

the bill and great interest, and they have been foll ow ng
the bill closely, and ny sense is that the agricul tural
| eadership in the House will nonitor what happens in the

Senate and then based on what cones out of the markup and
what might -- they may nove then or wait till action on the
floor in the Senate, but | know they are nonitoring it
cl osely.

| know they canme over to the stakehol der neetings
that were held in the Senate to observe those, and | know
fromthe calls we get in the office that small plants across

Anerica are witing their congressman because we get a | ot
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of calls at the office, how do | answer this letter.

In fact, | was up talking to the staff froma
coupl e congressnmen from Wsconsin | ast week, so there is a
great deal of interest in noving the bill

| have no prognosis for it. | think at this point
peopl e are jockeying. The bill as it is has held together,
which I think is very inmportant. One of the things we have
di scussed in the past is, you know, this was a concept that
is sort of a delicate balance that had the consuner
interest, it had the USDA interest, it had the state
interest, and also had the trade interest all bal anced, so
the bill has held together so far, and USDA continues to
support the bill as it is.

So it's kind of a stay tuned and nmaybe it wll
nove to markup soon.

MR, BILLY: GCkay. Comments or questions fromthe
commttee? Anyone?

(No response.)

MR BILLY: Ckay. Al right, thank you very nuch

The next itemis another briefing that will focus

on several adm nistrative areas. One is the Wrkforce of
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the Future, which includes our interests in establishing and

filling consunmer safety officer positions, what that's
about. Another related initiative is a task force that we
have had | ooking at the role of the veterinarian of the
future, and then finally, we wanted to touch briefly on the
areas of recruitnent. W have had problens in the area of
i nspector shortages and we have nmounted a significant effort
to turn that situation around, and Ron will provide you nore
details in ternms of what we have done and where we stand.

So it's ny pleasure to introduce Ron Hicks, the
deputy adm nistrator for nmanagenent in the Food Safety and
| nspection Service. Ron?

MR. H CKS: Thanks, Tom Good norning to you all.

| think the last tine | was here | shared sone
information with you on what we hoped were going to be sone
successful efforts in the area of recruitnent, and | think,
as | speak a little bit nore later on, you will hopefully
agree that we have made sone good in-roads and we have sone
good processes in place that are dealing with sonme issues,
and we feel very good about where we are going in that

regard.
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Here with me at the table is Dal e Boyl e from NAFB,

and Dal e Boyle, Dr. Boyle worked with nme headi ng up the task
force of the workforce of the future, and asked if he would
want to join ne and to the extent that we wants to say sone
wor ds about where we are with that task force and sone of
the things comng out of it.

| guess last May there were sonme issues that were
presented to you on the workforce of the future and where we
were headed in certain regards and certain areas, and ny
purpose here today really is just to update you on sone

t hings that have occurred over the past year.

Most of what we will talk about, I'lIl tal k about,
will be centered around a task force called The Wirkforce of
the Future Steering Commttee. It was a group that Tom

assenbl ed al nost a year ago to help wal k us through a | ot of
agency initiatives, so a lot of ny comments will be based on
some work that that group is doing.

The first update is on the CSOinitiative,
consuner safety officer. In "99, we advertised to fil
approximately 30 positions in six netropolitan areas, and

t hese are where the enhanced positions that we have gotten

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

92
feedback fromyou on that required nore science and nore

educati on.

There were 100 internal fol ks who were qualified
for those jobs or who applied for those jobs. Fifty were
qualified. Unfortunately, we had to pull back those
announcenents due to sone | anguage that we've got in our
appropriations bill for 2000 in which expressed sone
concerns or raised sone concerns about CSGCs and what they
were going to be about and what the cost mght be to the
agency and so on.

So they asked us, Congress asked us to do a report
that was submtted February 15th.

And by the way, the paper that I'mtalking fromis
in tab 5 of your book, about half way through. And there is
an attachment, an excerpt fromthat report that's attached
to the docunent that |I'mreading from

W submitted a report to Congress that nade our
case, we feel, for why we think the consuner safety officers
are a good thing, and we've been in touch with the H Il over
the past few nonths, trying to answer any additi onal

guestions that they m ght have about consuner safety
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of ficer.

W have yet to nove forward wi th announci ng and
filling any jobs at this point intime. W are hoping to
fill somewhere between 50 and 75, at |east announce those
this year and hopefully fill those as quickly as we can, but
we're still waiting for the conpletion of our discussions
with the Hi Il before we nove forward with those.

We feel good about the report that we did put
together, feel very confortable with maki ng our case. W' ve
gotten good reactions so far fromthe House and Senate
conm ttees, and there are a few other fol ks who we have
talked to, staffers that we feel are al so understandi ng what
we are trying to do with the consunmer safety officer
position, and we hope real soon to be able to get a positive
nod so we can nove forward.

But we didn't feel confortable in Iight of the
fact that we did receive such | anguage in the appropriations
bill, we didn't feel confortable noving forward w t hout
havi ng the proper amount of discussion on the Hill

Sonme additional Workforce of the Future

information that | want to share with you. The task force
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is a task force that -- not |like one that we've had in the

past, the steering commttee. Yvonne Davis heads it up and
she has a staff of about three full-tinme people working with
her. 1It's nade up of representatives across the agency,
NAFB, National Joint Council of Food Inspectors, ATSP, and
ot hers who don't have any affiliation with a particul ar
group but who have different roles within the agency.

And the idea is to get a good cross-section of
peopl e who can contribute in a very neaningful way in terns
of where the agency is headed and the different initiatives.

Dal e Boyl e, who was part of VMO task force, as | indicated,
is also part of the team Every initiative in the agency
that we have going on, that person, the |ead person from
that group is part of this Wrkforce of the Future Steering
Conmittee.

Li ke | said, Tom assenbled this commttee | ast
July, and the primary purpose is to nmake sure that with al
these initiatives going on that there aren't conflicts or
clashes in ternms of the different directions that we are
going with different initiatives, and to make sure that

above all or as inportant as anything else we are
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inplenenting initiatives in a way that is enpl oyee-sensitive

while at the sane tine trying to acconplish what the agency
is trying to acconplish

So we feel really good about the fact that we have
a group that's very dedi cated, very hard working, has
conpl ete access to Tom and the ot her senior managers, and on
a regular basis has been involved in neetings and is able to
just ride herd over everything that's going on.

| f you have ever had any involvenent wi th agencies
in the past where there are a lot of different initiatives
going on at the sanme tine, then you probably already realize
and appreciate the benefit of having a group that's in place
full time to just watch over and make sure that things nmake
sense to and with each other.

| found interesting as the industry group was
di scussing and formng itself, it chose a quote from Melvin
Toffler that says, "Qur noral responsibility is not to stop
the future but to shape it, to channel our destiny and
humane directions and to ease the trauma of transition.”

| wish | had thought of that, and suggested that

to this group, but this is what they cane up with and this
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is how they see thenselves, and they are not shy about --

this group is not shy about raising questions with anyone,
the deputy adm nistrators on down if they see an area of
conflict where things just aren't worKking.

There is sonme challenges that this group is
facing, that the agency is facing that | think it's worth
just reading the paragraph in your handout where it says,
"At the sane time we are seeking to recruit inspectors and
veterinarians for chronic shortage areas, introduce new
occupation such as the CSO retain season inspection
enpl oyees, develop a career |adder that provides healthy
opportunities for both | ong-term enpl oyees and external
hires, devel op a workforce succession plan and renodel our
trai ning and education program all in the climte of
limted resources.”

Right there it just kind of points out where the
agency's chal l enges are and what this Wrkforce of the
Future Steering Conmittee has to handle. W feel really
good about the fact that we have this group.

Sone of the initiatives that this workforce is

dealing with has workforce inplications obviously is the
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H MP nodel s project and the group is very closely involved

in what's happening there in ternms of |ooking at the jobs
and where that project is going and naking sure that the
i ssues conmng out of it are being watched and nonitored.

One that you may not be aware of that the group is
al so dealing with is the Tech 2001, which is a training
initiative. The agency has decided that it has a good
training program but it has a training and education
programthat may not be meeting the needs of all of its
enpl oyees as nuch as it needs to and may not be getting the
bi ggest bang for its buck.

So the task force is headed up by Peggy Nunnery,
and once again it is a cross-section of people throughout
t he agency who are involved with it. And the idea is to
| ook at our entire training program naybe stop calling it a
training programand call it an education program and | ook
at what we need to do differently in ternms of what we are
trai ning our people in; what we are asking our folks to be
nore education and what our delivery is |like; how we take
advant age of distance |earning; do we take enough advant age

of distance |earning; do we need satellite locations to
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better accommpbdate and neet the needs of all of our

enpl oyees because our dispersion is so great.

These are just sone of the issues that the task
force is tackling and taking on, and the Wrkforce of the
Future Steering Committee is playing a key role and making
sure that the proper answers, the proper questions are being
dealt with there.

Anot her issue that the task force, Wrkforce of
the Future Steering Comrittee is dealing with and it is
obviously very near and dear to ny heart is the area of
recruitnment.

W feel that we have had a good anobunt of success,
as Tomindicated, since we |ast spoke. W have since
Novenber brought no approximately 290 i nspectors and
veterinarians. Just |ast pay period we brought on 29 full-
time permanent inspectors and two VM. W have been doing
a very good. Qur top nunber so far has been 41, which is
probably as many as we've hired in any one pay period, at
| east since |'ve been here and probably before then.

W feel that there is sone conbinations here that

have caused us to inprove, and we al so appreciate all the
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hel p and support that this group has offered us, and in sone

cases actually helped us with, so we appreciate that.

W have established a process by which every
di strict manager can constantly keep track of what their
nunbers are in terns of on-board strength in these district.

We have a process that allows themto anticipate attrition
and we have a process that allows themto identify key areas
where recruitnent needs are the npbst urgent.

On a regul ar basis those fol ks neet with ny
staffing people who are located primarily in M nneapolis,
who service the field. | have approximtely 12 to 15
specialists at any given tine working with the 17 district
managers in the field office, and their staffs on an ongoi ng
basis, trying to keep track of where we are fromthe
staffing standpoint and where our recruitnent issues are and
trying to stay on top of those. And we think that a | ot of
that has really caused sonme of the success that we have
real i zed.

There is also bi-weekly reports that cone in here
to headquarters, and Mark Mna and | read themon a regul ar

basis and then we share those with Tom and Maggie. So the

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

100
anount of interest and the anmount of attention being paid to

just what our recruitnment needs are, our inprovenent efforts
are has been trenmendous, and | think we have benefitted as
an agency as a result of it.

It's still hard work every day. These jobs, as in
ot her job markets around the country, it's very hard to
recruit and find people who want to be food inspectors and
veterinarians. It's not the easiest thing for us to recruit
for so we spent a lot of time and we've increased the nunber
of test sites that we have from-- we've alnost tripled the
nunber of test sites.

W' ve nade great use of tenporary appoi ntnents,
bri ngi ng people on board as the paperwork is being
processed. W just recently got approval from OPM which is
going to help us with our intermttants, to have them waive
the two percent reduction in annuity that retirees would
have to realize if they came back to work for us.

So now a person who is retired, and there is
limtations place on how we can use these, but retirees that
we know have a great anount of interest and com ng back and

doi ng sone work for the agency fromtine to time for a year
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or six months at a tine are avail able and are very much

interested. And now with that two percent penalty being

wai ved, we have nuch nore access to a |large group of people

who are trained and able to conme in and hel p out on short
notice and staffing shortage i ssues cone in and hel p us out.
W feel very fortunate and very pleased that OPM was abl e
to grant that waiver and allow us to recruit fromthat
source. W feel really about that.

So our efforts, we feel, in the recruitnent area
based on a process, based on the people that we have
involved in it have created a great ampunt of success for
us.

When | was making this talk | ast week, | said to
the group that | was speaking with that while we have a goal
to be at a certain point by the end of July, the best thing
that we are doing is that we are institutionalizing a
process, and institutionalizing a commtnent to maeking sure
that we do the optimal job in recruiting people and
retai ning people.

What is really happening is that as a result of

the reorgani zation that took place a couple of years ago
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sonme of the infrastructure that was in place in the field in

the regional offices to deal with this recruitnent and
staffing was torn away, and we replaced it wth another
infrastructure, and now that infrastructure is starting to
take hold, starting to work very well with the district
managers and their resource people in the field, and it's
starting to cone together in a very neani ngful way, so we
feel really good with where we are, not just from neeting
certain goals we have inposed upon ourselves for July, but

al so beyond that. W feel really good that we have a handl e
on what we need to do as far as recruitnent.

Anot her initiative that we've been working on is
the VMO of the future, goal of the VMO of the future. Dale
Boyl e and | have been working on this for about a year and a
hal f, al nost two years now, and we are about ready to issue
a final report. W are going to be sending it to Tomin a
week or so. W have sone nore feedback, if you will, to get
fromour task force nmenbers.

We had a wonderful task force to work with, both
nati onal and international, both internal and external to

t he agency. There were days when the vets were talking to
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each ot her about very technical things where nost of it just

went right beyond nme, and Dr. Boyle here was good enough to
talk to ne afterwards and educate nme as to what was being
di scussed, so it was very informative and educational for
me. They gave ne a very good feel for what the
veterinarians in the agency deal with and just what they
bring to the table.

So that task force report is going to be going out
as soon as we get the final nod fromour task force nenbers
and Tomreleases it, and Dale and I are working on an
i npl enentation plan to how we will inplenent sone of the
recommendations in here, but one of the things that it does
talk about is trying to make optimal use of the skills and
education of our VMOs.

So many of our vets right now are tied to the
line. They are tied to the line dealing with supervisory or
adm nistrative type issues in terns of helping with
staffing, dealing with union issues and probl ens and things
of that nature, and feel that they don't get the
opportunities to make as nuch use of their technical

abilities and their education as they would I|ike.
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So there are sonme aspects of the report that talk

about trying to find ways to nmake greater use of the vets'
skills in that regard, which would nmean taking them away
fromthe line for sone period of tinme. Now, what that
period of tinme is is what we need to work through right now
with everything that's going on in terns of |ooking at H MP
and | ooking at the role of CSO and | ooking at the rol e of

conpliance officers and things of that nature.

But what will hopefully come out of that is an
expanded role for our veterinarians which will nake opti nal
use of what they bring to the table, and will allow us to

use themin different ways than just being so attached to in
a plant on the line.

Dal e, do you want to add to that?

MR BOYLE: It's hard to even start w thout
t hi nki ng about boring this group to death. | think sonme of
you who have probably spent a day with us in February when
we tal ked about the report. It really hasn't changed mnuch.
We're doing a little bit of nitpicking finishing up, but
t he general focus has been there. The primary response was

quite favorable frompractically everyone who tal ked to us.
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For those who have to nitpick, they did give us a few

things and we've tried to address those in a meani ngful way.
| think 1'I'l try to say this in tw mnutes or

| ess. The report is in five parts, but nunber one is the

role of the veterinarian as they exist in FSIS today is

inefficient and needs to be fixed.

The veterinarian bring a | ot of capabilities to
the table but many of those capabilities are rusty, and so
we also in the report said really you' re going to have to
give us the tools that we need. So one, use us; two, give
us the tools; three, let's refine the way we are doing
t hings, and we tal ked about sone of the initiatives that the
agency has underway, but we also went a little bit beyond
and we are asking for sone thing that have not been
finalized. Sonme have been tal ked about for some tinme but
haven't been done. But things |like aninmal identification,
expanded automation capabilities, expansion of partnering
t hroughout, partnerships with industry, partnerships with
tradi ng partners, partnerships anong oursel ves, anong the
government itself. And finally, using the veterinarian in

an expanded rol e throughout with the giving them nore of a
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role in the global food safety m ssion.

So that's kind of what it's about. A although
this had a veterinary flavor, | think you could take this to
any other discipline that FSI'S possesses. Much of what we
ask for are the same kinds of things that are needed by the
i nspection force, you could apply this to the consuner
safety officer. W really need to concentrate on buil ding
an infrastructure that gives us an FSIS to be proud of.

And one of the things that | like to talk about is
make FSI'S an enpl oyer of choice. W can't say that right
now, and we need to work toward that.

MR. HI CKS: There on the bottom of page 3 of our
handout just tal ks about the agency guiding principles for
the Workforce of the Future, and just tal ks about what Tim
Billy and what the other deputies views are on how we need
to proceed, and | think that we had 11 principles that the
Wor kforce of the Future Steering Committee devel oped and
those four right there, those three at the bottom of the
page and t he one begi nning of the next page kind of capture
what those principles are and how we feel we need to proceed

with our future workforce.

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

107
Just to finish off, the Wrkforce of the Future

Steering Commttee, you see there on page 4 sone of the
activities that it overall engages in and some of which I
have nmentioned al ready, identifies surface energency issues
or potential conflicts.

In our very first neeting we had an opportunity to
do that when we nade a decision, | think it was invol ving
H MP, and both NAFV and NJC were -- as being part of the
group -- saw that in nmaking the certain decision or change
in a process that we were going to have sone probl ens, and
that it was different fromwhat we had conmuni cated to them
in the past.

And so we had to get with TomBilly during the
week and neet with the key players and strai ghten now. Now,
that may seemlike a small thing, but in the past those are
the sorts of events that woul d take us days, weeks, or event
nont hs to overcone given the nature of different
relationships and just how difficult it is to reverse
certain things once they go down a certain path.

So that piece of what this workforce does,

wor kf orce group does is extrenely critical to us.
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Facilities interaction between initiative | eaders,

Dale and | as a result of this group nmeet with other
initiative | eaders across the agency, and just to make sure
that we headed down a path where we can co-exist with our
initiatives.

Communi cate with and support FSI'S enpl oyees, this
is an extrenely vital role that this group plays. One of
the things the agency is dealing with right nowis sone
results froma National Partnership for Reinventing
Governnment All Enpl oyees Survey, which just tal ked about the
fact that a nunmber of our enpl oyees just feel that we need
to i nprove our conmunication and to be clearer in our
comuni cations. W need to be nore frequent in our
comuni cation. W need to be also sinpler in our
comuni cation in terns of keeping theminfornmed as to what's
goi ng on.

So the work that this workforce group plays in
that regard is extrenely vital. The nore we can engage our
peopl e and nake them feel engaged the nore successful we'll
be in terns of what we are trying to do. So that's a very

vital role that this group plays.
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They have al so put together a chronol ogy which may

be of interest to you all if you haven't seen it because it
just starts out fromwhen the rule was being drafted and
brigs us up to date to nowin ternms of what all the events
have been. And the tough part we're having is keeping the
chronology to | ess than X nunber of pages. O course, the
| onger you go the nore things happen. But there are a | ot
of key critical events that are part of that chronol ogy.
Qur enpl oyees have found it very informative.

Some of our managers have found it very hel pful in ternms of

traci ng what's happened. | inmagine you guys nmay feel sone
interest in look at it as well if you haven't already seen
this. So if folks are interested, we'll be happy to provide
it to you.

And the last thing here on this page is like a
flow chart, a functional flow chart. Wat the group is
trying to do is create a flow chart for the agency in terns
of what work that we do from sl aughter through processing
and try and lay out roles along this flow chart, nuch |ike
you woul d on an assenbly line, if you will, and make it nore

visual in ternms of what happens at different points in the
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chain and who is involved and where there may be overl ap.

This is sort of an anbitious undertaking that the
group is trying to acconplish, but we feel that if we can
get this, it may be very, very helpful in terns of having
folks just look visually to be able to see what we do and
where the overlap may be.

Questions? Commrents? Thoughts?

MR, BILLY: Katie?

M5. HANI GAN. One question | do have for you, you
i ndi cated that you had 50 qualified applicants for the
consuner safety officers?

MR. HI CKS: Mm hmm

M5. HANIGAN: Are you planning or is the agency
pl anni ng on lowering the qualification standards because you
i ndicated that they were wanting to fill 50 to 75 positions
yet this year? So if we only have 50 qualified
applications, where are the other 25 applicants, qualified
applicants com ng fronf

MR HCKS: Wll, we don't intend to | ower any
standards in terns of what we are |ooking for. Those were

announced in certain -- in six areas. So obviously,
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hopefully, if we announce themin nore areas, we would have

nore applicants.

And al so just the second time around with nore
information to people in terns of what the jobs are al
about. Mre famliarity with the job, we expect nore people
to apply just for that reason as well. But it was limted
to those six areas, so normally that happens.

Just by way of conparison, not related to consuner
safety officer at all, we have announced jobs in the |abor
relations field nationwi de and gotten just a coupl e of
applications. So you could go out tonorrow and announce
that again, and get three or four tines that nany.

V5. HANI GAN:  Ckay.

MR BILLY: Lee?

MR. JAN. Back in '95 or '96, when FSIS began
reorgani zati on and noved to the districts, there was talk
about or a proposal to have a field epidem ol ogy officer or
epi dem ol ogy officers in each district. | think there are
now ei ght or nine of the districts have epi dem ol ogy
officers, and there is nothing nmentioned in here for

epi dem ol ogy officers.

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

112
Is that going to -- is that still part of the plan

or is that going to go away or can you tell ne about
epi dem ol ogy officers?

MR HCKS: It's not going to go away, and in fact
| think in the beginning of this year while we were having
budget di scussi ons and maki ng budget decision there was talk
of having an epi officer in each district still. And we had
to make a decision at that point that we couldn't do that
just froma resource standpoint.

But it's very nmuch alive. [It's very much on the
table and | amsure that we will revisit it as we start
di scussions at |least for next tine around and maybe sooner.

So it's still on the boards to do that. The decision just
will be made as to when.

MR JAN. Okay, thank you.

MR BILLY: Donna?

M5. RICHARDSON: Yes. You indicated that you were
identifying |locations where special recruitnment activity was
needed and then further down you tal ked about the fact that
the efforts had been noderately successful, and two

guestions as to whether or not this success has shown up
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where you have these critical shortages, and al so when you

say that you are in the process of hiring 265 new full-tine
i nspectors and 105 new full-tinme veterinarians, what does
that mean, we're in the process?

| nmean, you have that many vacancies identified or
you have actual applicants?

MR. HICKS: | have to admit the fact that that
sentence was a little unclear to ne. W' ve hired since |ast
Novenber close to 300, but we always have -- and we still
have in the process, if you will, vacancy announcenents that
each district has submtted to us that we are hiring for
So we are continuing to recruit for vacancies across the
country, and that's a fairly large nunber. |1'mnot sure if
that 265 affects that or not.

M5. BOLTON: The 265 also reflects those where the
deci sion has been nmade to select a certain person. You send
a letter to them You wait back to see if they -- if they
have accepted, or the interview process has taken place,
what ever stage, it could be in various stages. The
reporting date has not yet been set, but it means that there

is a candidate in mnd, and that person is on his way

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

114
sonmewhere in the process.

MR. HI CKS: This is Joanne Bolton, who works for
us in HR human resources, and she is also one of the
per mmnent nmenbers of the W rkforce of the Future Steering
Comm ttee, so she works pretty closely with the recruitnent
fol ks obvi ously because of her position, and so she is able
to clarify what that 265 means better than ne.

M5. RICHARDSON:. Wth those identified bodies, are
those identified bodies slated for sone of these high
critical areas that we are tal king about?

MR, H CKS: Yeah. W have, especially in those
critical areas, we have a staffing specialist or tw working
with the district manager and their resource managenent
specialist in those areas on at |east a weekly basis and
sonetimes, Ms. Richardson, on a daily basis, trying to dea
with those critical areas. And sonmetines -- sonetinmes we
are able -- in sonme cases we have answered the need in those
areas, but because they are critical areas where it's tough
to hire areas, we're constantly needing to stay on top of
it.

So in sone areas, |ike in Kansas, we feel good one
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week and then the foll ow ng week we don't feel as good

because the turnover is such that we need to stay on top of
it on a regular basis. W feel the best about the fact that
we have a process in place that hel ps us do that, and we
have the resources dedicated to it to help us get there. So
we are as positioned as we can possibly be in ternms of being
able to get at it, but sonetinmes each week brings a
different scenario for, but we are able to identify, and
that's part of this process that the district nanagers have
before them we are able to identify where the critical
areas are on any given day and what the needs are.

M5. RI CHARDSON: Ckay, thank you.

MR BILLY: Alice?

M5. JOHNSON: First a conment and then a coupl e of
guesti ons.

| think the agency needs to be comrended
particularly for the training commttee that | know Peggy
has been working with. Qur tech and reg commttee was in
Omha and they were a part of one of the focus groups. The
guestions were great. It was a really good interaction, and

you're to be comrended for reaching out to the various
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groups to work through sone of these issues.

MR H CKS: Thanks.

M5. JOHNSON: | want to ask sonme questions about
CSGs/CSIs. Currently, now you said that there were 100 that
applied and 50 that were eligible.

Do we currently have consunmer safety officers
within the FSI'S workforce?

MR HI CKS: Yeah.

M5. JOHNSON:. And how nany?

M5. BOLTON: Right now we have 17 who were forner
food technologist. They are in each district office. But
ot her than those 17 who were reclassified from food
technol ogi sts, we don't have any.

M5. JOHNSON:. COkay, and there are none in plant
ri ght now?

MS. BOLTON:  No.

MR. HI CKS: Uh- huh.

M5. JOHNSON:. \What about consuner safety
i nspectors, do we have any inspectors that have been
recl assified?

M5. BOLTON: Twenty-seven hundred food inspectors
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have been reclassified to consuner safety inspectors.

M5. JOHNSON:. Ckay, and that's the on-line
i nspect or?

M5. BOLTON: The off-line inspector and the ones
in processing plants.

M5. JOHNSON:. COkay. |I'mgoing to switch here just
for a mnute. On the -- I'mlooking at inspector shortages
because we are really concerned, especially as we get into
the sunmmer nonths, and a | ot of focus has been on the HACCP
i nspection nodels project and the freeing up sone of the
i nspectors there here.

The agency also committed to do a work neasurenent
within the HHMP plants. Have you started the work
measurenent for the oversight verification inspectors that
are currently in the HHWMP plant? WII that be a part of the
rule or the proposed rule when it cones out in the next few
nmont hs?

M5. BOLTON: Their work has already started. The
visits have been nade to sonme of the plants already, and so
work is being done at this point to develop a systemfor

determ ning the proper nunber of inspectors needed.
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M5. JOHNSON:. And one nore question and then ||

be quiet here, for alittle while at |east.

Once you get an inspector in the systemand a VMO
into the systemto get ready to go, | know you have an
estimate for how long it takes by the tine they accept til
you get the paperwork till you get the training, to the
poi nt where they can be on the |ine.

s it weeks? Is it nonths? How do you estimate
how long it takes to get themon the Iine and ready to go?
W have themin the systembut when will they be able to man
the line?

M5. BOLTON: The forner process really was pretty
el ongated and t ook about 90 days. |'msure that those steps
have been cut. Again, Ron tal ked about tenporary hires
until the paperwork is processed and cl earances are done and
those types of thing until they can be scheduled to take the
test.

So I"'mnot quite sure what the newtinme frane is.

M5. RICHARDSON: But it was 90 days just for the
paperwor k aspect of it and that didn't include the training

and orientation?
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M5. BOLTON: The 90 days included the process from

announci ng the position until the applications were rated,
all the way through till the person being on board.

M5. RI CHARDSON: Hired, but not trained.
BOLTON: Ri ght.

Rl CHARDSON:  Thank you.

2 5 B

H CKS: We get themnore in the matter of
weeks now. Sonetinmes, depending on when the person is able
to report or when a certain district is ready to receive
them where there is not a shortage issue kind of determ nes
what the amount of time is. But it is weeks now as opposed
t o nont hs.

At some point we can give you all some -- because
we are going to analyze and assess our progress in a very
detailed way -- we can give you sone estimtes as to what
the average tinmes have been to bring people on board. W
woul d be happy to share that with you because we want to
know our sel ves just how nuch we have inproved or how nuch we
haven't i nproved.

But we think what we will see is that we obviously

have inproved in terns of howlong it takes to bring people
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on board and we will be |ooking at those kind of figures and

nunbers to see how much nore inprovenent we can do and what
things we need to do. So we will be happy to share those
wi th you.

M5. JOHNSON: Thank you.

MR. BILLY: Magdi?

MR. ABADIR Yes. W should gain about these 50
consuner safety officers and right now what you have is --

MR, BILLY: Wuld you nove the m crophone right in
front of you? Thanks.

MR ABADIR O those 50 that are qualified are
originally inspectors that are on |ine with experience now
or | nmean, the data that you have right now on those 50 that
you tal ked about, are those people working on the |line at
this stage or been not working on the Iine?

The other issue | want to raise too is backup, for
exanple, for small plants and very snmall plants. Wen you
see an inspector, someone backing up instead of having four
or five plants to | ook, you have an inspector in one day
that he's looking at 12 or 16 plants. That neans he's

spending a few mnutes there, and wi thout know ng those
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pl ants, never been in this area, becones very difficult for

a real good job or a quality of it when sonmeone doesn't know
anyt hi ng about the facility.

MR HCKS: Ckay. As far as the 50 that |
mentioned to you, those jobs were pulled back. W announced
those jobs early on. W did not proceed with filling those
j obs because Congress has sone issues with the consuner
safety officer concept. So we felt we needed to deal with
that, and we're still in the process of dealing with that.
So those people who qualify for those jobs never did really
nove forward.

The CSGs that we have on board are the ones that
Joanne nentioned, that we have one in each of the districts.

M5. BOLTON: But those that apply for the jobs
were not people in line jobs. They were processing
i nspectors and sonme VMOs did apply for those jobs as well.

MR BILLY: Ckay. Rosemary?

M5. MACKLOW | would like to make a bri ef
statenent and ask a questi on.

It's not well understood by the community the real

i nportance under the existing |law that you nust have in a
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sl aughter plant an inspector on site before operations can

begi n, because antenortem i nspection continues to be a
critical issue. And thus the staffing requirenents that
you are handling and the concerns that the industry has are
critical to naking sure that the industry can operate.

In my lifetime in this industry, | have known
gquite a few occasi ons where because of sone error the
veterinarian didn't arrive in time for antenortem
i nspection. An animal got killed. It got condemmed because
antenortemis part of the process, absolutely critical. And
therefore we are very interested in ensuring that there are
sufficient people to conduct the business of the agency.

It's particularly tricky because nost sl aughter
plants are in rural areas and if he has a problem at hone
or, you know, there is a nyriad of reasons why people don't
get to work sone day and acci dents happen. But when an
acci dent happens on antenortem i nspection, they don't
operate. O if they do, the aninmls are condemed.

Li ke others around the table, Ron, | think things
have got a |lot better. 1'd like to ask a question on the

attrition rate, which is the other end of the equation of
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why do you | ose inspectors? Wiy do they |eave? Wat do

they go to do if they |leave the agency? Is it nostly
retirement, honorable retirement, or do they |eave for
better jobs? What kind of exit interview informtion do you
have for |osing inspectors at the other end of the equation?

M5. BOLTON: W have an exit interview systemin
pl ace but at this point the form has not been approved by
OVB, so it cannot be issued to anyone after they |eave. So
we sonetinmes don't find out about a person |eaving until
afterwards by the time it gets fromthe plant to the person,
to headquarters, that the person has left.

But of those that we have gotten frominspectors,
there is a nyriad of reasons, but the majority of themare
retiring. The average age for our inspector workforce is
about 48. W have inspectors who |ove their jobs and nost
of themdo tend to stay in those jobs. But the reasons they
| eave are better working conditions. They do feel isolated
at sone points.

One, | know, left to go into the mnistry. There
are just various reasons. But the majority of the ones that

| eave it has been because of retirenent.
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M5. MUCKLOW How many nunbers have you got

| eavi ng versus nunbers com ng in?

M5. BOLTON: Because of the agi ng workforce
federal government-w de, all the baby booners are the ones
that are now | eaving, and that's been the problemw th the
staffing shortages is as soon as we feel we have gotten up
to the nunber that we need we have ot her people who are
| eaving, and | think in the last year the retirenment rate in
Decenber was a little higher than it was in previous years.

MR, HI CKS: Normally Decenber and January are our
t oughest nonths, and at points, different points during the
sumer. But this year our attrition continued into February
and March and a little in April. | do think that we | ost
peopl e just because we have a mature wor kforce and fol ks
just decide that it's tinme to | eave.

But just fromtalking to folks, and we do nake a
| ot of visits to the field, and they comuni cate with us,
people just -- like Joanne says -- have a | ot of reasons.
The work is | ess desirable. Sonme people who are here don't
change, it's very difficult for a lot of folks, and they are

not quite certain either howthey fit into it or whether
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they want to fit into the change that's going on

So it's just a lot of reasons that people are
| eaving, a lot of different businesses and places right now
is trying to find better jobs, trying to find nore noney,
trying to find better situations. That's a part of it, and
that's the part of it that we have to deal with. Tom and
have had nore than conversati on about being an enpl oyer of
choi ce.

Saying that is one thing and naking it happen is a
chall enge. But as we tackle that challenge, |I think it wll
al so affect our retention and our recruitnment because people
will say, "I wouldn't m nd working for that place.”

So it's a nunmber of reasons but that's an issue as
well as retirenent.

MR, BILLY: Cheryl and then Nancy.

MS. HALL: Thank you.

| think it's an excellent idea to try to free the
veterinarians fromthe admnistrative paperwork and the
scheduling and all that. But | have a question about how
we're going to proceed with the line inspectors.

If you free the veterinarians fromthe |ine, who
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is going to oversee the calls on pathol ogy and who is going

to do correlation, that sort of thing because the only
person that the agency has in a plant to do that woul d be
t he veterinarians?

MR. HI CKS: Yeah.

MR. BOYLE: There was no will of the commttee to
exonerate fromthe technical oversight. Were we see a rea
opportunity is in the young heal thy animal slaughter and
simlar to a HHMP node in that you have either an oversi ght
responsibility, whether it's plant personnel or inspection
personnel that are perform ng the renoval of pathol ogy.
You're going to have a responsibility to nake sure that's
going wel |.

If you have a truly effective HACCP system and you
aren't doi ng young heal thy ani mal slaughter, then this is a
fairly easy thing to do.

If you have a truly effective HACCP system and
there are problemaninals that are being introduced, we w |
know t hat ahead of tinme. It won't be a surprise. Industry
will informthe entire inspection teamthat this is going to

occur, and we're going to schedule or line speed, and we're
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going to schedul e our activities appropriately.

So when that occurs you can -- you can, again,
refocus the veterinarians back into those things. However,
| don't think it's necessary nor did the conmttee to take
time and attendance of inspectors, and that's been a big
part of what we do. | don't think it's necessary for us to,
when the union is unhappy about something, to be the main
medi at or of whatever that issue mght be at this particular
time.

It's not particularly inportant for us to be
overseeing that line at all tinmes when that line is going
very well, and there nay be days and even nonths in certain
operations where that can occur.

Havi ng responsibility throughout the entire plant
is far nore reasonable. In other words, you know what's
going on on |ine because you visit that on a regul ar basis.

You nore or |ess have a quality systemyourself, a quality
system for vets, if you wll.

Vell, we know where we're going to be, and we are
going to set it up on an irregular basis to oversee the

entire plant. W're going to be interacting with whatever
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m crobi ol ogi cal controls are in place. And | think I'm

getting on a soap box so | will step back off. | can see
nysel f goi ng.
M5. HALL: | have one other question.

W have a | ot of safeguards in place for the
pat hol ogy to be called correctly, but we don't have anyt hing
and you are renoving the one thing that does say whet her
i nspector by inspector they are making the calls correctly.

In other words, they are not overculling such as the 50

percent of birds in the barrel. And while this study wasn't
done on the baseline to say how nany birds additionally are
called for air sac. or other conditions that should not be
called for that, that does happen, | can say that and |'m
sure everybody that goes in the plant has seen that.

What do you have in place for that, to address
t hat problen? Wen you have an enployee -- | nean, we have
i nspectors that rotate fromred neat plants to poultry
plants, and there is a whole different way of | ooking at the
carcasses. So what do we have in place to address that
pr obl enf

MR. BOYLE: | don't think you have anything really
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in place right now other than the veterinarian in the plant,

as you said before. And | see no reason for that role to go
awnay.

MR BILLY: Yeah, maybe | can help a little bit.
| don't think there is any intent to extract our
veterinarians from playi ng those kinds of roles, but there
are certain functions that nmany of them play now that we
bel i eve could be carried out by inspectors and free up sone
of the time of veterinarians to do other things.

W will be starting a public process to | ook at
that and there will be plenty of opportunity for this
commttee and everyone else to provide input. But it wll
be done in a way to strike an appropriate balance. And to
the extent that inspectors aren't filling in on the line, if
that's needed, then we have a responsibility to have anot her
source of inspection capacity to do that, to play that role.

So that's a part of what we need to sort out as we | ook at
i npl enenting the recomendations in the report.

M5. GLAVIN. One of the things that many of our

vets conplain about is that in this time of short staffing

they are spending three-quarters to all of their time giving
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breaks to inspectors. So in effect, we have a highly

trained veterinarian working as a food inspector, and, you
know, so that's the kind of thing that this task force is
trying to conme to grips wth.

MR BILLY: Nancy?

M5. DONLEY: 1'd like to make a comment and al so
ask a question.

On this consumer safety inspector role where
want to voice a concern that it says here that roles are
going to be filled by converting processing and on-line food
i nspectors in HACCP plants. And |I think that the anount of
i nspection done in processing plants nowis at far too low a
| evel currently, and | amvery concerned that to even | ower
that further we could be putting additional -- creating
addi ti onal problens.

What Magdi had said earlier about the fact that,
you know, in sone of these processing plants you will have
an inspector who is covering, you know, 10 or 12 different
plants. They are in the plant for five to 10 mnutes. |It's
just not enough tine to really, you know, be doing a

t horough job. So I'mvery concerned with that particul ar
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pl an.

And second, | have a question is on the first page
under the main points. Ron, it says -- naybe you can
clarify this, tell me what it neans. "W have no plans to

reduce current enploynent |levels, but we do seek to limt
wor kf orce growth in a rational manner."
| don't think | understand what that neans.
MR. HI CKS: \What that nmeans is that we are not
| ooking -- | nean, we are looking to hold onto the resources
that we have, that we need the resources that we have. But
we need to nake sure that we are naking the best use of
t hose resources that we possibly can.
V5. DONLEY: The resources in terns of personnel?
MR HCKS: Mnhmm Right.
V5. DONLEY: So these new positions are going to
be additional personnel or you are converting individual s?
MR HCKS: |If we can get additional personnel, we
will get them But we plan to use our existing personnel.
It won't be additional one, but we want to make sure that we
don't have fewer personnel either, and we hope to convert

our current personnel resources into sonme of these
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posi tions.

M5. BOLTON: | guess, to add to that, we wanted to
keep the sane nunber of staff years that we have now. And
as attrition occurs we want to fill those positions either
t hrough the conversion of the current workforce to those
positions, or by hiring in others, but we want the staff
years to remain the sanme instead of being decreased.

MR BILLY: Maybe |I can help clarify that point
and the earlier on you raised.

A way of reading that is toread it as a
notification that the agency is nmaking to all interested
parties that we believe we need to maintain the size
wor kf orce we know have; that we have other roles that people
can play beyond those that they have traditionally played in
addressing food safety issues.

So for those that m ght be thinking about
targeting the size of our workforce and trying to inpact it,
we are just saying for everyone to hear, hopefully, that we
need the people, the resources we have, but we're -- our
wor kf orce of the future strategy is about redefining roles,

and in that process creating opportunities for our people
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to, through nore training and education, get higher paying

j obs, safer jobs, nore effective jobs in terns of food
safety.

M5. DONLEY: And that's the rub because -- |I'm
sorry.

MR BILLY: Let ne finish.

And then the concern you raised about the
conversion, don't read conversion as those people | eaving.
They woul d stay in place, but if they qualify or if they are
taking additional class work to neet the qualification
requi renents for consunmer safety officer, we can redefine
that job fromwhat it nowis to a consuner safety officer
and the person will receive nore pay. There will be nore
rewards and they will be in a position, we believe, of doing
a nore effective job in a HACCP environnent.

So it's not taking people away; it's upgrading the
skills consistent with our approach to inspection, and then
rewar di ng people that are -- you know, through further
col |l ege classes and on-the-job training and so forth,
qualify to nmeet the requirenents of a consuner safety

of ficer.
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V5. DONLEY: And | really applaud what the agency

is trying to do in getting -- in upgrading and getting
addi tional skills and | evels of education. | think it's
very inportant.

But as those skill levels go up, pay |evels go up,
and if your budget renmains the sanme the nunbers have to --

t he nunbers of individuals have to go down.

| nmean, | just -- and | think you don't need, as
far as nonetary resources, you can't expect to remain the
same. You have got to go up.

MR BILLY: Yeah, and that's consistent with the
budget strategy we have been pursuing, and would intend to
continue to pursue.

MR. BILLY: Carol?

M5. FOREMAN. | had to step out for just a mnute.

Did you have a discussion of this year's -- the 2001
budget, which suggested that as a result of the
i npl enentation of the HACCP nodel s projects and changes in
processi ng i nspection, you would need fewer inspectors?

And it is ny understanding that in the Senate

Appropriations Conmmittee report it says that they expect you
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wi || have these processing changes in place by next March

and that you will sustain certain personnel reductions as a
result of those changes bei ng nmade.

Now, this goes absolutely contrary to all of this.
Does the departnent know that we need all these positions?
Does OMB know that we need all these positions? [It's sure
that the Senate Agriculture Appropriations Conmittee doesn't
know we need all these positions.

There will be a tussle with ny organization if
there are any attenpts to reduce the total workforce for the
Food Safety and Inspection Service. W need those
i nspectors. W agree that we need them doing sone different
things. But as Nancy pointed out, the | evel of processing
i nspection in sone plants is far bel ow what's needed. And
unl ess you go through notice and comment rul emaking to alter
the process -- the manner in which processing inspectionis
doing, we will oppose it vigorously, and we will nake a big
fuss about it.

It's contrary to everything el se the departnent is
trying to do.

MR BILLY: Cathy?

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

136
M5. WOTECKI: Yes, let ne first of all nake a few

observations and then address directly the issue that Carol
has rai sed.

| have been quite struck by the nature of this
di scussion and | think Rosemary's conment early on was right
on target. | have been struck because the problens that
FSISis facing with maintaining the size of its workforce,
upgrading the skills of that workforce, retaining those
people is also the problemthat's being faced by al nost
every ot her federal agency.

There was a very good article in the Washi ngton
Post |ast week that, Tom we m ght nake available to this
commttee because it kind of points out that this is a
problemthat's facing the federal governnent across the
board. W have already pointed out that the FSIS -- the age
structure of the workforce is such that we've got, and we
shoul d expect also over the next 10 years to have a mmjor
proportion of our workforce retiring.

At the sanme time we're struggling to attract
people into job that are in this current economny rather |ow

payi ng jobs, and we are conpeting against growh in a nunber
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of other sectors. So FSIS is having these problens. Many

ot her federal agencies are having the same probl ens.

So | think it's good to kind of put that in
context. It just isn't a problemfor FSIS, it's an across-
t he-board problem It's perhaps the nore acute because of
the reason that Rosemary brought up. The agency does have a
| egal responsibility to have the proper qualified people in-
pl ant so that they can operate. So there is this additional
requi renent on the agency that if there are no those
appropriately qualified people in-plant, the plant can't
operate, and that is creating across the country sone
problens in sone particular areas where it's been extrenely
difficult to recruit and to retain people in those
particul ar areas of the country.

So | think it mght be worthwhile if we could get
a copy of that article and provide it to you. For those of
you that don't live in this area, it's kind of illumnating
because it does point out that this isn't just a problemfor
t his agency, although we do have sone particular concerns as
wel | .

Wth respect to, Carol, your coment, constructing

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

138
t he 2001 budget was very challenging to put it mldly. The

agency has been over the past several years designing the
i nspection nodels project, putting it into place, keeping
this coomittee and the interested community at | arge

i nvol ved through a series of public neetings about that
project. The inplications of the project have al so been
spoken about in a number of public neetings.

So that project and its inplications were taken
into account in constructing the 2001 budget.

In addition to that, the changes in --

M5. FOREMAN. |'msorry. D d you say were or were
not ?

M5. WOTECKI: Were taken into account. Begi nning,
you know, two years ahead of tinme to construct a budget you
have to make sonme assunptions, and the agency did make sone
assunpti ons based on the progress to date of the inspection
nodel s project, particularly in the poultry plants.

So | ooking forward the inplications of that were
anong many underlying assunptions that were used in the
construction of that budget.

W made it very clear though in the testinony that
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we gave on the House side -- this year we did not have the

opportunity to testify before the Senate Appropriations
Commttee but we did submt witten testinony, and in both
cases the witten testinony and the oral testinony that we
provi ded we did indicate that we woul d not be nove forward
until we had thoroughly evaluated the full inplenentation of
t he nodel s project.

So | think that any | anguage that the Senate has
witten in is not taking into account that, and we will
certainly be working with themfor that further
clarification.

Now, the reductions that you're tal king about were
associated with overtinme pay for processing plant inspection
and did not reflect actual people. It is a difficult
concept in the budget, but the FTEs that were accounted for
actually were reflecting overtinme pay and not a real
reduction in the nunber of people.

So we've tried in the testinony to make that
clear. We have tried as well whenever we've had an
opportunity to talk in public or with groups to nmake it

clear, but it is certainly in the area that obviously we're
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going to have to do sone additional talking and expl anati on,

and so that people can understand that.

M5. FOREMAN: Let nme -- look, I first becane
associated with the nmeat and poultry inspection in the md
1970s, two years after OVB had contracted for its first
effort to excuse reducing the nunber of inspectors, the
Booze Allen Hamilton report.

Every -- virtually every year since then the
O fice of Managenent and Budget has been | ooking for ways to
reduce inspectors. Fromtine to time, they have succeeded
for short periods of time. |Industry and consuners all get
together and say this isn't acceptable. For years you al
have been sendi ng budget proposals up to the Hill to fund
i nspection with user fees, and again we all get together and
we oppose those.

When the poultry industry began to expand very
substantially the departnent started, because of the carcass
by carcass inspection requirenent, to pull inspectors out of
processi ng and they have never been replaced, and it is very
alarmng for nme to read anything that suggests that there

are savings to be nade in processing.
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| would Iike to see the departnent and the

adm ni stration be saying that to the extent that position
savings are nade as a result of the HHMP projects, they wll
be utilized to make up for sone of the shortages that we
have in processing inspection.

And al t hough your testinony on the House side was
very reassuring with regard to the process that you'll go
through in ternms of the HACCP nodel s and personnel, | was
not very reassured by the statenents about processing
i nspection, and still haven't seen anything that says that

you're not going to go in and reduce further, as your budget

suggests you will do, the level of processing inspection.
It says in the budget that you will not be visiting plants
on a daily basis in processing -- I"'msorry, on a shift

basis, and that's not sufficiently clear.

W'd like -- obviously I think that a risk-based
processi ng i nspection systemis the way to go. That neans
in sone plants, |like plants that grind hanburger and are now
visited on a patrol basis, you m ght have inspectors there
all the tine.

There is nothing in the budget docunents that say
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a word about that. | don't think it's in your

appropriations testinmony, and | think it's fairly clear from
the Senate Ag Appropriations Cormmttee report that they
don't understand where you want to go, and | don't believe
that the people who hold the purse strings at OVB under st and
and what's worse, | don't think they are synpathetic. |
think they see 7,500 slots and they have already started
cal cul ating, oh, yes, with all these changes we can get down
to 5,000, and then other governnent agencies will be able to
have nore enpl oyees.

The bean counters really have nore capacity to
undue all the progress that's been nade in updating
i nspection than anything el se that | can think of.

MR, BILLY: Rosemary and then Lee will have the
final word.

M5. MUICKLON |'d like to see if | could allay
Nancy's fears and to sone extent Carol's fears about
processi ng i nspection, and nmaybe give the conmttee a bigger
picture on that as | tried to do slaughter inspection.

Peopl e who process, not slaughter, are required to

provi de the governnent with their schedul e of operations.
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They are not permtted to start their operations before the

schedul ed starting tine or to end them after the schedul ed
starting time without notice to the governnment. This is
vastly different fromevery other food product that is
processed in the United States.

This gives the governnent the flexibility to visit
that plant on a patrol basis at any time. The governnent
al so under the reorgani zation that FSI'S has done has two
| evel s of people that nay choose to go visit that plant.
One are the regular foot patrol inspection; the other are
the increased | evel of conpliance staff.

So if there is a concern or an issue, they have
two | evel s of people that can be deployed, in addition to a
circuit supervisor who nmay casual ly drop by.

The processing plant nay see an inspector once a
day. That inspector may spend 20 minutes there, he may
spend two hours. He has a flexible schedule to go into a
processi ng plant and | ook at very specific issues. This is
part of HACCP. The transition is beginning to take place.
Some do it better than others. Sone plants do it better

than others. But this flexibility does exist.
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| would just |like to assure that each plant is

assessed by the agency in ternms of how much inspection it
needs. That process started in 1986 with the passage of the
Processed Meat Inspection, the perfornmance-based inspection
system That flexibility, that assignnent of tasks has been
an evolution that has occurred over tine.

The processing inspectors are higher grade
i nspectors. They are people with nore qualifications that
can walk into a plant. They have nore know edge, nore
under st andi ng of what that operation is, and they can
acconplish their tasks and conduct their inspection
activities and | ook at records nore rapidly than an
i nspector who is standing on line in the slaughter plant.
It's just a whole different process, and it's why with a
smarter working force you can cover a | ot of space as
distinct to stationary inspectors who stand on a |ine
| ooki ng at sl aughter operations.

The one last point | would nmake is that one of ny
favorite books that you publish is the Annual Report of the
Secretary to Congress. And you only have to | ook at the map

in that book and see the nmap of the United States, and each
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state is marked with how nany inspected establishnments and

how many inspectors there are. That picture tells a
t housand wor ds.

It tells you where the | arge nunbers of inspectors
are standing in those stationary positions on lines. Those
peopl e are not necessarily interchangeable with processing.

They will need nore qualifications, upgrading, further
education to take the processing inspector; really running
two systens, and they sinply are not interchangeabl e.

But | would certainly |ike to assure that
processi ng i nspection is conducted every day in every plant
in the United States. There nay be sone rural plant that
will get an inspector every other day, but in nost plants
you are getting inspectors every day, spending a neani ngful
anount of tine on a random basis. They can go at six in
the norning or two in the afternoon. The conpany doesn't
have that schedul e of their assignnent.

MR BILLY: Lee?

MR JAN. | won't need to take a whole lot of tine
because Rosemary is thinking, | think, on the sanme |ine that

| am But | wanted to make a comment to make it clear that
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this conmmttee i s not unani nous in supporting maintaining or

i ncreasi ng the nunber of inspectors.

| think we need to have a nunber of inspectors
necessary to do the job, but we have a system now t hat we
have all enbraced, the HACCP system and we need to rely on
that systemthat, that systemthat says the responsibility
for food safety is the plant's responsibility, and
i nspection's responsibility is to assure that the industry
has taken that responsibility to heart and carrying it out.

And you don't, in my opinion, have to have an inspector
hol di ng the hand of an industry to carry that responsibility
out .

The inspectors need to be in a plant often enough
to verify records and verify that things are being done
properly, but we don't have enough inspectors, and | as a
t axpayer don't have enough noney to give governnment to keep
putting in an inspector to do the job of an industry when an
i nspector can do that, not necessarily every day, even
t hough right now that's the goal is every day, but under
HACCP, HACCP is applied every day. HACCP system works every

day. HACCP system worked when the inspector is not there.
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So if there is a tinme that an inspector is short,

rat her than having sonmeone in the wings waiting to cover for
him have an opportunity for HACCP to work and an inspector
may mss a plant a day or two, but the system continues and
the records are there to verify that it worked and it
continued to work.

So, but | think that's basically where Rosemary
was going and | just wanted to make that point.

MR BILLY: Okay, | want to call this discussion
to a close. A lot of good discussion and different points
of view W're alittle behind, but then what's new. It's
12;15, so | would like to resunme at 1:15, and we will pick
up on the agenda with the industry's petition.

(Whereupon, at 12:14 p.m, the neeting in the
above-entitled matter was recessed, to resune at 1:15 p.m,
this sanme day, Tuesday, May 16, 2000.)

/11
/11
/11
/11

11

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

148
11

/11
/11
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/11
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/11
/11
/11
/11
/11
/11
/11
/11
/11
AFTERNOON SESSI ON
(1:24 p.m)
MR BILLY: W're mssing several comittee

menbers. Unfortunately, the restaurant upstairs was a
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little inconsistent delivering its food, including the

Chairman. So there are about four or five folks that were
just finishing and should be down nmonentarily. 1'Il talk a
little bit about the agenda in anticipation of those fol ks
com ng.

What | thought we could do is the ARS presentation
is going to be by Roger Breeze instead of Floyd Horn. Roger
is one of the associate adm nistrators, and he was here
earlier. He had to run and get sonething, but he said he'd
be right back, and I'd like to try to keep himon the tine
slot that he's scheduled for. So what | was think of doing
is dealing with the industry petition i medi ately, and then
we wll play it by ear in terns of how far we can get into
the additional species. Maybe we could deal with both of
t hose before Roger speaks at 1:45.

So with that, let ne introduce Dan Engel j ohn who
wi |l be addressing an industry petition that proposes a
series of changes to the existing HACCP and pat hogen
reducti on regul ati ons.

Dan?

MR. ENGELJOHN: Thank you, M. Billy, and good
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af ternoon everyone.

Each of you should have a copy of the petition
itself as well as the issue paper that addresses our current
thinking in tab nunber six. |In addition, we did make sure
that each of you got a copy of the Federal Register reprint
that canme out yesterday which published inits entirety the
petition that was submitted to us by the industry. So you
shoul d have both those docunents.

The notice that published in the Federal Register
is virtually word for word as to what is in the petition.
There is just a bit nore information in the notice sinply
because it provides a little nore framework as to why we are
i ssuing the notice through the Federal Register.

| do want to say that this is a unique opportunity
for us here at the agency to present a petition to this
commttee in particular. To nmy know edge, we have never put
a petition in front of a conmttee before nor have we
publ i shed one in the Federal Register and asked for coment.

So as part of the efforts within the agency to be
transparent in what we are doing and to be infornmed about

the decisions that we're making, we've gone the extra step,
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| believe, to elicit public comment and the expert advise

froma commttee such as this to help us in formul ati ng how
we nove forward with a regul atory change.

| do want to just say a little bit about the
petition process because it's not in this particular paper,
and for those of you on the conmttee not famliar with
rulemeking it may give you a little insight as to the
process.

The departnent has regulations. Actually there is
one sentence within the regulation that says that the
federal agencies nust accept petitions fromthe outside on
how a regul ati on can either be inproved, deleted or a new
one added. And so the process that we have right nowis we
received a petition froma group of industry organizations,
eight of themas a matter of fact. W signed on to the
petition letter, and are asking for sone changes to the
exiting regul ation.

And so part of that process normally would be that
t he agency would take that petition, submt a letter back to
the petitioner saying that we received it, and then we woul d

go about | ooking at the options provided in the petition,
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| ooki ng at the pros and cons and then maki ng a deci sion as
to whether or not it fits within our statutory authority.
If it does, and we choose to address all the issues in the
petition, we can grant it inits entirety, which then puts
it into the process of going to the public notice and
comment process of regul ar rul emaki ng.

If there are things within the petition that don't
fit within the statutory authorities that we have, then we
respond back to the petitioner by denying the petition and
telling themthat we don't have the authority to do what's
bei ng asked and therefore don't pursue it further.

In this particular case, we've not yet nade a
determ nation as to the nerits of the petition, as to
whet her or not what was being asked for in fact are within
our statutory authority or whether or not there are things
within the petition that can be handl ed through an
instruction to our enployees as to how they interpret the
regul ati on.

So this is the beginning process. Again, |
repeat, this is the first tinme that I amaware of that we

have actually put a petition in the Federal Register and
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asked for public coment. That conment period closes July

14th, so there is still anple tinme for anyone in the public
or fromthis commttee to submt a comment.

W will consider the information derived fromthis
conmittee, in essence, as comment to the notice and we'l]l
take that into consideration as we nove forward.

Just to let you know what we have and what you
have in tab nunber six in terns of our current thinking, we
are providing you the entire petition. W are naking clear
that the HACCP regul ations went into effect for all neat and
poultry establishnments as of January of this past year. And
so with regards to neat and poultry, all of our
establishments are operating under HACCP.

This commttee was sel ected as the one which woul d
at | east be presented the petition in that we're asking for
i nput because we see this as an inplenmentation of an exiting
policy as opposed to a science-based reasoni ng, and
therefore we put it to this conmttee as opposed to the
Nat i onal Advisory Conmittee for Mcrobiological Criteria for
Foods.

We summarized briefly what the petition asked for,
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which in general it's asking for interpreting the HACCP

advi sory comm ttee's paper, the NACMF paper that came out in
1998, when it actually published, that we've interpreted

t hat paper too narrowWy, and so the petition is asking to
make it nore broad.

It's asking for a nunber of definition and
interpretation changes. |It's asking to change the scope in
terms of when a product is produced or shipped and it deals
wi th just inadequate plans in general in terns of them being
too strictly interpreted.

Wth regard to what the agency has done and wil |
be doing, we did respond back to the petitioners in January
with a letter saying that we have received it and we have
put it into our tracking systemthat we have internally with
regards to the petition the agency is dealing wth.

W published yesterday in the Federal Register a
notice which contains in its entirety the petition. Again,
that comment period closes on July 14th, and we will accept
comments fromanyone as to the nmerits or as to any issue
related to the petition itself.

| do want to point out that the agency has begun
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| ooki ng at the inplenentation of HACCP since now all of our

federal establishnents are operating within that system W
are now goi ng through the process of |ooking at the HACCP

pl ans that were actually put in place to see if in fact they
contained the types of information that we woul d expect to
be there. This would be a nore thorough and conpl ete review
t han what we have done in terns of putting forward the basic
requi renents for inplenmentation of HACCP. That's underway.

W have put together a survey which will ask our
own inspection enpl oyees questions about sone things
contained within the HACCP plans, primarily those things
related to what's in the hazard analysis as well as the
critical control points and critical limts.

In addition, we'll be asking questions about
conpliance with the E. coli requirenents that are in the
existing regulation, so it's to elicit sonme information to
hel p i nform us about what actually is in the HACCP pl ans
within the federal establishnents.

W have not yet begun | ooking at any directives or
notices that would be appropriate as a consequence of this

petition. Again, we wanted to start the process of getting
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feedback fromthis conmttee as well as the public before we

made determ nations as to what can be handl ed t hrough a
directive to our enpl oyees, which are instructions, versus
those things which in fact would require a regulatory
change.

| think the last tine that | was here in Novenber
| went through the regulatory process to tell you a little
bit about what happens when we nake a change to the
regul ations. The HACCP regul ati ons when they were first
i npl enented or first issued were in fact significant
regul ations that had to undergo departnental and OVB revi ew.

It's been our experience that changes to the HACCP
regul ations, the technical anmendnents as an exanple that we
have i ssued, have al so had to undergo departnental review
and OMB review, and so we woul d not expect any changes as a
consequence of this petition to be dealt with differently,
and consequently that puts additional burdens on the agency
in ternms of putting forward what changes may be necessary.

| do want to also point out that as we're | ooking
at this petition we are also keeping in mnd the fact that

we have egg responsibility for process eggs and we are
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| ooking into shell eggs as well and intend to nove forward

wi th sanitation SOP and HACCP-type regul ations for the egg
i ndustry.

So any changes that we would nake to the neat and
poul try HACCP regul ations would likely also be reflected in
the egg regulations. W don't expect there would be nuch
di fference there.

Again, in ternms of what we intend to do at this
point would be for this coonmittee to take this issue this
evening and specifically deal with the questions that we
have identified, the six questions. 1'Il briefly just walk
you t hrough those.

The first question is: The industry petition
relies mainly on the NACMF docunent and does not provide any
data, for exanple, to support its request. Wiat we are
asking this conmttee is are you aware of any information
that woul d support taking any of the actions requested in
the petition.

The second question is: Wuld anendi ng Section
417.2(a), which is our HACCP regul ations dealing with the

hazard anal ysis, in the manner suggested in the petition
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result in regulations that provide the |evel of public

health protection required by the Federal Meat |nspection
Act and the Process and Products | nspection Act?

Again, we work within the statutory authority that
we have. W can't go beyond that, and we can nake an
interpretation as to how we are going to inplenment the
statues as are witten, but we have to work within the
framewor k of those two statutes.

The third question is: Should FSIS consi der
regul atory nodifications that woul d acknow edge t he
prerequisite programs concept of a mcro commttee's paper?

And | would point out for those of you that m ght
not be famliar, when we issued the HACCP regul ations we did
in fact identify the sanitation SOPs as prerequisite -- as a
prerequisite program So we actually put that |anguage in
the final rule preanble.

The fourth question is: Do FDA regul ations, such
as the good manufacturing practice regulations found at 21
CFR, Part 110, offer an approach that FSI'S should consider?
How woul d such an approach fit within the HACCP concept and

how woul d FSI S i npl enent such an approach?
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The fifth question is: Wat will be the effects

of making FSI'S and FDA HACCP regul atory requirenents
dissimlar?

And on that point | would point out that in the
preanble to the final rule we did identify that we tried as
best we could to follow the intent and the |anguage
contained within the FDA regul ation for seafood, on the fish
and fishery products. W also took into account the
requi renents that other countries have, such as Canada,
Australia and New Zeal and with regard to HACCP.

And that relates to the sixth question which is:
Shoul d t he changes suggested in the industry petition be
considered in light of the views expressed on HACCP by Codex
and ot her countries?

So those are the six questions that we identified
that we would like specific input fromthe conmttee. |
intend to be avail able to answer any questions that you
m ght have related to the statutes that we work within as
wel | as any issues you may have as to what in fact may be
handl ed through a directive in the nmanner that the

regul ations already provide for, and it nmay just be that we
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need to issue instructions to our own enpl oyees, and then

possi bly identify issues which would in fact require
regul at ory change.

So with that I will end it there and entertain any
guestions that you may have.

MR. BILLY: Any questions? Rosemary?

M5. MUCKLOW Dan, |I'mnot sure if | heard you
exactly right. Dd you nmake an either/or decision on which
commttee to submt this to and you decided on this one, and
you are not submtting it to the mcro, or are you
submitting it to them al so?

MR, ENGELJOHN: | would say that when we received
the petition, having read it, we inmediately deci ded that
this is an issue related to the inplenentation of HACCP
since we have a regulatory franework already in place, and
it doesn't go to the detail in ternms of the science base
beyond t he HACCP regul ations. And so our decision was that
this is an inplenmentation issue and it should cone to this
conmittee.

To my know edge, we don't intend to go to the

ot her advisory commttee.
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MR, BILLY: But obviously they would be free to

comment on it individually or collectively.

M5. MUCKLOW | think I would like to strongly
suggest that they also be fornmally asked to give sone advice
on this subject because HACCP was their baby, and we're now
growing the baby up a little bit and applying it in slightly
different ways, and | think their advice would be very
useful on this.

MR BILLY: | don't want to preenpt any di scussion
now but | woul d suggest, Rosenmary, that that be sonething
that the subconmmttee consider in ternms of reconmendations.

M5. MUCKLOW Ckay, | don't think I'mon that
subcommi tt ee.

MR BILLY: Well, okay. Alice?

M5. JOHNSON:  Well, | think I amon that
subconm ttee, but | would like to support Rosemary in that
the mcro conmttee, their devel opnent process, the first
guestion asked for data are exanples, and it |ooks Iike we
could review what the mcro conmttee did and get sone of
their input, and see if they had the data and exanpl es that

you're |l ooking for to help support.

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

162
BILLY: Ckay.

JOHNSON:  But we'll talk about it tonight.

2 5 3

BILLY: Okay. Lee?

MR. JAN. | just have one question on -- well,
you' ve mentioned begi nning surveying sel ected establishnments
to assess the content of the HACCP pl ans.

Are you using that tool that was presented at the
| ast neeting that we had?

MR BILLY: Yes.

MR. LEE: Okay. And then the selected
establishments are random sel ected, are they presel ected on
sonme criteria?

MR, ENGELJOHN: | would clarify that this
particul ar issue related to beginning surveying, there are a
nunber of issues the agency is doing. One is the in depth
verification, which you' ve heard about the last tine. This
actually is a separate initiative in which we have started
t he process of naking sone eval uations, sonme very smal
based surveys of randomy sel ected establishments regarding
specific issue.

As an exanple, for those of you who attended the
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listeria neeting yesterday, we presented the outconme of a

survey that we did on 30 establishnents with regard to how
they handle the listeria reassessnent.

This would be a simlar type survey where we -- we
do not have OVB approval to go to the public or to the
establishments thensel ves to ask the questions that we are
| ooking for. W therefore have to ask this of our own
enpl oyees. W don't need OVB approval to do that. And so
this will be an initial effort to help us identify maybe
sonme of the things we need to specifically tackle first in
terms of making an assessnment of what is actually being done
in the HACCP plans. So it is in fact a different tool than
what you were presented | ast Novenber

MR, BILLY: kay. Caroline and then Katie?

M5. DEWAAL: Thank you.

When you say in your questions what is -- what
will be the effect of making FSI'S and FDA HACCP regul atory
requi renents dissimlar, can you elaborate on that a little
bit? How would this petition do that?

If you could just give us a little bit of

background on that, | would appreciate it.
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MR, ENGELJOHN: What | can say about that

particular issue is, again, we have not nade deci si ons about
the nerit of the petition. So in terns of what effect this
petition would have, that is different than what is in the
FDA regul ation for seafood. |I'mnot able to say that at
this tine.

That issue is getting to the very specific concept
that we woul d expect we would have to go back to OVB with
any of the rulemaking related to this particul ar anmendnent
and changes to the HACCP regul ation. OWB oversees all the
federal agencies in terns of their rulenmaking activity and
is very interested in ensuring that there is consistency and
uniformty across the federal governnent in terns of
regul atory activities.

Wth regard to food safety, we all have an
interest in trying to have a systemthat is uniform and
consistent. And so changes -- when we put together our
regulation, we in fact took into account what was in the FDA
regul ation, which did in fact go into effect before our
poultry regul ations went into effect.

And so if we have a change in ternms of concept or
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how we woul d approach HACCP, we al so have to go the extra

burden of identifying why it's necessary to be different in
terms of a regulatory format than what FDA has in their
seaf ood regul ati on.

M5. DEWAAL: There are other notable differences
wi th FDA because you have got mcrobial testing is a key
conponent of your regulatory structure and you have the
whol e pat hogen reduction concept which they don't -- their
HACCP rule is nore |ike w ndow dressing.

But I'"minterested particularly is the definition
of hazard anal ysis that would mark that difference.

MR, ENGELJOHN: | would say that that is one issue
that in fact could nake maybe a substantive difference
between the two regul ations. Again, we have not yet nade --
we did not provide you with our assessnment of what this
petition does. Again, we are not in the position to do that
at this point.

M5. DEWAAL: But again, that definitional issue
really goes to -- | nean, hazard analysis is such a core
concept to HACCP that it strikes nme that this petition is

going to a really key issue in the HACCP regul ati ons, and
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["mjust -- | amstruck that if that concept were to change

it would have other ram fications as well.

Thank you.

MR BILLY: Katie?

M5. HANFGAN. | will be chairing this subcomittee
tonight and I amrequesting perm ssion to hand out five
di fferent documents at this tinme to our entire committee
here. One |I've been very vocal about, not receiving
i nformati on ahead of a di scussion.

And kind of followi ng up on what Caroline is
tal ki ng about, we have put together a conparison of FSIS
mcro comm ttee, Codex and FDA, the definition of hazard,
and 1'd |like everybody on this coomittee to have a copy of
it.

Also there are a series of definitions that are
| aid out in the pathogen reduction HACCP rul e, everywhere
fromcontrol nmeasure to CCP and we will be using these
docunents too, so I'mrequesting that they be passed to the
entire conmittee at this tine.

Have an article here that we're going to reference

tonight. It is the role of prerequisite prograns;
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informative article; would |i ke everyone on the commttee to

have a copy of that.

MS. DONLEY: Excuse ne, Katie.

Who is "we" that you refer to that has done al
this stuff?

M5. HANI GAN: There is a series of industry groups
that got together with the original petition, so they were
good enough to assenble this information in preparation for
the neeting tonight, when | saw what part | was going to be
chai ri ng.

V5. DONLEY: Ckay, so it's the signers sign on to
the petition?

M5. HANI GAN:  And an exanple being as Farm and is
a nenber of the AM, so clearly we are strong supporters of
this petition, and | had asked when | saw the agenda for
tonight's neeting that | have additional information that |
could refer to, so that the commttee could cone back with a
nore solid recommendati on

Teachi ng exanpl e of HACCP and al so a nodel that we
will be referring to tonight, and I know | have been very

vocal about not having information in the hands of committee
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menbers to | ook at ahead of time, so | just would |ike

everybody have a copy of it.

M5. DEWAAL: Could | ask that we adjourn now so
that we can review all of Katie's material before the
subconm ttee neeting this evening?

MA. HANIFGAN:. And | did just get the information
this nmorning, but | do respect your comment on that. Yes.

MR BILLY: W need to -- our requirenents of the
Advi sory Comrittee Act require us to nake avail abl e al
information to the public, so we need to be able to share
this information.

It sounds |ike what we should do is to treat this
as information that's provided by the petitioners through
you, Katie.

V5. HANI GAN:  Ckay.

MR BILLY: And it should be | ooked on in that
regard. It's not sonething obviously that the agency has
had a chance to see or evaluate or validate or anything of
the sort. So it needs to be clear to all of the commttee
menbers and to the public that this is the trail that's

bei ng provided fromthe petitioners through a nmenber of the
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advi sory comm ttee for consideration as you have your

di scussi ons this evening.

M5. WLCOX: This has not been revi ewed by genera
counsel at USDA or FDA or anybody el se that woul d know
whether this is conprehensive in terns of side by side. So
everybody should be very clear about that.

M5. HANIFGAN. And clearly, | didn't nmean to create
a problemthere, but whatever disclainmers you folks need to
put onit, it is fine. 1 think it should be available to
the public, the information.

M5. JOHNSON: And | think a lot of the information
will help with sone of the discussion on question one, and |
think the group that put this together was | ooking at is
t here supporting docunent and what we shoul d be considering
for part of the discussion.

MR. BILLY: Are there other -- yeah, Dale?

MR MORSE: Well, it's nice to have nore
information. But | guess the question are we at a
di sadvant age of only getting one side of the story of
information, and | don't know if there is other information

that we should have to review So it makes -- | nean, we
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make a deci sion when we are review ng just one side of --

MR BILLY: Well, one thing that the commttee
coul d consider, the subconmttee and then the ful
conmittee, is to consider the information that's avail abl e
but based on the fact that there is a public conmment period
and we will be collecting all kinds of information, we could
organi ze all those public coments and make that avail abl e
to the commttee for further deliberation at the next
neeting. So we can share with the full commttee and the
public all the additional information we get in a manner
that will enable you to |look at all aspects and sides of the
i ssues that are represented by the petition.

M5. HANIFGAN. Can | just comrent on Dale --

MR BILLY: Sure.

M5. HANI GAN:. The ot her reason for ny request on
additional information was when | | ooked at the agenda and
saw what | would be chairing tonight, and clearly six
guestions were laid out for discussion for tonight, and even
when | | ooked at question nunber one there was no way we
were going to have any answer unl ess we brought sone

additional resources to the commttee neeting.
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| nmean, it was very evident when the agenda cane

over to each one of us that we had six questions here we
were going to be expected to go through.

You may be right, Dale. There probably could be
other information, but I was doing the best to get answers
or additional information so we could attack each one of
t hese si x questions.

MR BILLY: Gary?

MR. WEBER: Just a comment in this regard. CQur
organi zation did not sign onto this, but what concerns ne as
a conmttee nenber here as | hear a |lot of statenents and
concerns about this information, I'ma little bit -- 1I'm not
on the commttee but I'ma little bit offended that people
find this threatening, and this shouldn't be. Everyone who
is on this commttee has the technical capability, the
intellectual capacity to |look at this and nake sone
deci sions tonight or at |east raise sone other questions.

This is in the Federal Register. Every person
sitting behind us and every person who gets that can put in
comments. | don't think anybody needs to be threatened that

anybody is going to force anything through anyone's not
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whol e here today.

So | want to be on record saying |I'mconcerned
about the concern about this, that anybody is going to be
intimdated by this process, and I want to appl aud your
efforts for providing information and peopl e can nake that
deci sion whether this is appropriate independent of what OGC
or anybody el se thinks about it. This conmttee ought to
feel confortable having that information, and | am gl ad t hat
you've provided it, and | want to be on record saying |
t hi nk peopl e should be of fended by the fact or the idea that
we are not able to interpret that and judge it accordingly.

MR BILLY: Caroline?

M5. DEWAAL: Thank you, and | was going to nmake
this remark before Gary just said that, but I'mdefinitely
going to make it now.

One thing that strikes nme in this list of six
guestions is there is an assunption of know edge about the
regul atory structure of a sister agency, the Food and Drug
Adm nistration. And it cones out in two different
guesti ons.

FAD seafood regulation is simlar to USDA's, but |
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don't know how many people have read it or really studied

it. | bhave, but I don't know how many nenbers of this
commttee, | don't know, Gary, if you' re an expert in FDA
seaf ood regul ati on.

In addition, the FDA regul ati ons on good
manuf acturi ng practices is sonething which is unique to that
agency. And if people are not regulated by FDA or if people
don't have that background know edge, then in fact these
guestions are assum ng know edge which may not be within the
ability of this conmttee.

| would be happy to look at the materials that
Kat hl een has put together, Katie has put together, and I am
excited she did that. But | agree with Dale and | agree
wi th your statenents that naybe we just need to slow it down
and consider this issue as a nmulti-neeting i ssue so that we
can really analyze the nmaterial that you have given us and
make sure we have all relevant information. | know I would
feel nmore confortable because | didn't bring all ny FDA
regulations with nme for tonight's discussion.

Thanks.

MR. BILLY: Yeah, | could add to that, and for
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exanple, | could envision that one of the recomendati ons

you m ght want to consider is that you ask the agency to do
a side by side by side conparison that |ooks at FDA s
regul ations, FSIS s, CODEX reconmendations, and any others
that are relevant in the context of this petition and what
it's trying to achieve, and nmake that information avail abl e.
| think that would be constructive and woul d, you know,
i nform peopl e where they could provide coment if not in the
initial coment period if in fact we nove forward
subsequently, and certainly help this commttee with its
wor K.
Are there other coments? Questions?
(No response.)
MR, BILLY: Okay. And again, you're going to be
present this eveni ng?
MR, ENGELJOHN:  Yes.
MR BILLY: Ckay, good.
Okay, what 1'd like to do, Roger has just arrived.
Roger, are you ready?
MR BREEZE: Yes.

MR BILLY: Ckay. Oay. W're going to nmake a
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slight adjustnent in the agenda here. Dr. Roger Breeze is

here on behalf of Floyd Horn and is prepared to provide us
an oversight of ARS food safety research, enphasizing in
particular the work that's being done on E. coli 0157: H7.

So Roger, the floor is yours.

MR. BREEZE: Well, that was actually very nice
timng because for the first time inny life |l cane here
with the slides on a power points presentation on conpact
disk. As | was comng here on the subway | thought what a
wonderful thing. You don't have to carry those overheads
and everything with you anynore.

And of course, | neglected to call ahead and nake
sure there was a power point projector, but thanks to the
wonders of American capitalismthere is a Kinko's within
wal ki ng di st ance.

(Laughter.)

MR. BREEZE: So your delay cane in very handy
because, you know, it was very nice timnmng.

Vell, it's a pleasure to be here today and talk to
you on behal f of Dr. Horn about food safety research in ARS.

As many of you will realize, | hope you -- can you see
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this? Do we need to dimsone of the |ights?

As many of you will realize already, the food

safety, the research investnents in ARS has been rising

quite rapidly over the |ast few years. 1In 1986, we were
just over 20 mllion, and now we are -- the total investnent
this comng year is over 80, alnost 90 mllion dollars a

year, and especially in the |ast few years. Wth the
present adm nistration, there has been a dramatic increase.

For those of you who are not very famliar with
ARS research prograns, you can find themon the web. They
are all described in sone detail there. W have gathered
our research over the past year into a series of national
research progranms, of which food safety is one.

We actual ly have 23 of these programs. But you
know t he way in governnent how we nanme things, it's actually
program 108.

As an ex-director of PlumlIsland, I know I'm going
to be intensively questioned about what are all these
m ssi ng prograns here.

So the program conponents, just to sum up where

they are on mcrobial pathogens, nycotoxins, chem cal
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resi dues and poi sonous plants. Again, the details, it's on

the web. It's MPS. ARS. USDA. GOV. If you get that far, you
will be able to find these prograns w thout any problem

Now, we al so have, in addition to this research
wi thin ARS, we have anti-m crobial research program under
NOUNS, which is an interagency endeavor involving ARS, FSIS,
the Center for Veterinary Medicine, and the FDA and the
Centers for Disease Control

Qur food safety pre-harvest program concentrates
on issues of sanpling, isolation, identification,
guantification of mcroorgani sns, the ecol ogy and assessnent
of risk factors of pathogens, sights and nechani sns of
col oni zation, virulent attributes of pathogens and their
role in the host/pathogen relationship, intervention
strategies to reduce col oni zati on of pathogens in ani nal
hosts and sheddi ng fromthose hosts, efforts to decrease
pat hogens in the slaughter houses, and of course the spill-
over effects of manure handling and utilization of
m crobi al s.

Let me talk a little about the pathogen reduction

part of the program The focus here, of course, is on the
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usual suspects of sal nonella, canpyl obacter, listeria

profingents, and the epidem ol ogy and bi ol ogy of these
or gani sns.

We are | ooking, of course, at the ecol ogy of
pat hogens on foods and within the processing environnments
| i ke new materials and bio-filnms. W are devel opi ng net hods
for regulatory and research use, and intervention strategies
to aid in the application and devel opnent of HACCP prograns.

W want to be able to neasure the effects of
intervention strategies in terns of m croorgani snms on whol e
food, and we need to provide data, of course, to provide
scientific risk assessnments and predicted nodel s of
m crobi al | oad.

In the case of E. coli 0157:H7 in particular, we
currently have 30 recent projects, totaling al nbost $9
mllion a year. Seventeen of these are related to neats,
nine to manure and manure handling, four fresh fruits and
veget abl es, and the President's budget proposal woul d add
significantly to this in the com ng year, and from what |
have seen of the Harrison Senate markups so far the Congress

may actually increase the investnent over the request of the
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President, and of course we al so have five cooperative

projects with the nenbers of the National Food Safety
Al liance.

Let's tal k about sone of the recent results with
research on E. coli 0157:H7. At the Meat Animal Research
Center in Nebraska, we have recently found significantly
hi gher | evels of 0157:H7 in cattle com ng to slaughter than
have been previously reported.

There is a large reduction noticed in carcass
preval ence of this mcroorgani smfrom previserations of
post-process. And this is just the procedures, how
effective in the processing plant.

W have not been able to find any detectible
effects frompen cleaning in lowering E. coli virulence but
both test and control groups in this study showed | owered
pat hogen nunbers with time on the study.

The studies on -- our studies on the effect of
giving feed just prior to slaughter are not conclusive. W
need to do sone nore studies in this area to understand al
the variables of this effect.

We have a feci nethod which will differentiate E.
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coli 0157:H7 and ot her shiga-toxin-producing E. coli. W

have sone experinmental E. coli nodels which are very usefu
in determining virulence attributes of this m croorgani sm
and describing the effects of shiga-toxin-produced di sease
in cows. And we have al so devel oped hand-hel d fecal

det ect or.

Now, the conclusion of our research is we have
greatly increased our know edge of the biology of the
pat hogen and its environnmental and host interactions. But,
and it's a big but, which applies to ARS and to everybody
el se researching in this area, neither ARS nor any of the
researchers have found out how to prevent 0157: H7 infections
in shedding in any ani nmal.

Now, our research is noving into sone new areas of
enphasis in the near future. W are going to concentrate on
the characterizing bacterial/host relationships and
prevention strategies. |1'mgoing to talk about these in a
little nore in the next few slides. Devel opnent of
intervention strategies. W wll talk about fecal detector
to scanning of entire sides of beef. W're talking about

nore rapid and nore sensitive assays and the utilization of
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chloride in inhibiting E. coli and sal nonella burdens in

cattle.

M5. MUCKLOW M. Billy, could we -- could | just
ask, is it going to be possible for us to have a copy of Dr.
Breeze's slides because then we don't have to wite madly?

MR. BREEZE: | wll nake sure you have a copy. |
woul d be happy to give you this disk.

(Laughter.)

MR. BREEZE: | wll be happy to --

MR, BILLY: The answer is yes.

M5. MUCKLOW  How about the shinko slides?

MR. BREEZE: You can even have the bill if you --

(Laughter.)

MR. BREEZE: So yes, it's a great mstake to be
scribbling away. W can nove on wth technol ogy.

Let's tal k about bacterial/host relationships.
We're | ooking at the basic biology of infection with
m croorganismin animals. The specific host/pathogen
interactions which are going to define the sites and the
mechani sms of bacterial adherence, col onization and

pat hogenicity.
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W are | ooking, particularly with the E. col

nmut ant, these factors of adherence and col oni zation in order
to identify the genes, bacterial genes that are required for
their growmh and col onization. And we're focusing on
identifying the source of initial infection in animals,

i ncluding the infection of cows by the dans.

In terns of intervention strategies, we're | ooking
at short-terminterventions, which we nentioned just a few
nonents ago about feeding hay or grain just prior to
sl aughter, and ot her managenent of other controls which may
hel p to reduce its burden.

W are trying to determine is intimn vaccination
will prevent or reduce E. coli infection, colonization and
shedding. Intimnis a protein on the surface of E. coli,
which is an attachnment, and we have sone evi dence that
vacci nation of cows against this particular protein wll
prevent these bacteria attaching.

We are trying to characterize the effects of a
specific bacteriocin on E. coli in affected aninmals, and
we're continuing to pursue the conpetitive excl usion

cultures of probiotics for short-termuse, especially just
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prior to transportation for slaughter.

It takes longer to print these than it does to
tell you what's on them

At the National Animal D sease Center, we have
been working on a fecal detector which we're hoping to
extend so they can scan the entire sides of beef. This is
in cooperation with lowa State University and a private
conpany. These devices are based on patented technol ogy
fromARS and lowa State. And we think they could be used by
sl aughter facilities in the HACCP prograns to reduce fecal
contam nation and to neet FSIS tol erance requirenents.

This is a device which works by detecting a
breakdown of product of particle presence in very, very
smal | amounts of feces, and it's very sensitive, and we're
trying to scale this up froma hand-held device to a |arger
machi ne whi ch can scan the whol e carcass.

Faster, nore sensitive assays, | suppose, is a
grill that we are always going to pursue. |If you do things
very fast the next thing, you know, people want to do them
even faster. So we are probably never going to stop the

search for quicker, sinpler, nore sensitive assays.

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

184
At NADC, again, we have a PCR-based assay which we

are trying to target E. coli and other shiga-toxin-producing
organi snms. And of course we are trying to nodify the
frequently used TACMAN assay by nonitoring of expression of
selected E. coli genes in people.

One interesting area is the use of chlorate as a
met hod to kill bacterial pathogens in animals. This depends
on the properties of certain bacteria, |ike salnonella and
0157: H7, which have a netabolic process which enabl es them
to reduce chlorate to chloride, and the bacteria are killed
in the process of production of this chloride. This would
hit salnonella or E. coli, but would have minimal to no
effects on other gut bacteria which don't cause di sease or
human il |l ness because they don't have this biochem cal
property.

Now, we know that the | ow concentrations of
chl oride which will be produced are not toxic to cattle.

But of course, you know, |ike anything else, using this in
the field would require FDA approval

Let's tal k about some of our post-harvest goals

with E. coli. W want to inprove slaughter and dressing
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practices and controls to mnimze contam nation, inprove

our food processing nmethods, devel op predictive nodels for
grow h on neats, and nore rapid detection mnethods.

At the Meat Ani mal Research Center post-harvest
research projects are going to focus on virulents and
genotypi c characteristics of different E. coli isolates from
vari ous sources. The technology is noving very quickly now
inthis area and it's possible to quickly and sinply
under stand genetic changes going on in the bacterial, and
genetic expression of specific genes in the aninmal's host as
a result of infectional colonization.

We're going to use these techniques to | ook at the
mechani snms of binding an attachnent of E. coli to carcasses
and the nol ecul ar nechani sns of bacterial tolerance to acid
washi ng. And the gene expression arrays and detectors which
are comng into use now are going to allow us to | ook nuch
nore closely at virulence and the effect of anti-mcrobials.

At the Eastern Regi onal Research Center in
Phi | adel phi a we have mat henatical nodels to determ ne the
effects of many food fornul ation variables on thermal and

irradiation inactivation with a goal of inproving nmultiple
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barriers to reduce or elinmnate contamnm nati on

We are providing thermal and irradiation data for
regul atory agencies, and we are concentrating on nore
sensitive and nore rapid detection nethods.

In particular, | should nention a nmultiplex PRC
assay, which neans it does nany different assays at the sane
time, which sinplifies detection of 0157:H7. It identifies
the HO group and the type of toxin genes possessed by the
bacteri a.

The sensitivity of this assay is |less than or
equal to one colony-formng unit per gram of food or bovine
feces, and results can be obtained in |ess than 24 hours.

Simlar detection |evels are obtained with gram
sanpl es whi ch underwent enrichnment culturing i mediately
after inoculation, and sanples that are frozen and
refrigerated prior to enrichment.

This multiplex PCR facilitates detection of
0157: H7 and can reduce the time required for confirmation of
isolates by up to three or four days.

At the Beltsville Agricultural Research Center we

are | ooking at tenperature indicating devices for consumner
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use and nethods to predict the potential pathogen

contam nati on of cooked gram neats.

Agai n, at the Eastern Regional Research Center in
Phi | adel phia, they are studying anti-mcrobial activities of
various plant essential oils against E. coli 0157:H7. O
the oils which have been tested so far, red thynme and
seborrhea essential oils were the nost effective in
i nhibiting growth of 0157:H7. Application of these oils to
food may result in an inactivation of the organism and this
is currently under investigation.

W have nine projects underway with the National
Al'liance for Food Safety. Five of these fund E. col
0157: H7 research. The topics of these are |isted here:
mechani sm of col oni zation, presence and distribution of the
organismin feed lots, feedborne dissen nation,
epi dem ol ogi cal associ ation, and the preval ence of the
organismin danma cattle.

In FY-2001, the initiatives which we are proposing
deal with nethods that deal with antibody resistance,
studi es of gut ecol ogy, conpetitive exclusion cultures, and

i mmune responses. W are | ooking at transportation, dana
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cattle issues, and pre-slaughter feed, aerosols in the

processi ng environnent, new technol ogi es that are necessary
for processing for various ethnic or religious groups, and
bi osensor technol ogy for pathogens in application of various
products.

For 2002, we will be proposing to continue the
enphasi s on anti body resistance, to | ook at pathogens in
mlk prior to pasteurization, chem cal and antibiotic
residues in aninmal manure, and funonisns and aflatoxin in
corn.

Qur post-harvest research initiatives in 2002 w ||
focus on pathogen transm ssion in bioaerosols, protozoa
effects on organi smvirul ence, energence of pathogens,
potentiation of virulence, responses to stresses in the
host, risk assessnment data, surrogates for use in carcass
decont am nati on studi es, decontam nation strategies for
smal| processors. W wll continue with the hand-held
pat hogen det ecti on devi ces because there is a | ot of new
technol ogy that could be very practical in this area. And
we are pursuing inmaging technol ogies to determ ne surface

cont am nati on
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So that's a lightening pass through of all the

things that we have got going on. | will try to answer sone
questions if | can, and if | can't, JimLindsay, who is
hi ding at the back, should be able to.

So thank you.

MR, BILLY: Roger, maybe you can cone over to the
m crophones here at the table.

MR. BREEZE: Ckay.

MR, BILLY: And your colleague could join you.

MR. BREEZE: Yeah, Jim do you want to come down?

This is JimLindsay. He's in the back.

Conme on. No excuses.

MR, BILLY: Roger, why don't you --

MR. BREEZE: You want ne up here?

MR, BILLY: Yes, right over here, yeah. Join us
here at the table.

MR. BREEZE: Ckay.

MR, BILLY: Ckay, questions? Nancy?

M5. DONLEY: | was just wondering if you could
tell us of your -- your kind of breakdown percentages of

your pre-harvest versus post-harvest budget of how nuch you
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al | ocate pre-harvest versus post-harvest.

MR, BREEZE: |1'mglad JimLindsay is here to
answer that.

MR. LINDSAY: It's about 60/40 pre-harvest - post-
har vest .

M5. DONLEY: And is that what you are going to be
done going forward as well --

MR. LINDSAY: Yes, it's approximtely the sane.

M5. DONLEY: -- in 01577

MR. LINDSAY: Yes, it's consistently around about

60 percent.
V5. DONLEY: Sixty percent pre-harvest?
MR. LI NDSAY: Correct.
MR BILLY: Caroline?
M5. DEWAAL: What difference has the budget

initiative, the President's food safety initiative nade to
your work on food safety research?

And goi ng back a few years, | renenber actually
when Casar Mt ecky was over nanagi ng sone of the -- or
managi ng ARS, and we went through this whole strategic

pl anni ng process that | participated in for at |east one
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day, but what | recall about it was that | believe -- it

seens that the enphasis of the food safety research at that
poi nt was nore on plant pests and nycotoxi ns and ot her
hazards but they really weren't on the m crobi ol ogi c hazards
whi ch you tal ked about today.

So that was a nunber of years ago now, but |'d
li ke to know what -- what's changed.

And ny second question is: Wat's your full food
saf ety budget today and what is the total budget on research
general | y?

MR. BREEZE: |If noney al one can sol ve research
probl ens, we woul d have a | ot of solutions. And | don't
bel i eve just noney al one would do that. But obvi ously noney
is very, very inmportant if you are trying to have a
conprehensi ve sustai ned program of effort over a period of
time.

So the noney was trenendously inportant, but |
don't think it would have nade the difference it has w thout
abl e | eadership, not just in USDA, across the agencies, but
actually in the industry and in other groups that have been

involved in trying to set an agenda, whether it's sone
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cl earer goals about what we want to do, to build sonme teans

and actually to nove this progress along. And it's not just
in research. |If research doesn't know what regul atory
agenci es want and on what ot her consuners of the research
need, it can be a blind alley.

But | think the dialogue that's taken place, not
just in this particular research programin ARS, but in
creating all of these national research prograns. D al ogue
Wi th customers and stakehol ders and the public and ot her
groups has been very, very inportant.

But | think there has been a teameffort and |
think the President led this with these initiatives and it
was pushed through by the secretary and ot her people, the
public, consumer groups, and the industry and our action in
t he regul atory agenci es.

And Jim what about that -- the budget figures?

MR. LINDSAY: The dollars. The research budget is
834 mllion total for ARS, and the food safety is 83
mllion. 1It's actually 9.9 percent exactly of the total
budget .

M5. DEWAAL: And that food safety noney breaks
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down into all those categories you gave us earlier?

MR. BREEZE: Correct. | can give you a ful
breakdown. [|If | had known, | would have brought it for you.
It's easy enough to do.
M5. DEWAAL: Could you just give us --

MR. BREEZE: Sur e.

M5. DEWAAL: -- breakdown on m crobi ol ogi cal
hazards versus the other thing that was on that -- on that
list?

MR BREEZE: | think mcro hazard is about 50 --
between 58 and 59 million of the 83 mllion is on mcrobial
hazards.

M5. DEWAAL: Fifty-eight to?

MR, BREEZE: | think it's 58 to 59, but | can get
you the exact data. That's not a problem

M5. DEWAAL: That strikes me, and Cathy, tell ne
if I"'mwong, but that does represent a big increase over
what we were tal king about a couple of years ago?

M5. WOTECKI : Yeah, four years ago when we did
those estinmates | think the total food safety at that point

was about 56 million. W nay have done a slightly different
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analysis for the preparation of this chart. But in the

strategic planning it was a total of just under 60 mllion
was in food safety.

M5. DEWAAL: So, and that would conpare to the 83
mllion figure?

M5. WOTECKI: That they had as the nobst recent,
yes.
LI NDSAY:  Yes.
BILLY: Are you finished, Caroline?

DEWAAL: Yes. Thank you.

2 5 3 3

BILLY: Rosemary?

M5. MUCKLOW Dr. Breeze, you are every bit as
good as you nane. You really breezed through that thing
about as fast as anybody |I've seen go. I'mglad we are
going to have it to take hone because there was a | ot of
wonder ful stuff there, and thank you very nmuch.

VWiile I was still scribbling, | heard you say that
you want to be able to neasure the effect of interventions.

Talk to us a little bit about how you have sonme i deas about
nmeasuring the effectiveness of interventions.

It is always the dilemma in the business that |'m
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in, which is beef slaughtering and processing, or a trade

associ ation representing those who do, because we never want
to take that ugly organisminto our plants. In fact, we
won't. | don't think M. Billy would let us. And testing
these things in the laboratory is always very different from
finding it in the real world.

Do you have sonme new i deas about how we can
effectively test the effectiveness of the interventions that
we are using?

MR. BREEZE: |1'mgoing to steal and ask Jim
Lindsay first to respond to that.

MR. LI NDSAY: Jane, did you want Jane?

MR. BREEZE: |1'msorry. Jane Robbins is here.

MR. LINDSAY: | think the inportant --

MR, BILLY: Silent ranger at ny el bow.

MR. LINDSAY: | think the inportant thing here is
to consider it as a two part. It also has to be considered

as both pre-harvest and post-harvest.
M5. MUCKLOW Well, I'mtalking post.
MR. LI NDSAY: You're tal king post-harvest.

M5. MJUCKLOW  Yes.
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MR. LI NDSAY: And what type of intervention

strategies are you referring to? Are you talking about
during the processing itself using acid washes, using steam
washes?

M5. MUCKLOW Well, I'"mopen to all sorts of new

i deas. At the nonent, you know, we are using previsuration

washi ng.

MR. LI NDSAY: Mm hmm

M5. MUCKLOW Hot water pasteurization.

MR. LI NDSAY: Right.

M5. MJUCKLOW St eam pasteuri zati on.

MR. LI NDSAY: Right.

M5. MUCKLOW Lactic acid or other --

MR, LINDSAY: Right. Organoleptic things, right.

M5. MJUCKLOW Organol eptic things and so on. And
we're | ooking at, of course, the new one which is still in

trial stage that was presented at the February 29th neeti ng,
whi ch was | actoferin, which certainly |ooks very
i nteresting.

But again, we don't have any way in the real plant

to be able to test. W can do it in the | ab.
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MR LI NDSAY: Right.

M5. MUCKLOW We can't do it in the real world.
And | just thought naybe you guys are so damm good maybe
you' ve got a good idea about how we've got some better ways
to test the effectiveness. | want to punp your brain a
little bit.

MR LINDSAY: It's a bit nunb fromthe flue but
"1l try and do it.

| nmean, other than doing, you know, swab testing
of carcasses the difficulty is, you know, how do you
specifically identify or how do you identify a specific
pat hogen if you're tal king about a beef carcass. You can't.

There is no mechanismto do that.

What we have been able to do is to genetically
nodi fy known pat hogens or pathogens that are know ngly found
on carcasses and put fluorescent markers on -- you know,

i ncorporate theminto the genone, and then, you know, we can
attach them W can spray themon a carcass that goes

t hrough a processing, and then nonitor the reduction in the
| evel s of these genetically marked strains.

There was sone interesting work that was done by
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Greg Surugossa(ph) when he worked at Clay Center using a

fluorescent marked strain of E. coli to show that by doing
various types of interventions that you could significantly
reduce the nunber of pathogens in certain areas.

Now, the problemis that each of these pathogens
bind at different |evels, depending on the fat, depending on
the facia or the types of proteins found on the surfaces of
car casses.

So what intervention strategy may be useful in one
area of the carcass may not be as efficient in another. So
by understandi ng the physiol ogy of attachnent and detachnent
of these organisns then we can devel op intervention
strategi es.

It's not quite as easy as just spraying a carcass
wi th hot water and saying yes that works. It's not |ike
t hat .

M5. MUCKLOW Well, that, of course, is the
princi pl e behind what the industry has noved to in the | ast
ten years, which is the nultiple hurdl e approach.

MR. LI NDSAY: Correct.

M5. MUCKLOW So if they don't get it with this,

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

199
they get it with that.

MR. LI NDSAY: Correct.

M5. MUCKLOW So you know, that is -- and I'm gl ad
that you acknow edge right up front that these interventions
have been remarkably successful.

My keen interest is that you want to focus, or
that's what Dr. Breeze told us early on, on neasuring those
interventions. And | think it would be unusually hel pful if
i ndeed you can help us cone up with sone nethodol ogy, and
maybe the gene nmarker is one way of doing that. | don't
remenber that research but I'mnot the scientist. Maybe we
need to go back and | ook at Dr. Surugossa's work and see if
it has sone further applications in sone of the new kinds of
hurdl es that both you and private industry is |ooking at.

MR. LI NDSAY: One of the assunptions in doing this
is where are the organisns actually com ng from and the
assunption is it's probably com ng fromfeces that have
contam nated the surface of the carcass.

So if you believe that pathogens are associ ated
with feces, we have two new projects whereby we can nonitor

the presence of feces both on beef and on poultry carcasses,
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and we have sone new initiatives regarding that, and it's

relatively -- this can all be done on line. This is done --
conput eri zed whereby we can actually | ocate areas of feca
contam nation. And by seeing this using these on-1line
detectors, these can be spot washed to elimnate the
presence of the feces and probably elimnate the presence of
t he pat hogens at the sane tine.

M5. MJUCKLOW  Anot her piece of the hurdl e approach
that the industry is noving to, but again it's a huge
transition step, is the separation of the various roons in
which different parts of the process occurred. The high
don, the high doff, the guts out, you know, the three
segnented floors. And it's really nice to see in the plants
that are being designed today, and even sone ol der ones that
are being redesigned, that this separation is beginning to
occur, and that reduces those m croorganisns that learn to
fly in the process fromagetting attached.

MR LI NDSAY: That's correct.

M5. MUCKLOW It's another piece of the hurdle.

MR. LINDSAY: Correct, and that's why one of the

initiatives in the future is to | ook at bioaerosols in the
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presence of pathogens, and bi oaerosols within the processing

plant. There is sonme work that canme out of Canada show ng
that when the hide is taken off a carcass, this is cause for
transm ssi on of pathogens through the air between those --
MS. MUCKLOW  Yes.
MR. LINDSAY: -- as you say, those three areas.
So we want to | ook at that and show, or | ook and see whet her
or not we can reduce the presence of dust and therefore the

presence of pathogens within the rest of the plant. That's

true.

MR. BREEZE: Just to answer, | think, your
guestion in general. |If you were |ooking to devel op an
intervention strategy, first of all, you do it on a very

small scale in the laboratory. You know, is it effective,
isit safe, is it likely to be practical, is it, you know,
econonm c, feasible, those kinds of things.

Then the scal e-up after that, we have sone pil ot
plants in Athens, Georgia. For exanple, we have a little
poultry processing plant within the research facility which
has all of the machinery on a much smaller scale.

M5. MUCKLOW  Mm hmm
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MR. BREEZE: So you can sinulate well there, you

know, the effects of, you know, plucking and scal di ng and
t hose kinds of things, and work at that type of scale
actually with viral pathogens if you choose to do that.

M5. MUCKLON  Mm hrmm

MR BREEZE: But of course when it conmes out to
taking this technology into the real world, into a
comercial plant, you are not in the position of doing
deliberate infections. Either you will be looking with a
surrogate or you are actually neasuring rea
interventions --

M5. MJUCKLOW  Yes.

MR. BREEZE: -- as they occur, and that's part of
the difficulty of extrapolating these things, but it's a
condition that we work with and we have those kinds of
facilities at Athens and Mohaken and ot her places.

MR LINDSAY: | should nention that there is sone
very innovative work that has been done by Dr. Yak Chin at
our Beltsville facility, and I think in the past six weeks
we had a neeting with FSIS regarding actual -- the scal e-up

of his pilot, his pilot conputerized on-line detector,
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whet her or not this could actually get to the next |evel.

And he's produced a video where the detector was actually
used in one of the Tarsan's plant, and | could make that

avai lable to the committee. This is not a problem And the
neeting was with Bill Janes, and he was very inpressed by
the accuracy of this nmachine. | think this wll
significantly reduce the presence of potential contam nation
on these carcasses.

M5. MUCKLOW Each new intervention that we have
we, you know, have wel coned it and heralded it and thought
it was absolutely it, but still this stuff gets through the
systemvery, very rarely but rarely enough to give us cause
for concern

And so your new methods, and particularly the
nmet hods of neasuring interventions, will be fascinating and
you can go home with ny card and send nme any of that stuff
you have. 1'd love to see it.

Thank you very much

MR. LI NDSAY: Sure.

MR. BILLY: Katie?

M5. HANI GAN:  Yes, ny question focuses on the
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fecal detector that you referenced in your presentation.

"' mgathering fromwhat you' re saying it's conmputerized. |
j ust wondered how nuch detail you can give us onit, as to
when it will be available, if you have any idea of what the
cost is. | nean, what details can you tell us now about it?

M5. ROBBINS: W have a creta with a conpany in
Florida that is scaling up the process. Qur scientists at
the National Aninmal D sease Center did the basic work on it,
showed what it would detect. But they really didn't get too
much further than saying it would work in a little circle
like this, and we have to scale it up so that it will |ook
at a whole side of beef at a tinme, or that would be one
avenue.

The ot her woul d be the hand-held wand that could
go up and down on the side of a carcass.

But the | aboratory out there does not have the
engi neers and things that could really scale it up and nake
it practical, and we are working with a creta partner. | do
not have a schedul e.

M5. HANI GAN:  And no idea of the cost of that?

Because obviously it sounds |ike absolutely a great -- a
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great thing to have available. | just wondered --

MR. LINDSAY: The one for the poultry, we're for a
creta partner at the present time. That will probably cone
in at about a quarter of a mllion, and this is portable,
can be used anywhere in the plant.

Currently, it detects pathophysi ol ogi cal
abnornmalities. This has been the primary focus of Yak
Chin's work. The group at the Russell Center, the new unit,
they will hopefully have the fecal detector, | think, by the
end of next year. This work is being done in cooperation
with the Institute for Technol ogy Devel opnent at the Stanis
Space Center. So we are |ooking to conbine the two
detectors. Have one at the beginning of the processing |ine
and one towards the end, probably after the final wash. And
again, it will probably come in at about a quarter of a
mllion dollars.

MR. BREEZE: Now, can you just describe what the
unit is? | don't everyone to go away thinking about a hand-
hel d wand.

MR LINDSAY: No, no, it's not a hand-held wand.

It's a self-contained portablized unit that is refrigerated.
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And again it would be easier if |I just send you a copy of

the video which has all the details of it, including all the
schematics and currently we are in the process of trying to
find a creta partner, and | would think within the next
nonth or so. W have had sone interests froma Dutch
conpany as to -- they would like to be involved in this.
They are a processi ng conpany.

MR. BREEZE: You raised a very inportant issue
t hough, so let ne just tal k about technol ogy transfer
because in ARS we are not in the business of doing research,
passing it off into the ether and hopi ng sonehow it settles
down, you know, in ternms of a product that people can use.

Scientists obviously are in the business of doing
research in their own |aboratories. But within ARS we have
a technology transfer arm which is specifically directed to
take the research results, and get themout there into the
field where people can use them And the nmechani smwhich is
used for this is a cooperative research and devel opnent
agreenent of which ARS is the | eading edges in the federal
government in ternms of the nunber of these agreenents we

have with private enterprise. But it requires a certain
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anount of nurturing to get these products out there.

And in the case of the devices we were just
tal ki ng about now, a conpany that's attracted by a piece of
research like this will be trying to build a business plan,
and they want to know, well, before we can tell you how nuch
it will cost, how many of themw Il we sell, how many plants
will use them

Vell, if there are no technol ogi es out there that
are conparable, it's very difficult, you know, to cone up
with these nunbers, and that's where it's sonetinmes a
pai nful process to bring these devices al ong.

A lot of the devices that are out there now are
coming fromthe mlitary. Well, the mlitary is a different
kind of customer with a different kind of wallet than the
peopl e around this table.

So this is something that we are very aware of and
we do our best to work with these conpanies to nake these
t echnol ogi es avai |l abl e.

M5. HANI GAN:  Thank you.

M5. ROBBINS: Another intervention that wasn't

mentioned yet is the steam pasteurizer, and that's been
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devel oped at the Eastern Regional Research Center. | think

M. Billy has seen that one.

MR BILLY: Yes.

M5. ROBBINS: That's for birds. |It's nothing --
yes, you have seen it.

MR BILLY: It's amazing.

MR. LINDSAY: And the steam pasteurizer, the unit
has been nodified so it's portabilized, and there are a
series of different cavities to not only do poultry. It can
be used for fish. W also have an initiative that it can be
used for steam pasteurizing hot dogs, and all of those
projects are currently being initiated by Mke Kazynple at
the Eastern Center, and | can try and get you all the
information, or I will get you all the information regarding
the latest in that.

M5. HANI GAN:  And what is your best guess of cost
on that portable unit there?

MR. LINDSAY: Now, that's a different set of

circunstances. | would think that's | ooking at, at |east a
half a mllion dollars.
MR. BREEZE: | don't want people to go away with
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the idea of 250,000 to half a mllion, that this is the unit

that we are thinking. This isn't part of what | set out to
tal k about today, but those of you around the table, |l
pass this around in each direction. This is actually a new
technol ogy which | haven't referred to today. It's a nethod
of detecting pathogens by a PCR priner directly enbedded in
an electronic circuit.

And this is a device which is very, very cheap to
produce, and we are a |long way from havi ng sonet hi ng
practical with this in ternms of food safety. W are | ooking
at it with different pathogens right now But this is
sonething that will be less than a dollar. It will be a
bacteriological, a definitive identification for less than a
dollar. So we are |ooking at disposable, cheap things. W
are very, very well aware of the pressures that you face,
but sonetinmes you do need to spend a quarter of a mllion
for certain things, but that's not all that we' re | ooking
at .

M5. MUCKLOW This is sone sort of chip that fits
i nt o sonet hi ng?

MR. BREEZE: It fits into alittle contai ner and
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that's where you put the sanple, and then it reads out in

that directly w thout any --

M5. MUCKLOW W thout plating or --

MR. BREEZE: Correct.

M5. MUCKLOW -- growi nhg up or any of those kinds
of things.

MR. BREEZE: Correct.

MR BILLY: Okay, |'ve got three nore and then we
will wap this up. Cheryl, then Nancy, and then Collette.

M5. HALL: Thank you.

W appreciate the work that you do there. It's
really hel pful for the industry. But | have a question
about rel easing information when a project is finished,
sonething that is not going to require a patent or passing
technol ogy to another firm

What is the policy on releasing information on
projects? Are you waiting for specific publications for
those to appear in or formal presentations because sone of
t hose things would be useful if we had that in our hands
earlier?

MR. BREEZE: Yeah, and usually we are encouraging
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the scientists to wite those results up and get them

publ i shed as qui ckly as possi bl e.

MR. LINDSAY: There is an annual food safety
report done, and it's available on our web site, and has
been available for the last three years. W also have hard
copies of it.

M5. HALL: The reason | asked this question is we
are aware in the industry of a lot of different projects
that you do at tines, and we need that information, those
answers as quickly as possible. Yet your scientists are
reluctant to release themuntil their publications appear
even though the project is finished.

Is that a policy of the --

MR. BREEZE: Well, it's really part of the
scientific nethod. You know, scientists have results and
they do experinments, but part of the scientific nmethod is
you send those results forward to a journal. The journals
will reviewthem You have to persuade other scientists
that there is some neasure of credibility there and the
experinment was well designed. Then those are published for

everybody to see and critique and to try and replicate the
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results, and that whole cycle is trenmendously inportant in

finding out whether scientific ideas are valid or not no
matter how strong the results are put forward. Cold fusion
woul d be a very, very good exanple of that.

So we are not trying to, you know, keep things
conceal ed. W urge our scientists to publish, to get them
out there where everyone could see and the data is
conpetitively critiqued.

But if there is sone specific issues, we would
have to follow up on those. But there is a policy of
pushing the things out through this scientific process.

M5. HALL: Thank you.

MR BILLY: Nancy?

V5. DONLEY: Yeah. Well, 1'Il tell you by dinner
time tonight, it's going to be totally gone.

| think here we want to figure out how workable it
is to nmake these wands and these imaging things is it sounds
like it's exciting for industry that they have the tool, but
| think also it sounds |ike a wonderful inspection tool. So
what we really need to do is get governnent behind this, and

get the governnent contract or sonmething |like that, and then
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put it in as an inspection tool. And | think that's

wonderful. Even post-harvest technologies, it's a very
necessary thing.

In an ideal world, I would Iike to see these
pat hogens prevented from even getting past the slaughter
house door.

What do you think in the case in your research in
0157 specifically holds the nost prom se at the pre-harvest
| evel to eradicate or at |east prevent these pathogens from
getting in the slaughter, ideally irradi ate because, you
know, we are focusing here on nmeat and poultry, which is our
agenda, but you did nmention manure previously in one of your
slides, and 0157 contam nated manure has al so caused
foodborne illness in other food products as well?

So what do you see the pre-harvest that holds the
nost prom se?

MR. BREEZE: 1'mgoing to let these two guys
answer as well as nme because | personally agree with you
that elimnation of the problem altogether would be the
goal. And if we're talking about elimnating it, you're

tal ki ng about preventing these bacteria col onizing the host
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inthe first place, and that is probably an achi evabl e goal

scientifically.

| can't tell you when, but you have to start
wal ki ng along that road to get towards that goal if you have
got any hope of ever reaching that.

| think some of the technol ogies we are talking
about, about conpetitive exclusion, very productive
t echnol ogi es whi ch have shown their val ue el sewhere and |
think we can | ook forward to di sease or col oni zation-
resistant animals in the future.

But let me ask Jimand Jane to conment.

M5. ROBBINS: | think it's going to be very hard
to elimnate the organi sm because there are so many in
nature for 0157. The best we can do is to decrease the
exposure of our animals to it. W are not going to be able
to elimnate it.

But be that it's there, |I think the first thing
that where we m ght see sone breakthroughs in feeding prior
to slaughter. As Roger stated in his slide, we have a | ot
of different results now. There is nothing we can say

that's going to do it now, but | think that is an avenue
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that if it's probed further we hopefully will find sone

conbi nati ons of feeds that will decrease the shedding. |It's
not going to elimnate it, but I think they could decrease
it.

MR. BREEZE: There are only a couple of organi snms
that we have really succeeded in defeating in the world.
Smal | pox is one. Polio is soon going to be another. And
that was really the result of research and then intervention
strategies that focused on specific attributes of those
organisns. So it can be done, and the way to get there is
to focus very specifically on these niches and where these
things are comng from and to close themoff one by one.
It's not an unobtai nabl e dream

M5. DONLEY: Are you doing any research on --
know a couple of years ago it was tal ked about -- on
vacci nes, ani mal vaccines? Anything being done on that?

M5. ROBBINS: Yes, we do have the project at the
Nat i onal Ani mal Di sease Center which is focusing on the
effect of intimn now

You may have heard from NIH how successful they

have been in the initial stages of a vaccine for humans.
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But et me remnd you that our task is a whole |lot nore

difficult than theirs because we have to prevent sheddi ng.
We are not just keeping an aninmal frombeing clinically
sick, which is probably a goal with humans at |east, but we
have to prevent shedding, and we're working on it hard but
it's not going to be easy to produce an effective vaccine,
and effective on our terns.

MR. BILLY: Collette?

M5. KASTER | have a quick question and a coment
after that. M question is does the organi smcolonize in
| ynph nodes or has it been primarily found in the gut?

In other words, do you find it in |ynph nodes? Do

you isolate it fromlynph nodes or only fromingesta or

fecal ?

MR. BREEZE: No, it's sepis colonize.

M5. KASTER That's fortunate, good.

Unl i ke sal nonella which would -- would you battle
it that way?

M5. ROBBINS: Right.
M5. KASTER  Ckay, and then my comments foll owed

by what Nancy said, she hit the nail on the head as far as
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the technology transfer. |[If you have ever tried to stand on

a line and actually | ook for fecal or ingesta contam nation,
whet her you are an FSIS inspector or an industry inspector

| ooking for this. This is a chore. | amtelling you what
to -- and it doesn't matter so nuch lines, we're just

tal king about a | ot of surface area. So this would be a
remar kabl e t ool

| nmean, I'mlike Katie, how fast can you get it to
us, and I'mnot really even that interested in what it costs
because the ram fications of that kind of technol ogy are so
i nportant to us.

MR. BILLY: Dale, final word.

MR. MORSE: Final word. | think the presentation
and the discussion on this technology is really exciting and
fascinating and holds a lot of prom se. Just a cautionary
note. There are difficulties in inplenenting this
technol ogy, potential for false positive, false negatives.

So | amglad to see that the breadth of your
research agenda i ncludes a whole spectrum of things. One,
because they al so focus on the prevention areas of reducing

the |l evel s of mcroorgani sns because this technology is sort
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of a fall back, and I'mnot sure that the technology wll be

able to reduce that cheap, that quickly and inplenented, you
know, industry wide scale, so | think it's good to go
forward with the technol ogy, but realize that it may not
solve all the problens.

And so I'mglad to see you have a total breadth
fromfarmto table in terns of either research and trying to
reduce the |l evels of pathogens in case this nethodol ogy
turns out to be too expensive or not easily inplenented.

And so just to conplinent you on maintaining the other
prograns and not focusing on one area, but it is exciting.

MR. BILLY: Thanks.

kay, Roger and Jane and Jim thank you very much.

It was an excellent presentation and I'm going to nake a
suggestion now to the commttee in your presence, which is
that I think that we should consider arranging sone sort of
ongoing interaction with ARS and this commttee that perhaps
in the future we could delve into one or two projects in a
little nore detail or different strategies to informthis
group and obviously potentially be very supportive of what

you are trying to do in your research
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So thank you very nuch

MR. BREEZE: Thank you.

MR, BILLY: And thank Floyd as well.

V5. DEWAAL: We want a field trip. W want a
field trip.

(Laughter.)

MR, BILLY: The next presentation is going to be
on additional species. It's a subject that the conmmttee
has al ready addressed. There is sone new information and we
want to share. |I'mgoing to try to keep this very short.

It is on the agenda for this evening and the information is
under tab 8.

Robert? Robert Post.

MR. POST: Thank you, M. Billy.

Now | have the task of shortening ny half hour to
one-third. | will talk every third word or sonething.

MR. BILLY: Good.

MR. POST: Well, | was planning to update you on
the activities in this project area. As we had pl anned,
woul d -- at the conclusion of the |last advisory conmttee

nmeeting in Novenber, and at the last neeting | presented a
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draft of an Cctober 1999 concept paper which reconmended

that additional species, such as ratites, planobison,
buffal o and squab, should be added to those currently under
mandat ory i nspection in order to be consistent with the USDA
vision that -- of a public health risk-based seanl ess
federal and state inspection system

In the Cctober 1999 draft paper is Attachment 1 in
tab 7 where all the materials we are tal king about are in
your not ebooks.

If you recall at the last neeting the committee
| i sted several reconmendations. W now find those in the
current issue paper. The recomrendations included
requesting nore detail in the paper to address the avail able
public health data and m crobiological testing, to further
consi der econom ¢ concerns, and to address the issues of
non- amenabl e products in interstate and international
comer ce.

The conm ttee al so asked the agency to address and
resolve the specific issue of the use of nitrites in non-
anenabl e and exotic species. And as a final point the

commttee endorsed the application of the criteria outlined
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in the concept paper for determ ning which species of

animals and their products that are intended for human
consunption should be subject to mandatory inspection.

So what you have -- what you have presented to you
now is a work in progress with various parts being expanded
and refined. The intent, as was concluded at the |ast
neeting, is to have the draft concept paper conpleted in
Novenber 2000 for presentation at the next advisory
committee neeting.

There were a variety of activities that have
occurred on this project since the last nmeeting, and |
t hought | woul d cover those.

A wor ki ng group on exotic species anenability was
formed subsequent to the last conmittee nmeeting. That
i ncl udes representatives fromvarious programareas in the
agency, as well as representatives fromthe FDA

The working group participants are charged with
collecting informati on based on their program area expertise
and formng draft text for conpleting the October 1999 draft
concept paper.

The concept paper discussed the process and
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rel evant | egal authorities to expand the list of species

under mandatory inspection in sufficient detail, so | won't
go into that here. Rather, | will note that in addition to
nonitoring the devel opnents on the interstate shipnment bill
whi ch was covered earlier today, we have nonitored

| egi sl ation introduced in Congress on anmending the FM A and
PPI A to include additional species under mandatory

i nspection. And there are three bills in the House on
rabbits, pigeons and ratites, and one conpanion bill in the
Senate on ratites.

Al'l four pieces of legislation are pending in
their respective conmttees on agriculture, and we w ||
continue to track any progress on these bills and their
i npact, if any, on this project.

Wth regard to public health inplications and
m crobi ol ogi cal testing, there is no question that non-
anenabl e and exotic species can be a vector for agents of
public health concern. Qur goal has to been to gather data
on m crobi ol ogi cal, physical and chem cal hazards reported
to be associated with non-anenabl e and exotic speci es.

And an in depth review of the literature has been
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conducted and copies of the literature reports were provided

to you as well as a bibliography that is Attachment 3 in
your packet.

These public health reports deal with a variety of
non- anmenabl e speci es and ani mal di seases, sone of which are
transm ssi ble to humans, sonme of which are nmainly flock and
herd concerns, and others that reflect toxicological
concerns.

The table, which is Attachnent 2 in your packet,
entitled Table of D seases Known to Exotic Species, lists
the literature cites and the causative agents, transn ssion
vehi cl es, and recommended prevention reported in the
literature. And | mght note that the title of the table
really should be Table of Hazards Known to Exotic Species
because not everything reported is a disease.

Fromthe literature, | could prelimnarily say
that it appears that with few exception non-anenabl e speci es
are carriers of the same types of zoonotic diseases that are
found in anenabl e speci es.

Wth regard to transm ssi bl e m croorgani sns that

pose concerns at the slaughter house, the data show that
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salnonella, E. coli, canplylobacter and listeria are found

in many exotic and non-anenabl e species. Also, the
literature reports indicate that cherkina has been found in
several exotic species.

The literature reports appear to show that non-
anenabl e and exotic species pose essentially the sanme
hazards as anenabl e species with regard to m croorgani sns of
public health concern. But the literature reports provide
one perspective on a potential public health hazards with
regard to exotic species. They report incidences of
di seases i n non-anenabl e species. However, they do not
reflect in all cases the preval ence or |evel of
m croor gani sns of public health concern.

Therefore, we are currently attenpting to conpile
data on the preval ence of m croorganisns of public health
concern in exotic species, and so far we have found
preval ence data fromonly three published reports:
undressed ostrich carcasses, fresh and processed rabbit
carcasses, and ratites. Two of the three reports are from
foreign sources and that may not reflect the donestic

si tuati on.
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And this is an inmportant point. There are nany

publ i shed baseline reports of m croorganisns and anenabl e
species, but very few seemto exist for non-anenable
species, and therefore we continue to request that nenbers
of the advisory commttee, perhaps those in state inspection
prograns, help us obtain this data.

W are also attenpting to conpile data on the nean
| evel of m croorgani sns of public health concern and exotic
species, and so far we found data from ei ght published
studies fromforeign sources, on reindeer, ostrich, rabbit
and deer. Again, we could benefit fromdata that sone
menbers of the advisory conmttee may be able to obtain.

W thout these types of data an assessnent of the
m crobi ol ogi cal risks associated with exotic species and
their products cannot be effectively acconplished.

Wth regard to econom cs and costs and benefits,
the draft concept paper described the need to exam ne the
costs and benefits of adding to the |ist of species under
mandat ory i nspection and the ramfications on state and
federal agencies, the industry and consumers.

In Attachnment 4 of the issue paper in tab 7, we
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i ncl uded tables on the types and nunbers of non-anenabl e

speci es slaughtered in federal establishnments under

vol untary inspection in 1998, and a conparison with the
types and nunber of non-anenabl e speci es sl aughtered under
state inspection in a 12-nonth period in 1998 to 1999.

| will add that with the help of Dr. LaFontaine we
al so presented tables of the types and nunber of non-
anenabl e speci es under nandatory state inspection and
voluntary state inspection in 1998.

And these production data are cited as being
useful in determ ning exposure to potential pathogens or
agents of zoonotic di sease which may be associated with
particul ar species. They are also useful in devel oping the
econon ¢ assessnment of extending the coverage of USDA
mandat ory i nspection to additional species.

Nunbers and types of exotic and non-anenabl e
speci es sl aughtered under voluntary federal inspection and
in state inspection prograns are not enough to deal with the
estimtes of the costs of mandatory inspection for
addi ti onal species.

Therefore, we have performed a survey that is now
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bei ng conpl eted of non-anenabl e speci es sl aughter inspection

in federal plants, in other words, those under voluntary
i nspection, and of non-anenabl e speci es sl aughter inspection
in states in the cooperative state inspection program

The data requested were for two fiscal years, 1998
and 1999, and the data includes the nunber and type of each
speci es sl aughtered and i nspected, the hourly rate of cost
of a federal inspection, and the total cost of inspection.

When the survey is conpleted later this nonth, the
data will show the estinmated annual total cost of slaughter
i nspection of non-anenabl e species in federal plants and the
estimated total cost of inspections of non-anenabl e species
in state plants.

And we have noted in the issue paper that we are
continuing to gather and devel op other types of data that
are needed on the costs of nmandatory inspection for
additional species, and | think we have listed themin the
i ssue paper so | won't repeat them here.

Wth regard to nitrite use in non-anenable and
exotic species, a specific request of the advisory conmttee

| ast nunber was to address the i ssue of the use of nitrite
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and nitrate in non-anmenabl e and exotic species, and a rather

tall order of resolving the issue.

We have had many significant discussions on this
issue with FDA representatives, and if you recall at the
| ast advisory comrittee neeting, we discussed the |egal
authorities and inplenenting regul ations regarding the safe
use of nitrites and nitrates in nmeat and poultry. 1'Il try
to recap the discussion as well as give you the | atest views
on this issue.

The Federal Food, Drug and Cosnetic Act, under
whi ch FDA operates, gives FDA authority over food and food
ingredients. The food additives anendnents of 1958 to the
FFDCA require FDA approval of food additives prior to their
use in food. Under the food additives amendnents of 1958,
FDA is required to reach an affirmative finding of safety
under intended conditions of use for any substance to be
used in food, and there are a few exceptions to this
requirenent as well as a restriction on FDA's ability to
approve substances.

The exceptions are: approval is not required for

subst ances whose use is generally recognized as safe by
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qual i fied experts; approval is not required for uses of

substances whi ch had been approved prior to Cctober 1958 by
FDA under the FFDCA or by USDA under the Federal Meat
| nspection Act or the Poultry Products Inspection Act, and
this is known as a prior sanction. Additional approval is
not required for pesticides approved by EPA and obvi ously
that's not rel evant here.

In terns of a restriction, FDA cannot approve any
use of a substance if that substance has been shown to
i nduce cancer when ingested or by other appropriate neans.

USDA approved the use of nitrites in neat and
poultry prior to Cctober 1958 under the FM A and the PPIA.
However, USDA did not have the authority under the FMAA or
PPI A to approve uses in species that are not -- that were
not subject to those statues; in other words, non-anenable
and exotic species. Thus, the prior sanctions do not apply
to species that were no subject to those statutes prior to
Cct ober 1958.

And FDA has approved a few additional uses in
certain fish products but no new approval s have been i ssued

since 1970.
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Over the last 30 years safety concerns have been

rai sed concerning the use of nitrites. At one tine FDA had
proposed to review uses of all nonessential uses of nitrite
salts but later withdrew t he proposal.

The National Acadeny of Sciences was comm ssi oned
to evaluate the safety issues, and while these concerns were
initially raised regarding the reaction of residual nitrite
to formnitroconenes, a class of chemcal that is generally
capabl e of inducing cancer, studies in the 1970s and 1980s
rai sed concerns that nitrite salts thensel ves are capabl e of
i nduci ng cancer.

Because of these concerns raised by animal feeding
studi es, the governnent comm ssioned new studi es under the
Nat i onal Toxi col ogy Program which is part of the National
Institutes of Health, to address such issues. In the
meanti me, FDA has taken the position that current evidence
is not sufficient to prove that nitrites provide an
unreasonabl e risk but that uncertainties renmain which
prevent the agency fromreaching the affirmative finding of
safety needed for new approval.

The results of the National Toxicol ogy Program
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studi es shoul d have a maj or inpact on what decisions will be

made in the future. Just |ast week we |earned that the
Nat i onal Toxi col ogy Program has planned a public neeting to
review their draft technical report on the toxicology and
car ci nogeni ous studies of sodiumnitrite in rats and m ce,
and this nmeeting was announced in the Federal Register on
OCct ober -- on April 19th, and will take place on May 18th t
Research Triangle Park in North Carolina. And | understand
that copies of this Federal Register notice have been nade
avai | abl e.

The National Toxicol ogy Programreport and ot her
related information can al so be found on the National
Toxi col ogy Prograni NNH web site, and that's provided in the
Federal Register notice.

According to FDA representatives, the National
Toxi col ogy Programreview of nitrite will influence any
options for approving new uses of nitrites, so it's
premature to consider options that FDA di scussed with us
previous to this NTP report.

We have to consider that the resolution of the

issue of nitrite use in non-anenable species is unlikely in
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the foreseeable future while the results of the NTP studies

are considered. W can certainly revisit the options when
FDA has reassessed their position in light of this new
i nformation.

In closing, 1'd like to enphasize that this is a
work in progress. W continue to gather econom c
information and hazard data that | described.

| would also like to note the questions we raised
in the issue paper on current thinking, so that we can
address themlater on today, this evening. And
specifically, we are seeking input on whether the conmttee
bel i eves the concept paper and the data needs descri bed
sufficiently address the data that are necessary to refine
estimates of risks and benefits, and to support |egislative
and/ or rul emaki ng processes. |If not, we are asking what
ot her the data points are needed, and do nenbers of the
conmittee have data that addressed the data needs.

As | nmentioned earlier, one area of data needs
relates to baseline mcro data on exotic species.

Anot her question is whether the commttee w shes

to raise substantive new i ssues relevant to the extensi on of

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

233
mandat ory i nspection to exotic species.

And with that, | will conclude ny remarks. Thank
you.

MR BILLY: Rosenary?

M5. MUCKLOW Robert, you've given us a |ot of
i nformation. Thank you.

Have you received or do you contenpl ate havi ng any
data on what consuners' expectations are?

You know, nore and nore we are seeing the non-
anenabl e speci es product sitting al ongside those that are
federally inspected in the retail counters in stores and
certainly on restaurant nenus. And it would seemto ne that
consuners have every reason to expect that these things that
they eat in the center of the plate products are inspected
just as neat and poultry is.

Do you have any kind of information as to consuner
per ceptions or expectation?

MR. POST: At this point I'mnot aware of any data
that exists. | know we have heard simlar concerns, but
that's an interesting area and certainly one that we wl|

continue to explore in terms of available literature or
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reports. And certainly if there are any other individuals

here who have that kind of data, we would be interested in
it.

M5. MUCKLOW  Sone of the people that produce
t hese kinds of products may indeed have that kind of
information. And | know that there are a variety of
organi zations, the ostrich and others, and | think under
sone state progranms these products were inspected, just not
i nspected under the federal program

So, you know, | think all of this builds towards
the equity end to support that these products should be
treated in a manner simlar to neat and poultry because
consuners really think that's what is happening anyway. 1|'d
be surprised to find out that it wasn't.

MR BILLY: Dan?

MR LAFONTAINE: As the chairman of the
subconm ttee that will deal with this issue tonight and
tonmorrow, | ooking back to the last neeting | don't want to
preenpt, but the flow of -- this is a reasonable step
forward was a general consensus. Wat we got bogged down in

was the nitrite issue because it's a Catch-22, especially
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for the red neat people, and this is kind of a day |ate and

a dollar short, but is there any possibility -- is there a
person in FDA that could possibly join us tonorrow that can
hel p us deal with this issue of where it's headed? O is
that too tall a task to ask at the el eventh hour?

MR BILLY: M inpression fromwhat Bob said was
that a lot is going to turn on this nmeeting schedul ed for
the 18th. And what we m ght want to do is nake sure that
we're -- we nonitor that nmeeting and the outcone of that
because it will influence FDA' s attitude about change in the
status of these species and an awful |ot of other food
products where nitrites arguably could play a useful role.

So | don't know if you agree with that or not or.

MR. LAFONTAINE: | do agree with that. | think
they have said that the potential inpact of the results of
the NPT report show will have an inpact on any decisions at
this point with regard to new approval s.

MR BILLY: | amalso aware that the -- | think
the American Meat Institute and perhaps ot her industry
organi zati ons have assenbled a great deal of information

that will be considered as part of that process on the 18th.
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| don't know the details, but that's ny understanding. So

there is input that, as | understand it, that is being
provi ded about the use of these conpounds obviously, and
their inportance. So | don't know anynore than that.

I f we had someone from FDA cone, | think what you
are going to hear is a repeat of what Bob said about, you
know, they are going to wait and see what this advisory
commttee reconmmends. | don't know if that satisfies you or
not .

MR LAFONTAINE: Like |I said, | realize it's a
tall order at the eleventh hour, and |i ke you said, this
nmeeting on Thursday, | guess, so timng is not very good.

MR BILLY: Yeah. Katie?

M5. HANIGAN: | just have one quick comrent, and
Bob, | think you did an excellent job of getting together
the information. | know you were part of our group | ast
time as a representative fromthe agency.

| just thought it was odd that this norning Kathy
tal ked to us about a precautionary policy and we tal ked
about the benefits and et cetera, that they could weigh on

the side of politics, if you will, on that precautionary,
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and it sure seens a shane that that's what it appears the

FDA has done with this nitrite policy here, and | just
t hought that was an interesting thing that you nmenti oned
t hi s norni ng.

MR BILLY: Caroline?

M5. DEWAAL: Did the agency get any new noney or
request any new noney in its budget on the anenabl e/ non-
anenabl e species issue? In other words, to increase your
i nspection and expand it to these species?

MR BILLY: |'mnot aware of getting any noney.

MR. DEWAAL: Did you request it?

MR, BILLY: | think perhaps at an early stage in
the formul ati on of the agency's budget there were funds
proposed in that area, but it fell out fairly early on in
conpetition with other needs. So I don't remenber. 1'd
have to go back and | ook at the records to find out
specifically, but it was acknow edged as a need but it
didn't survive very long in the budget process.

M5. DEWAAL: Ckay, and | just -- I'mglad to hear
that because | think we do need to bal ance this agai nst

ot her food safety issues, particularly when it cones to the
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budget on the FDA side where we have eggs, seafood and

fruits and vegetabl es and other things which are
contributing significantly to foodborne ill nesses, yet have
a very mnimal regulatory program So | woul d hope that
this issue doesn't take precedence over things that are
causi ng actual harm

MR, BILLY: Okay. Any other coments?

MR. POST: Al right, thank you.

MR, BILLY: Thanks a lot. And you will be
avai |l abl e toni ght --

MR, POST: Yes.

MR BILLY: -- to work with the subcommi ttee,
right.

Al right, here is ny plan. 1It's a quarter after
three. | think we need a break about 15 m nutes. | held

you a little extra. And then we're going to try to get
through the two issues that remain, E. coli and listeria in
hal f hour to 40 m nutes each. [I'mgoing to allow our

| apsing a little into the public conment period in part
because at this point in tine we only have one person that's

regi stered to speak, and we've provided 45 m nutes as you
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can see. So we will ppnitor that, but | think it's

i nportant that we have an adequate tinme for discussion of
those two inportant issue areas, and we will manage tine
accordingly.

So let's take a break for 15 m nutes.

(Wher eupon, a recess was taken.)

MR BILLY: Alright, we're going to get started,
and we've got two very inportant issues remaining on the
regul ar agenda, plus the public comrent period.

The next issue is the recent devel opnents in terns
of E. coli 0157:H7, and this discussion will be |Ied by Phi
Derfler, the deputy adm nistrator for policy, program

devel opnment and eval uation within the Food Safety |nspection

Servi ce.
Phi | ?
MR. DERFLER. Thank you. Thank you, M. Billy.
MR BILLY: Move the mke real close so people
wi |l hear you.

MR. DERFLER. Okay. Wth ne is Patricia Stolfa,
who is an assistant deputy adm nistrator within the Ofice

of Policy and Program Devel opnment and Eval uati on.
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|"mgoing to do two things pretty much. |'m going

todoalittle bit of a summary about how we got to be where
we are today, which maybe everybody is famliar with, but
"1l run back over the history. And then | will briefly
sumari ze the action plan that the agency foresees with
respect to E. coli 0157:H7 which is set forth in the paper
that you all shoul d have received.

FSI'S has approached E. coli 0157:H7 like its
approach -- oh, it's in tab 8 in your books -- like its
approach for listeria that you are going to hear about next,
has really been a process. The process started in 1994,
when FSI'S determ ned that raw ground beef products are
adulterated if they contain -- they are found to contain E.
coli 0157: H7.

But the process really started to gain nomentumin
1999. In January of 1999, FSIS clarified its policy and
made cl ear that any non-intact beef product would be
considered to be adulterated if found to contain E. col
0157: H/.

After clarifying its policy, however, the agency

put nost aspects of it in an abeyance while certain other
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and the devel opnents have cone fairly

In March of 1993, we held a public neeting on E.

coli 0157:H7 and at that neeting a coalition of industry

groups said that they would conduct a study on the

preval ence of

sl aughter plants

process.

2 % 3

VR.

E. coli 0157:H7 on hides of cattle comng into

BILLY: Phil, I think you said '93.
DERFLER: | did?
BILLY: You neant '99.

DERFLER: ' 99. \Menever.

(Laughter.)

VR.

DERFLER: 1'd be a I ot younger if it was

(Laughter.)

MR
MR
MR
al so recently

The

DERFLER |I'm sorry.
BILLY: Al right.
DERFLER: '99. ARS, as you heard before,

conducted sonme simlar studies.

and then at various points in the slaughter

' 93.

has

agency's ri sk assessnment has proceeded apace

and it's nearing conpletion now. In addition, the agency
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has begun to use a new, nuch nore sensitive nethod for

detecting the pathogen, and as a result, since January of
2000 -- 2000, the agency has had 11 positives for E. col
0157:H7 in its surveillance system That's 11 out of the 63
positives that there have been since the agency started
| ooki ng for the pathogen in 1994.

FSIS has reviewed -- rather, FSIS reviewed all of
t hese devel opnents and reported on themin a white paper
that | delivered to this conmttee | ast Novenber

In February, we held a second public neeting and
at that neeting sonme very significant information was
presented. Data presented showed that the preval ence of E.
coli 0157:H7 in livestock and on carcasses noving through
t he slaughter plant is higher than previously thought,
al t hough the preval ence appears to be highly seasonal .

For exanple, nonthly preval ence in fecal sanples
showed a significant variation from4.8 percent to 36.8
percent, with the highest levels in the spring and late
sumer. Evi dence was presented at the neeting that the
interventions in the slaughter process are effective in

reduci ng the presence of the organism although not

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

243
necessarily capable of totally elimnating it. That was

alluded to in the presentation you heard before from ARS.

Data on illnesses associated with E. coli 0157: H7
indicate that the overall burden has not been reduced. CDC
estimates that ground beef accounts for 55 percent of the E
coli 0157: H7 outbreaks, and FSIS has estimted that 18
percent of illnesses caused by E. coli 0157:H7 are
associated with ground beef.

Data were presented by scientists from Kansas
State University at the public neeting, and they claimthat
this data showed that cooking non-intact pin beef products
to a surface tenperature of 145 degrees elimnated the risk
fromE. coli 0157:H7. And at the public neeting consuners
made very clear that they remain extrenely concerned about
t hi s pat hogen.

FSI'S has carefully considered the information
presented at its public nmeetings, as well as the conments
that it received on its January 1999 notice. And based on
this consideration, the agency has devel oped its current
t hi nking which is set out in the paper that you received at

tab 8, and I'd like to just review that with you now.

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

244
First of all, the agency considers to believe or

continues to hold that raw ground beef or other non-intact
products will be considered to be adulterated if found to
contain E. coli 0157:H7. FSIS is open to excluding certain
non-intact products fromthis policy if scientific evidence
is presented that cooking using normal practices results in
a product that does not present a food safety hazard. W
intend to consult with the National Advisory Comrittee on
m crobi ol ogical criteria for foods at their August neeting
about the type of data that would be necessary to make such
a showing. But at this time we are not prepared to exclude
the pin beef fromthis policy based on the Kansas State
Uni versity data.

W note that the conference on food protection in
April considered a request based on the Kansas State
University data to revise the food code to allow pin steaks
to be cooked like intact steaks. And the Council on Food
Protection del egates rejected this suggestion.

Second, FSIS intends to publish a Federal Register
notice announcing that E. coli 0157:H7 may be a hazard

reasonably likely to occur in beef production. The notice
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announcing this determi nation would be simlar to the one

that the agency published |ast year on listeria
nonocyt ogenes and woul d |ay out the basis for the agency's
Vi ew.

Third, in response to the notice, we would expect
that all establishnments engaged in beef production and
processi ng woul d reassess their HACCP -- their hazard
analysis in their HACCP plans. They would be expected to
val i date that any changes that they nmake to their HACCP
plans as a result of the reassessnment will work to inprove
the safety of their product.

Fourth, FSIS intends to redesign its testing
programfor E. coli 0157:H7 so that it will become a HACCP
verification activity. Thus, instead of focusing -- in
addition, instead of focusing on grinding operations, the
agency woul d test product that cleared final pre-shipnment
review fromplants at any stage of the beef production
chai n.

Fifth, FSIS intends to revise its directive to
reflect the revised testing program The agency is

considering providing for reduced sanpling at plants that
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have controls for 0157 in their HACCP plans that provide

access to test results and corrective actions if they find
the problemto inspection personnel and whose records

evi dence that the HACCP systemis working to prevent

adul terated product fromentering interstate conmerce --
fromentering comerce.

Sixth, FSIS also intends to devel op gui dance
materials on controlling or reducing E. coli 0157:H7 in the
sl aughter plant, to update its guidance to grinders, and to
devel op materials for producers. W hope to be able to do
all this over the next four nonths.

And finally, there is the question that we would
appreciate the coments of the advisory commttee on, which
is whether the conmittee's views on the agency's current
thinking that | just laid out on neasure to control E. col
0157: H7 in a HACCP environnment, and what additional neasures
should FSIS take to address E. coli 0157: H7.

Thank you.

MR BILLY: Lee?

MR. JAN. | just want to ask one question or a

clarification.
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Did | understand you to say in your coments that

t he cooki ng non-intact beef to 145 external tenperature nade
it safe or?

MR DERFLER  That was the claimthat --

MR JAN. That was a claim

MR. DERFLER. -- the Kansas State people
presented, yes.

MR JAN. So it's aclaim D d they have any
scientific --

MR. DERFLER: They presented scientific data, and
we are interested in hearing the coments of the
m cr obi ol ogi cal advisory comrittee on how to approach this
issue. We are not looking to close the issue now Al we
are saying is based on what we have and what we know we are
not prepared to make an exception for this product.

MR. JAN. So you need nore of that evidence from
what Kansas State did?

MR. DERFLER: Well, unless the advisory conmttee
tells us -- describes a set of evidence that actually
descri bes what Kansas State has provided, but you know

Wi thout trying to prejudge the issue, yeah
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MR JAN. Ckay.

MR BILLY: Gary?

MR. WEBER: W have conducted a nunber of research
projects in this area to determ ne the scope of the risk
here because when this was first brought to our attention we
were concerned about it as well and wanted to know what we
were dealing wth.

The first thing we did was try to | ook at sone of
the epidem ologic data relative to foodborne illness and
out breaks, and in that context couldn't find evidence that
t hese types of products were linked to illness, and that was
one pi ece of evidence.

W then went on to do a retail survey of products
and tested for salnonella, 0157:H7, canpyl obacter, total
pl ate count and all sorts of other things, and that was back
| ast sumrer. We didn't find any 0157: H7 on any of these
products, both neither external nor internal. These are
needl e tenderized, blade tenderized, et cetera.

And sone of these products weren't the nost -- |
mean, some of them had fairly high spoilage organismplate

counts, so it's not as if they were sterile by any stretch.
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So we didn't find the preval ence there.

Then the next issue, of course, was this study on
cooking that shows that with steaks of fairly uniform
t hi ckness that the cooking, coupled with the tinme it takes
to cook that steak, was very effective in reducing it.

So in looking at this fromthe scientific
perspective, we have, and it cones back to this proving a
negative issue. You have got three sets of data apparently
which indicate that there isn't a major problemhere: one
epi dem ol ogi ¢ case studies of health, outbreaks, et cetera;
one you've got retail surveys with the preval ence of
organi sm and three, you' ve got the cooking data, all of
whi ch indicates that we shouldn't have a problem

Now, if you just |ooked at the cooking data and
the preval ence data, you'd say, well, 1'd be surprised if |
saw in the public health side a problemgiven this reality.

W are going to continue on in this project. W
are working with some of the manufacturers of equi pnent
because there are issues that | think ahead of this curve.
One needs to consider cross-contam nation, needl es going

into another cut or whatever and other problens that may
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occur there.

But as we see it, it cones back to this issue that
Dr. Denton nention of proving a negative. W see a |ot of
negatives here that we're picking up. And so | can
certainly nake that information available and certainly the
mcro commttee, if they can provide us sone advice on sone
experinmental design to sort of further verify what our
initial observations are, that would be great. But at this
time, again, we don't see the evidence that there is a
problemat this point. Now, we are taking it seriously and
| ooki ng further.

MR, BILLY: | would suggest that the information
you just referred to be made available to the mcro
commttee at its August neeting.

MR. VWEBER:  (kay.

MR, BILLY: Because this itemis specifically on
t he agenda.

MR. VWEBER.  (kay.

MR BILLY: And let that be part of what they
consider in reacting to the questions that we are posing to

t hem
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MR. WEBER:. W al so have sone data | just wanted

to mention briefly on some conbo testing, but | don't want
to dom nate the discussion. Mybe if you want to talk nore
about intact, | can conme back to these studies that we just
conpl eted and just share sone of the overviews of what we
are finding there.

MR, BILLY: Ckay. Nancy?

M5. DONLEY: | have a couple questions and it's
basically on the action plan.

MR. DERFLER ~ Mm hmm

V5. DONLEY: |Is there -- you had said that FSI S
woul d expect all establishnents.

Is there going to be anything stronger than that
that will -- or is that the exact term nol ogy? Are you
going to require plants to --

MR. DERFLER. We didn't require for listeria. W
don't expect to require it here. Wat we want to do is put
out our view. W want people to start acting under the
regul ati ons, the HACCP regul ati ons, as quickly as possible
to address this problem

MS. DONLEY: But under -- because under this new
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unbrella, if you will, of it being recognized as a hazard

reasonably likely to occur, wouldn't you, FSIS, expect to
see it addressed in a HACCP plan in sone way, shape or form
and identified as a hazard?

MR. DERFLER. WE woul d certainly hope so, yeah.
And | think -- you know, any plants that didn't have that,
as | said as part of our testing plan, would be subject --
we woul d target our testing in that plant. And if it did
show up, then I think then it would be difficult for the
plant to say that it was not a hazard reasonably likely to
occur.

V5. DONLEY: But could any inspector now in a beef
pl ant take a | ook at the plant's HACCP plan and say you have
not identified 0157 has a hazard reasonably |ikely to occur,
and you haven't identified any steps along the process --
well, let's -- just the first part of it.

MR. DERFLER  Yeah.

M5. DONLEY: If they haven't identified it as
hazard reasonably likely to occur, what would the agency's
next step be?

MR. DERFLER. Well, we would expect themto at
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| east have discussed it in their hazard anal ysis and deci ded

why it wasn't a hazard reasonably likely to occur in their
plant. And then, as | said, as we devel op our testing
program our testing programis going to target the plants
in whichit's not -- it has not been identified as a hazard
reasonably likely to occur.
V5. DONLEY: But to know how to identify those
pl ants you are going to have to | ook at HACCP pl ans, right?
MR. DERFLER: Absol utely.
MS. DONLEY: Ckay, so you will be |ooking at al
pl ant s?
DERFLER:  Yes.
DONLEY: Beef plants' HACCP pl ans?
DERFLER:. W are going to --
DONLEY: Ckay. Fine.

DERFLER: Yes.

5 % » » 5 3

DONLEY: Ckay.

MR. DERFLER. W a re going to send out directives
to our inspectors to --

V5. DONLEY: Ckay.

MR. DERFLER. -- |l ook to see what steps, if any,
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the plants took as part of their reassessnent, yes.

V5. DONLEY: Ckay.

MR. DERFLER. At least that's our plan.

M5. DONLEY: Ckay. And then the second question |
had is in redesigning FSIS's -- using this as a HACCP
verification activity, are you planning to increase the
nunbers of sanples that you conduct now in your random
sanples, or maybe or is it just a continuous random sanpling
program or are you going to actually be conducting in al
beef plants 0157 testing prograns as a verification step?

MR. DERFLER | nean, the nunber of tests that
we're actually able to do depends on our resources. | don't
think there is any plans to increase the nunber. Wat we
hope to do is be able to target themnore effectively, so |
think the answer to your question is sort of no, but | think
we intend to use our resources nore effectively.

M5. DONLEY: Gkay. And then can | ask one nore

foll owup question? That is, in these -- with the provided
for reduced sanpling in plants that have -- included
controls, are -- is it -- is that product, so let's say it's

in a slaughter plant, and that product gets shipped to a
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different processing plant, that exenption, if you wll,

doesn't carry through to that processing plant necessarily,
does it?

MR. DERFLER. Well, it depends on what what's
going to be in the other plant.

M5. DONLEY: In a system plan?

MR. DERFLER: Yeah, HACCP pl an

V5. DONLEY: Were I'mcomng fromis that -- if
ny under st andi ng of what the industry had put -- had
initially proposed was that anything that -- for instance,
if there was carcass testing being done, that that
exenption, if you would, carried all the way through retail,
so that's kind of where ny question is comng from

MR. DERFLER: It woul d depend on the circunstances
and the content of the plan, the steps that the other plants
had i n pl ace.

M5. DONLEY: Throughout each --

MR. DERFLER  Right.

M5. DONLEY: -- individual establishment --
MR. DERFLER  Right.

M5. DONLEY: -- is -- okay.
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MR. DERFLER: You know, if the plant, you know,

used only product fromplants that certified that their
product was negative or they had been tested for 0157 and
not been found, that would be one thing.

If they were m xing product fromvarious --

V5. DONLEY: Right.

MR. DERFLER: But al so you started that question
be reduced sinply. |1'mnot prepared to accept that
characterization.

V5. DONLEY: Oh, except it's right there in point

four.

MR. DERFLER  \What ?

M5. DONLEY: It's right there in point four. 1'm
sorry. |'mjust using your words.

M5. STOLFA: It's reduced, it's not an exenption.

M5. DONLEY: Correct.

MR. DERFLER:. OCh, reduced sanpling in the -- okay,
l"msorry. | thought you neant for the agency.

MR, BILLY: Finished, Nancy?

o

DONLEY: | am  Thank you.

MR. BILLY: Caroline?
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M5. DEWAAL: Katie wanted to go next.

MR BILLY: Okay, Katie?

M5. HANI GAN:. My question follows Nancy's, and
that's exactly what | was going to ask.

Currently if I am making ground beef, | can get a
letter fromny supplier that is slaughtering these aninmals
tal ki ng about the intervention systemat their facility as
well as their testing program

So once this Federal Register notice cones out, |
amgetting fictitiously this trimin. | have no CCP in ny
facility that's going to control this because it arrives
with the trimthat | got fromthe sl aughter.

Are you saying that initial letter and testing
program at the slaughter plant is not going to be
acceptabl e? What -- because |I'm |l ooking at --

MR DERFLER  You' ve confused ne.

M5. HANI GAN:  Ckay, |'m |l ooking at the HACCP nodel
and the CCP and the Federal Register notice saying that
0157: H7 may be a hazard --

MR. DERFLER  Right.

M5. HANI GAN: -- reasonably like to occur. But if
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it arrives at ny facility in the trim what CCP do you see

me putting in to control this?

MR. DERFLER. You m ght want to have some controls
at receiving.

M5. HANI GAN:  Li ke what ?

M5. STOLFA: You might want to have refrigeration

MS. HANI GAN:  Sorry?

The refrigeration is not going to control it. It
woul d already be there. And at receiving when it comes in,
the --

M5. STOLFA: The risk assessnent.

M5. HANIGAN. -- CCP should be set up so that |
| ook and I nonitor and | say go/no go.

M5. STOLFA: The risk assessnment tells us that the
organismis there in the nmaterial you are receiving at
extrenely low | evels, but it is nuch nore preval ent than
what we had believed previously. And so in addition to
what ever ki nd of receiving controls you m ght want to have,
refrigeration seens to us to be an inportant thing to do so
that the broad preval ence which comes to us fromthe risk

assessnment, you know, we don't have the stuff grow ng out.
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M5. HANFGAN. And | don't want to get us way into

a deep conversation, but the agency has already issued
directive to the industry clearly saying using receiving
tenperatures as a sole CCP was not acceptable. So now we're
backi ng up here saying receiving tenperatures.

MS5. STOLFA: No, | don't know what directive that

M5. HANIGAN: C early that cane out of a number of
the district offices, and I hear Terry saying "That's
right."

M5. STOLFA: | think after we issue the Federal
Regi ster notice and we provide the basis for your belief
that the organismmay be a hazard reasonably likely to occur
in all stages of beef production, and you consider the basis
for that, then people may arrive at different conclusions as
to what their HACCP plans ought to | ook Ilike.

M5. HANI GAN:  See, and ny concern is for everybody
in the roomwe get tal king agai n about product tenperatures,
recei ving tenperatures, roomtenperatures and pretty soon
we're into these prerequisite prograns that we' ve been

tal king about, and those -- that is not going to control and
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it"s not going to elimnate E. coli 0157:H7 in a grinding

pl ant, tenperature isn't.

M5. STOLFA: Well, we're into -- one of the things
that an accept CCP can do is to nake sure that the organism
is reduced to the | owest possible level. As we say, we know
that -- you know, we believe fromthe risk assessnent that
its prevalence is nuch greater that previously anticipated,
al t hough that prevalence is at extrenely |ow | evel s.

And so we are very interested in controls which
prevent those low |l evels fromgrowing into levels that wll
be of concern.

M5. HANIGAN: So then now we do know t he
i nfectious dose and all that on the organisnf

M5. STOLFA: No, we don't know that. W
anticipate that it's quite | ow.

M5. HANIGAN. Okay. So | still go back to the
Federal Register notice is going to cone out may be a hazard
reasonably likely to occur, I amnot slaughtering these
animals. | ambringing the trimin. Your suggestion,
refrigeration. But since we don't know the infectious dose

here, I'mnot sure how that CCP is going to work, and I
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think it's just white wash. Perfectly honest with you,

think it's white wash to do that.

And that why when Nancy started in on the
guestioning about the letter, the testing program of the
sl aughter, 1'mwondering where that is going to end up
because a nunber of people buying trimin require whoever
sl aughtered those ani nal s have a testing program goi ng on on
t hose carcasses, and have it validated, and send us letters
with each |ot.

Is that not going to be acceptabl e anynore?

M5. STOLFA: The testing programw || be targeted
first to establishnments that have not included in their
HACCP pl ans a CCP addressing 0157: H7.

M5. HANIGAN.  And Pat, | clearly understand what
you are saying but I"'mnot sure if |I'm being understood.

Even if | do a hazard anal ysis and say, okay, it's
reasonably likely to occur, I have no way of controlling it
inny facility if | am grinding.

M5. STOLFA: Well, | guess we probably woul dn't
necessarily agree with that view

M5. HANI GAN.  So you are recomrendi ng tenperature?
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M5. STOLFA: As a thing that can be done.

MR BILLY: | think we need to nove on, and this
coul d be discussed nore this evening and | ater.

Car ol i ne?

M5. DEWAAL: Thank you, Tom

"1l note that this policy clarification has been
hangi ng around for about 18 nonths now, and it's good that
the agency is finally nmoving forward with it, so | want to
congratul ate you on taking the step.

And the industry has been on notice for a |ong
time that the agency was contenplating this, so | think what
Katie is just talking about is one of the difficulties about
translating a HACCP as a process -- as a processing system

into the production of raw neat, and the definition, as I

recall it, controls is that they reduce or elimnate the
hazard. It doesn't always have to elimnate the hazard,
al though in this case, Katie, | agree with you. W want to

elimnate this hazard as nuch as possi bl e.
Just on one note with what Gary nentioned. W do
have out break data indicating that roast beef and sone ot her

cuts of neat have been inplicated in outbreaks, and that's
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available at CSPI's web site in our report called "Qutbreak

Alert,” and that report is being updated now, so that the

nost recent version will be out in August.
Phil, 1 have a question for you, and that is, the
industry did a really excellent job, | thought, at show ng

the feasibility of carcass sanpling for 0157:H7. They ran a
series of tests in their own plants, and denonstrated that
carcass testing for this terrible hazard is quite doable,
and they canme in and shared the results with us at a neeting
several nonths ago.

CSPI asked, and a nunber of other consuner
organi zations as well, that carcass sanpling be mandated for
the industry. [It's an additional protection. |It's
sonething that's highly doable. And | want to know what
happened to that proposal because | don't see it here as one
of your reconmendati ons.

MR. DERFLER: | think the answer is if you believe
in HACCP, you believe in the type of HACCP verification
testing that we're looking at. | nean, we're not saying
that industry shouldn't test carcass. |Industry can put in

any control systemthat they want. That's the point of
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HACCP.

But fromour effort, our point of view, how we're
going to focus our resources, we're going to focus on
verification testing to ensure that our programis worKking
as well as it can.

V5. DEWAAL: But wouldn't it nake sense -- | agree
that you should be focused on verification testing, and |
think I share Nancy's concern about the directive 10.01. |
There seens to be a trade off where the industry, you know,
gets a -- you know, get out of jail free card because we're
not going to check your products anynore just for agreeing
to do testing.

Now, why isn't testing utilized both by the
i ndustry and the governnent? Wy don't we have two | ayers
of protection? Wy are you just giving us one, either
i ndustry or governnent ?

MR. DERFLER  Well, let me -- this is an action
plan. It's a thought paper. W are happy to get any input
t hat we have.

| guess | should say though just froma personal

standpoint, and it doesn't necessarily reflect the views of
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t he agency, but at the public neeting that we had was M.

G Il from Canada spoke, who tal ked about, you know, the fact
that you really can't test your way into effectiveness of a
programlike this; that you really need to have a HACCP
systemin place and HACCP syst em wor ki ng.

Naive as | am and | will freely admt that, that
was significant.

M5. DEWAAL: | beg your pardon. | agree with
that. W' re not tal king about either/or here and we never
have been. And | know that people who went through the
nuner ous neetings we held on the original HACCP rule
understand that we're not saying mcro testing instead of
HACCP. W're saying that both industry and gover nnment
shoul d be using testing as a verification tool.

And M. G|l represented, or Dr. G Il represented
the old thinking, the old philosophy that it's an either/or
system Maybe that's new to you that it's not an either/or
system We can have both. But the government needs to be
giving us two |ayers of protection here. It's doable. The
industry is already doing it. W sawthat in the listeria

presentations yesterday. And | want -- | need to understand

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

266
fromthe agency, and I'lIl be asking this question again when

we tal k about listeria, why not? Wy can't you give us two
| ayers of protection?

MR, BILLY: Dale? No?

Alice?

M5. JOHNSON: |'mgoing to go back and pi ggyback a
little bit on what Katie said. And Phil, you just nade the
comment "if you believe in HACCP." | think you just said at
one of the very first parts of your presentation if a
conpany has their hazard analysis that they have the probl em
under control, they don't consider it reasonably likely to
occur, they have their supporting docunentation, they wll
still be targeted is what you said; is that correct?

MR. DERFLER. | said that we would target our
testing at them yes. That doesn't nean that they are going
to be tested, you know, every day. It does nean that, given
the limted resources that we have for testing, that would
be a higher priority than a plant that has a HACCP pl an that
is giving us access to the records, and their records are
showi ng that their HACCP systemis working. It would be a

waste of our effort to test in that situation.
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JOHNSON:  But there won't be the credibility

given in the hazard anal ysi s?

VR.

DERFLER: No, we're not going to -- we're not

going to make them change their HACCP plan or hazard

analysis or add it as a CCP. But you know, to the extent

that we have an ability to do sone testing, that's what we

w |1 do.

V.

JOHNSON: But they will be tested if they

don't have the CCP?

VR.

DERFLER: People may be tested if they do have

the CCP. It would just be in our --

V.

VR.

yes.

VR.

V.

JOHNSON:  But they will be targeted?

DERFLER: Well, that's our plan right now,

BILLY: Rosemary?

MUCKLOWN  Phil, there are a | ot of questions

about this policy that are going to surface. The first one,

I"d like to go back to the discussion earlier about the

needl e product, or as you call it, pin product.

There was extensive data submtted by

di stingui shed m crobi ol ogi sts who studied this product, and
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yet you have indicated this is insufficient to allow you to

accept that data; that you want sonething nore. W heard
around the table today that there nay be sone additional
i nformation.

Do you have any information of illnesses that have
been attributed or H7 that has been found in this product?
Do you have that kind of data?

MR DERFLER  Well, other than the information
that Caroline alluded to, I'mnot aware of any.

M5. MUCKLOW | don't know what Caroline's data
is. | haven't heard about that before.

MR. DERFLER. | know that CSPI has published a
| i st of outbreaks, and on that |ist of outbreaks there is
one that was a roast beef product, |I'msure of that.

M5. JOHNSON:. Was it a needl e product?

MR, DERFLER. | don't know. | just am--
M5. MUCKLOWN  Ckay.
MR, DERFLER. |I'mnot trying to argue one way or

t he ot her.
M5. MUCKLOW Well, you know, Carol |ikes

governnment. She's never nuch liked industry data, but she
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does |ike governnent data. Like you, | have sone respect

for your information and data. And to date sone reputable
scientists have submtted data that showed that that product
will not have H7 if it -- even if it has been needled and
cooked properly. And | don't quite understand why that
particul ar product is lunped in here when the data goes the
other way. That's just one little comment on that.

And if you have data to show us otherw se, then
woul d certainly ask you to make it available to us.

MR. DERFLER: Right. | don't know that |'m saying
that it's not sufficient. Wat | amsaying is for the
reasons that we laid out in January 1999 notice we would
want to have as nuch confi dence as possible about this
product. That's why we intend to go to the advisory
commttee. It's not to say we need nore, it's not there.

W woul d like a group of experts to look at it and to give
us guidance. W think that's the prudent way to proceed at
this tine.

M5. MUCKLOW COkay. So you're taking the non-
intact product to the mcro advisory commttee?

MR. DERFLER. Right. Yes.
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M5. MUCKLOW Ckay. | think that that is a useful

pl ace to take that request to because | think this is a
science issue, and while we have some scientists here, nost
of us are political scientists, not real scientists, and you
will probably get a better scientific response fromthe
mcro conmttee.

The second question | have is that sonmewhere in
here it says, and | think you said in your comments that the
ri sk assessnment is being prepared.

s it possible that we could be provided with a
draft copy because obvi ously you guys know nore than we do
at this point?

| nmean, we need to get all the cards on the table
on this one.

MR. DERFLER. Right. | would say we highlighted
features of the risk assessnment in the public neeting that
we had in February. The risk assessnent, | believe, is
going to be published in August, and so it will be avail abl e
gui te soon

M5. MUCKLOW |Is there a prelimnary draft of it

that we could begin to work from because |I -- you know, nopst
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peopl e who are scientists, and it's going to -- again, |I'm

the wong kind of scientist to understand this, but the real
scientist is going to want to | ook at what you have got.

MR, DERFLER. And it will be nmade publicly
avai l able. M understanding is that they are still doing
final cleanup, final running through, and it's going to take
until August.

M5. MUCKLOW And who is doing this?

MR DERFLER The O fice of Public Health and
Science within FSIS.

MR BILLY: It's an interagency team CDS and --

M5. DEWAAL: Rosemary, it was -- they did present
it to the National Advisory Commttee for micro within what,
the | ast six nmonths?

MR DERFLER It was last fall.

M5. DEWAAL: Yeah. So they have | ooked at it
several tines while it's being witten.

M5. MUCKLOW |Is that correct, M. Billy, that it
was presented to the mcro commttee?

MR. BILLY: Yeah. The design of it and the

approach, and then the final report will be presented in
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August .

M5. MUCKLOW Ckay. So the final report was not
presented to the mcro commttee | ast August?

MR BILLY: Not yet. That's right.

M5. MUCKLOW Rat her the design and --

MR BILLY: Yes.

M5. MUCKLOW Ckay, and that was probably publicly
avai | abl e and scientists have that, | assune.

MR. DERFLER: | think on our web page, you know,
part of the risk assessnent that was presented in February
is available in our risk assessnent -- on our web page now.

M5. FOREMAN. |Is it possible still to get copies
of that so we could have them avail abl e toni ght for the
comittee neeting?

MR, BILLY: The material that was presented at the
public neeting.

MR. DERFLER  Yeah.

M5. FOREMAN. | didn't bring that with nme. If we
could have it for the subconm ttee neeting.

MR BILLY: Ckay, we will see what we can do.

Yes?
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M5. MUCKLOW | think that woul d be useful

As | --

MR. DERFLER: We'll try and get it.

M5. MUCKLOW COkay. | listened carefully to Katie
and then to Alice, and again I'mtrying to get a handle on
sonething that is occurring in a raw product that is cooked
before it is consuned.

And what you are doing is you're in effect saying
this is a hazard reasonably likely to occur and therefore we
want you to have a CCP. And a CCP then you have to design
sonething to either prevent, elimnate, or reduce to an
accept abl e | evel .

And Pat has told us that it is the agency's
belief, based on what they have read in their risk
assessnment, that it is out there in very, very |low | evels.

The question becones do you believe or what is the
acceptable level for H7 on a beef carcass or in ground beef
because those are the two places that we're going to have to
deal with it? What is that acceptable | evel because we need
sone help on that?

MR. DERFLER: Yeah, when it's detectable.
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M5. MUCKLON So we can have it there but we can't

detect it? And as soon as we can detect it -- so we're back
to proving of a negative, and the tests today are better
than they were two years ago. | nean, refrigeration isn't
going to get rid of it. You know, Katie is absolutely
right. And refrigeration in this industry is pretty good.
The interventions in this industry are pretty good.

Do you have any information on the outbreak data
that you have where you have tracked that product back to a
conpany whi ch slaughtered the neat that the ground beef was
made from and been able to show whet her or not they had
i nterventions working? Have you been able to do that at the
traci ng?

MR. DERFLER. | don't know. | nean, | just don't
know.

M5. MJUCKLOW  Well, when you've got 11 -- | think
you said you had 11 --

MR DERFLER  Yeah.

M5. MUCKLOW -- this year out of a total of 64,
and those are all pretty recent. | nean, it's not an easy
task, and I'll grant you --
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MR DERFLER  Right.

M5. MUCKLOW But if you indeed -- there is this
huge i npact, shouldn't we be or shouldn't you be trying to
track those 11 to see what the source of the problem was?
Isn't that a place that we need to go and investigate and
see if interventions are or are not working back at the
source at the plants because that's where we are going to
have the best control ?

There is no control --

MR. DERFLER  Right.

M5. MUCKLOW -- in a grinding plant.

Refrigeration isn't going to do it.

MR. DERFLER: | nean, we're certainly |ooking for
control first, | nmean, at the grinding plant, and | think
Pat said that before, that's certainly where we are -- we

are changing our testing. W are going to not only be

| ooki ng at the grinding plant anynore. W are going to be

| ooked at the slaughter plant and we hope that there will be
the interventions in the slaughter plant, and that the

sl aughter plant beconme the key to this.

M5. MUCKLOW Well, are you | ooking back for those
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11 positives this year to see if you can track them back and

see how effective the interventions were or were not at the
source plant?

MR. DERFLER. | just -- | just don't have any
personal know edge of that. |'msorry.

MR BILLY: We will review what was done. W
don't know t he answer.

M5. MUCKLOWN |I'mfinished for the nonent.

MR BILLY: Lee?

MR JAN. | just don't need to say nmuch. | think
Katie and Rosemary covered it. Refrigeration is not an
acceptabl e control for an organismthat there is no
tolerance for, so | think that -- that was ny point.

MR BILLY: Gary?

MR. WEBER: First of all, Caroline, 1'll take a
| ook at that data because seriously we have | ooked and
talked to CDC and they were not -- didn't feel that there
was an issue here, but we will certainly | ook at that.

Back to the HACCP di scussions where -- as a
preference to ny comments -- we talked a | ot about mcro

testing. W've talked a | ot about testing for pathogens,
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and at that point in tinme | think everybody felt that E. col

generic plate counts, what have you, as an indicator of
fecal contam nation is a process indicator. It's sonething
that was routinely neasurable and could be used to verify
and val i date HACCP. W have been down this road, folks,
before where we tried to chase after these things.

Everyone sort of reluctantly went ahead and said
okay, let's try to do salnonella. It is alittle bit nore
repeat abl e i n neasuri ng.

But when we listened to the risk assessnent, which
we have not been able to get a copy of the data, there is a
| ot of things made absolutely no sense. It's very difficult
| ooki ng at other nodels to have one which when you | ook at
trying to verify the estimates, that you can't do it.

One being the preval ence in conbos, which we have
been doing a |l ot of research on, to cone back to this issue
of 89 percent having a | evel.

So with the help of actually Mark M na and ot hers
we received 10 conbos that had been determ ned to be
positive from packing plants, and we took those conbos

apart. W broke theminto five |ayers. Each of those five
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| ayers we took nine sanples. That's 450 sanples. Now

remenber these are conbos that were felt to be positive for
0157: H/.

W then took five sanples of purge fromthose
thinking if we could find an indicator that mght give us
sone higher probability of finding it that was easy, that
gave us anot her 50 sanpl es.

So we have 500 sanples that we ran through the
nost stringent testing we could. And again, | will get you
copies of this and give these to the micro conmttee. Qut
of those 500 sanples we found three positives. W found
three positive for 0157: H7 out of 500 sanples. That's a
rate fromthe 500 of .6 percent.

Now, these are conbos that were viewed positive,
so that's why testing of this is so difficult. And you
could test in another part of this, another layer and say it
isn't there, and then what would you do?

So we know that. That's why this testing for this
organi sm doesn't give you very much

Now, if you take a |look at -- we ended up with two

conbos out of 10 that were positive. Now, again, this is 10
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t hat shoul d have been positive. W took the whole thing

apart, so that's a preval ence of 20 percent basically, 20

percent of those that people thought were positive showed up

here.

Vell, then the question is what |evel did you
find? Well, the lowest |level was -- by the nost probable
nunber -- was .015 colony-formng units per gram The

hi ghest | evel they found was 4.6 col ony-form ng units per
gram

So not only are we not finding it in positive
conbos, but the levels we are finding and the sensitivity of
this technology is very sophisticated.

So the point is if you're going to make this
change or you are going to say this hazard reasonably |ikely
to occur even in conbos where sonebody said it was, and
t hese are good conpani es, good | abs that have indicated
this, you can i magi ne what you are facing in trying to
generate this kind of program around these kind of nunbers.

And | think you really have to go back, and we can
do nore work. | think we need to invest and taking sone of

t hese conbos apart, finding it out, because | think what you
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are going to find is you are chasing a tail, and it's a huge

investnment. | don't know that you are going to get out of
it what you want.

| think we have nmade huge advances usi ng ot her
technologies. But this idea, and we're going to give this
to the risk assessnent peopl e because nothing fits in those
nunbers; not the .33 percent positive you' re picking up with
the general testing, which | would argue is targeted. That
isn't comng up with 89 percent. W are running 20 percent
of already positive conbos, so that doesn't match. W
actually running .6 percent of the 500 sanples of these
conbos.

So we will contribute this data to the process.
|"ve got a couple nore things to reviewin it. But there is
a lot going on here and we're going to do nore study on it.

| think you really need the mcro committee to
| ook at this and really design a science-based approach to
getting this done or you're going to waste governnent
resources, you're going to -- that takes noney away from
maki ng a substantive, real contribution to public health.

W have been through these argunents for six
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years, and now | see us com ng back all the way around to

where we were in 1994 about what do you test for and, you
know, we want to do the right thing, but all the data we
have says you're just chasing a rabbit here and | don't
think it's going to get you where you want to go.

W need to do sonmething. [|'mnot saying we don't.

But we need data like this that hel ps us understand the

chal l enge, and it hasn't changed. It's getting harder
actual ly because the conpanies are doing such a good job of
elimnating it.

M5. HANIGAN. Gary, | have two questions for you.

MR. WEBER:  Yes.

M5. HANI GAN:  Four hundred and fifty sanples, each
one 25 grans?

MR. WEBER:  Yes.

M5. HANIGAN.  And what's the total weight in a
conbo?

MR. WEBER: | don't know how bi g these were.

(Si mul t aneous conversation.)

M5. HANI GAN:  So 450 sanpl es taken out of a 2,000

pound conbo?
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MR. WEBER: Yeah, | think they -- | think they may

have taken a honobgenate though, you know, blended it or
sonmething. | can find out nore exactly what the nethodol ogy
was. That's ny understanding of it.

MR BILLY: Nancy?

V5. DONLEY: What you just said that within the
stuff, within a conbo you mix it all up. So I think what
you're showing is that the initial, the origina
determ nations that these were positive conbos is indeed a
fact.

MR WEBER: It isn't true. It was only two out of
the 10 that were positive.

V5. DONLEY: But you know what, we have all said,
and let ne rem nd Rosemary of this too, and it's actually
what Dr. Denton also said this norning. Just because you
don't find it doesn't necessarily nean it's not there, and
l"mgoing to say the same thing in your testing regine here,
and it's the sane thing for this needling programthat we're
tal ki ng about too.

MR. WEBER: Actually you' ve got to have data,

you' ve got to have sonething to neasure, and if you neasure
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in a 000, would you believe zero?

V5. DONLEY: W're finding --

MR. WEBER: No, | guess not.

V5. DONLEY: We're finding it nore now, we're
finding it nore now than we ever have before. And | think
as we continue to develop nore sensitive tests, as we
continue to evolve, we're going to continue to find it nore,
and | think anytinme we have sonething and we can divert this
danger ous product off the market or divert it into a cooked
product, | think we are definitely protecting the public
health and safety, and | want to go record saying | think
this program needs to be strengthened and not dismantled in
any way, shape or form

Also, | want to talk -- Rosemary brought up a very
interesting point about tracing it back from contam nated
ground product, back to a slaughter plant, and sonething
that STOP has always naintained is that a way to effectively
manage at the processing level is to reduce your pooling of
raw products so that you can identify which of your
suppliers is giving you the better, cleaner product.

So that is something that we have al ways
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advocated, that grinders do limt the anmpbunt of pooling that

they do of trims and products.

MR BILLY: I'mgoing to wap this up here
shortly, so Jim then Caroline, and then the chairman of the
subcommi tt ee.

MR. DENTON: Apparently I'mnot qui ck enough on
t he draw because sone of the points that | have to talk
about have al ready been tal ked about just a little bit. But
| do want to nake at |east two things clear, particularly as
| speak to Phil here.

Nunber one is that we do not want to in any way be
consi dered adversarial. W would Iike to be considered a
partner --

MR. DERFLER. Right, that's true.

MR. DENTON: -- with regard to the agency and what
the commttee is charged with doing.

Listening to what Katie has said about HACCP | eads
me to my second point. | probably believe as strongly in
HACCP has a food safety system as anybody sitting at the
table. W have been engaged in education of our industry

since 1994, with regard to HACCP princi pl es.
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| have difficulty understandi ng and accepting that

a tenperature nonitoring on receiving incomng raw product
constitutes a CCP in the situation that Katie described. |If
we nonitor the tenperature and everything is as it should
be, we have not done anything that woul d reduce, elimnate
or control that particular pathogen. 1t has to be addressed
at an earlier step in the supplier who provides that
parti cul ar product.

| think we all are going for the sane objective.
| just can't quite in nmy knowl edge of what HACCP is and how
we control this particular organism --

MR DERFLER  Right.

MR. DENTON: -- can see that we are doing any good
in that approach

MR. DERFLER. Can | just sort of -- | nean, | take
your comment and | hope that we are partners. | just wanted
to say there was one intervention that | didn't nention in
part because | wanted -- | thought it was inportant that
peopl e, you know, talk about it, and it's one of the newer
devel opnents that we have.

| nmean, we have approved their use of a radiation
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with this -- to get ground beef -- of beef to take care of
this pathogen in part. That may not be the answer. It is
there. |It's another alternative. And | just wanted to put

t hat back on the table.

MR BILLY: Caroline?

M5. DEWAAL: Thank you.

| just want to nake two points because | think
they are very inportant to renmenber as the subcomm ttee goes
into tonight's neeting.

First of all, the Kansas State study, one of the
things that it showed to nme that | thought was very
i nportant, and by the way, there have just been numerous

meetings on this particular policy since last year. So if

peopl e had attended those neetings, they will be going into
tonight's neeting with a lot of information. [If they
haven't been, they w || begat.

But in the Kansas State data it did show that the
product -- the E. coli 0157:H7 could be transferred fromthe
exterior of the neat to the interior during the needling
process. And then their data al so | ooked at cooki ng and

whet her that was sufficient to elimnate it. But the key
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was that the needling did in fact introduce 0157:H7 into the

interior of the neat. So | think that's a very inportant
point to remenber as you go into tonight's neeting.

Secondly, the industry data on carcass sanpling
that was di scussed at the neeting a couple weeks ago, or
nont hs ago now, | guess, | think that would be very
beneficial if we could get a copy of that data for tonight's
neeting. And the reason is that --

MR. DERFLER: They never submtted it to the
agency, to my know edge.

M5. DEWAAL: Do we have any of the slides from
their presentation?

M5. STOLFA: Probably in the transcript we woul d
have that.

M5. DEWAAL: Ckay, because |I think -- you know,
Gary has conme in with some unpublished data that, you know,
t hey have run a couple of -- you know, they have run 500
sanples on -- you know, he's comng with sone data. Well,
the industry presented a whol e bunch of data at the neeting,
and what it showed was -- and it was actually pretty

exciting. They tested, and |I'mrenenbering this and maybe
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soneone in the audience will during the public comment

period actually give a better presentation, but they tested
it at a nunber of points. They tested carcasses for E. col
0157: H7, and what they were showing is that their current
systens were in fact reducing 0157: H7 on those carcasses.

Vel l, what that says to nme is carcass sanpling can
be used as a HACCP verification tool because if you found
it, I mean, in a working HACCP system you woul d have
0157: H7 on the carcasses before the processes has worked,
and at the end of the line you should have zeroes. But if
you had a positive, it would clearly show you that the
system was not wor ki ng.

The goal of mcro testing in sone cases is to get
| ots of zeroes because you are verifying that the systemis
working. And | do believe that that data would be -- seeing
that it's already been presented to the agency in a public
forumin an agency neeting would be very beneficial to the
di scussion tonight. That is the best data avail able on
carcass sanpling as a HACCP verification tool.

So | hope the agency m ght be able to get that for

us.
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MR, BILLY: Carol, you have the |ast word.

M5. FOREMAN. At |east until we get together this
eveni ng.

Table 2 in the -- under this tab 8 shows where
E.coli cases have gone from 1987 to 1999, and there has been
by and |arge a continuing decline in the nunber of cases; is
that right? |Is that what Table 2 shows?

MR. DERFLER  Right.

M5. FOREMAN. So | think by and | arge sonething
that both the industry and the governnent have been doi ng
has been working to benefit the public, and I think that
testing is an inportant role in that.

Could I draw sonmething on the board for just a
m nute? There is a continuing problemthat | have about
what i s HACCP.

No one has ever said that ny handwiting is great,
but it would seemto ne that part of the disagreenent that
we keep having here is about -- of HACCP. It seens to ne
that HACCP with conpany X, and that's what the conpany does
to meet its standards using a HACCP system It's a

verification to nmeet whatever the conpany requires to put
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its trademark on a particul ar product.

And then there is HACCP today for a different kind
of trademark, the USDA seal of approval

I f you are doing HACCP verification for your own
trademark, that's where you set your standard. But if you
are doing HACCP to get this trademark, the USDA seal of
approval, then there has to be sonmething in that
verification that says this needs a public health goal and
it's good enough to assure public confidence.

It seens to nme that the indications of -- they
m ght not be the same. They may not be the sane. They
shoul d be, but they may not be because you have sone people
who are selling not under their own trademark. You have
sone people who clearly just don't care, and you have sone
who are just inconpetent.

This is the thing that says you have to be
conpetent and you have to have a standard that's good enough
to get this seal on. And | think that for public confidence
you not only have to have HACCP and all of the
identification and control and reports, but you have to have

in addition to that the testing of end product in order to
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assure public confidence.

Now, we keep having it suggested to us that we
take this, that and the other back to the mcro conmttee.
The mcro conmttee has an assignnment to deal with
scientific data. | think we are the ones who are assi gned
the responsibility for determining what it is that is
appropriate in order to assure public health and public
confidence in particular, and it goes along with the USDA
seal, and that's why | think it's appropriate for us to be

di scussing this, and that's just lead in to where we go

t oni ght .
MR. DERFLER: Thank you.
MR BILLY: Okay, we're going to wap this up?
M5. MUCKLOW Can | just have one |ast word?
(Laughter.)
M5. MUCKLOW | would just like to redeemthe
reputation of Colin GIl. He is a nost distinguished

international mcrobiologist. He has witten an excell ent
paper that was the conclusions of the best m crobiol ogists
in this country who net at the International Livestock

Congress in Houston in February. Be glad to provide that

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

292
paper by e-mail to anybody. |It's on sanpling and testing.

He is not outdated. He is on the cusp of the future. He's
not setting with the sunset.

MR. BILLY: Thank you.

Al'l right, the next and final issue to be
presented for consideration by the coonmittee and then the
subconm ttee this evening is listeria devel opnent, and this
presentation will be by Judy Riggins. This is a follow up
to a day-long neeting we had yesterday on this sanme subject
area, and | know many of you participated in that.

Judy, would you pl ease set the stage for the
di scussion this evening and you will find the materials
under tab 9.

M5. RRGANS: | would |like to focus your attention
to tab 9. W provided you with an executive sunmmary which
sumari zes all of the information that I"mgoing to talk to
you about today. You also received this norning a much
| ar ger package which is our white paper on listeria, which
basically tells the history, where we have been, where we
are now, and where we are going, so with that 1'Il begin.

Last year the agency increased its focus or
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strengthened its focus on listeria nonocytogenes in response

to an increase in the nunber of recalls that we experienced,
attributable to |isteria nonocytogenes in ready to eat neat
and poultry products. And we held a public neeting. W

al so devel oped an action plan.

One of the centerpieces of that action plan was a
reassessnment notice that was published in the Federal
Regi ster in February of 1999, which basically said to the
public we consider listeria to be a hazard reasonably likely
to occur. And based on that determ nation we instructed
conpani es to reassess their HACCP plans to determ ne what
appropriate actions mght be taken to reduce an elimnate
the occurrence of listeria in ready to eat neat and poultry
products.

If you | ook on page 6 of the |arge package, there
is a conplete description of all of the actions that we
conpleted in response to that action plan | ast year.
Yesterday at our neeting we went through an entire litany of
those. In the interest of tinme this afternoon, I wll just
nove on, but | just wanted you to note that the list of

acconplishnents is on page 6 and it goes on for severa
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pages.

On May 6th, President Cinton gave us at USDA and
HHS a menorandum whi ch basically was a directive that
instructed us to -- instructed us to achieve the
adm nistration's goal of reducing listeriosis by 50 percent
by 2005 instead of by 2010, the original goal in the Healthy
Peopl e 2010, was to elimnate it by or to reduce it by half,
by 2010. So we are not ratcheting up our purpose and our
aggressive actions to reduce from.5 to .25 per 100 cases
per year.

MR BILLY: One hundred thousand.

M5. RRGANS: |I'msorry. Wat did |l say? |I'm
sorry. One hundred thousand cases per year. W know that
listeria has a very high fatality rate. Al though people
don't becone ill fromit as often as they do from ot her
pat hogens, when they do becone ill that there is a higher
risk of dying fromit. W know that those who are at risk
are the very young, the very old, and those who are i mune
conprom sed, and pregnant nothers can pass it from
thensel ves to their children while they are pregnant; in

other words, in the wonb.
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So we know that it is a serious illness that we

nmust address. And the President in his directive basically
said to Secretary Gickman and to Secretary Shal al a that he
want us to, as | said, reduce the nunber of cases by 50
percent, and to Secretary G ickman he gave a nore specific
goal of reporting back within 120 days on an aggressive set
of steps that we would take to significantly reduce ill ness
frommeat and poultry, ready to eat neat and poultry
products.

He directed us to propose regul ations for conmment
that woul d i nclude any appropriate m crobiological testing
and ot her industry neasures to prevent cross-contam nation
in the processing environnent, to ensure that processing of
ready to eat neat and poultry products neet appropriate
standards and to ensure that such products are safe
t hroughout their shelf life.

And so with that we have -- with that directive we
have devel oped a nmuch nore aggressive action plan which you
will find intab 9, and I will walk you through that right
NOW.

W are proposing to do a very conprehensive
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rul emaki ng which will basically be -- the framework will be

a performance standard for neat and poultry, ready to eat
meat and poul try products which will include provisions for
listeria that are specifically targeted at listeria
elimnation in processed neat and poultry products.

W plan to require or propose to require that
conpani es conduct listeria species testing in their
environments as verification of their standards sanitation
operating procedures.

W also will propose that FSIS will conduct
| i steria nonocytogenes testing of the finished ready to eat
meat and poultry products as verification of the
ef fectiveness of HACCP pl ans.

W will also develop industry guidance in
conjunction with the rul emaki ng which will provide
information on appropriate interventions for the elimnation
of listeria in ready to eat neat and poultry products.

We have also started to conduct in depth reviews
and in those in depth reviews we will nake sure that we
review all docunentation relative to listeria testing and

any other interventions that conmpanies m ght include in
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their HACCP plans or in their SSOPs to address listeria.

W are awaiting the publication of the interagency
ri sk assessnent, which we expect to cone out sone tine in
July, which will identify for us the nost risky foods. W
know that fromour 1993 and 1999 data that neat and poultry
products, nore specifically hot dogs and |uncheon neat, are
anong the riskiest foods for listeria.

W al so plan to nodify specifications for ready to
eat products for USDA commobdity prograns, so we are working
with AMS and with FNS to devel op gui delines for the
contracts that would be let for those products, for the
pur chases of those products.

W al so plan to investigate instructional |abeling
on those products to provide information that those who use
those products in the commodity progranms will have in
preparing those foods for school children and for elderly
and others who are in the feeding prograns.

W are al so working on an interagency and actually
constituents working group that will devel op public nessages
with regard to listeria. Sone of the nenbers here are al so

on that working group. W expect to devel op those nmessages
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sonme time during this sumrer

And we will also use the information that we gain
fromthe risk assessnent and other information from CDC to
devel op consuner nessages and to inprove and clarify the
information that we currently have for consuner education.

And we also plan to do research. That's a | onger
term a longer termplan is to work with ARS to conduct a
three-nonth study which will | ook at the preval ence of
listeria in ready to eat hot dogs over their shelf life to
see what grow up is, to see what information we can gain
that will help us in determ ning what interventions m ght be
useful, mght be effective in elimnating listeria
nonocyt ogenes in ready to eat products.

So the questions that we would |ike you to focus
on this evening are: The agency woul d appreciate feedback
fromthe commttee on possible additional neasures for
control of listeria nonocytogenes, including those described
in the updated action plan, as well as additional neasures
that the comm ttee envisions.

Secondly, we would like you to give us feedback on

the specific types of research that the commttee believes

Heritage Reporting Corporation
(202) 628-4888



10

11

12

13

14

15

16

17

18

19

20

21

299
woul d be appropriate to understand the organismand its

mechani snms in order to enable intervention to prevent or
reduce the |ikelihood of foodborne illness.

And thirdly, we would |ike your feedback on data
needs and specific sources of data needed to support
rul emaki ng and education, to prevent or reduce the
|'i kel i hood of foodborne illness.

And with that 1'Il take any questions you m ght
have.

MR, BILLY: Katie?

M5. HANI GAN:  Judy, one of the action points laid
out here is the in depth verification review, and | see it
tal ks about a revised draft.

M5. RRGANS: Mm hmm

M5. HANIFGAN: | think we first saw that
information in Novenber of |ast year. So |I am wondering
where we to date, we, the agency? How nany of these in
depth verifications have been done since the last tine this
conmttee net?

M5. RRGANS: | don't have the exact nunber. W

have conducted about half a dozen and they were for "for
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cause" this year. W have focused our resources on those

cases where we felt we needed to have nore information about
what was going on in the plant. In cases where conpanies
failed their salnonella sets, for instances, we have
conducted in depth reviews, and in sone other nore serious
enforcement cases. So we have focused our resources this
year thus far on "for cause"” in depth reviews.

Next year we plan to institute randomin depth
reviews so that we are not only doing reviews for cause but
are also randonmy reviewing both snmall and | arge and very
smal | conpanies to ensure that we have a better
under st andi ng of the hazard anal yses and their HACCP pl ans
and the decisions that they made with regard to food safety
basically in their plants. So we do intend to initiate a
randomtesting or a randomrevi ew next year.

M5. HANI GAN: And does that all hinge on an
earlier presentation we had where they tal ked about the
consuner safety officers positions not being filled? | nean
does that --

M5. RRGANS: W have not yet -- no. W have not

yet reached the point of filling a significant nunber of
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consuner safety officers. W are planning to use HACCP

experts fromthe tech center, HACCP experts from
headquarters, m crobiologists fromheadquarters, food
technol ogi sts from headquarters, along w th HACCP
coordinators in the district offices. And they will conduct
the reviews in conjunction with the I1C and the circuit
supervisors. And we will have a conplenent of skill sets
for each review.

W are not at a point where we have CSGs in place.

Over tine we hope to achieve that, but we don't have that
ri ght now.

MR BILLY: Rosenary?

M5. MUCKLOW Katie nentioned in depth reviews and
Judy addressed it.

It is ny recollection that at the Novenber neeting
we made sone reconmendations fromthe conmttee about the in
depth reviews. And when | | ooked at the update on the
recommendations, | didn't see any nention of that on the
recomrendat i ons.

| particularly renmenber that we tal ked about doing

it nore like a third party audit conpany does things, and
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having an exit interview before departing. And | happen to

know of a recent in depth review where there was no

meani ngful exit interview, and so | would appreciate it if
we could go back and catch that recommendati on fromthe | ast
neeting and get it into the system

M5. RRGANS: |'mnot sure what happened in the
case that you just described, but our procedure does all for
an entrance and an exit interview, and then we would al so
put in witing any findings that rise to the |evel of
concern so that the conpany has a full understandi ng of what
we found. So that is in our current procedures, so | don't
know what happened in that particular case, but that's our
i ntention.

M5. MUCKLOW But there was nothi ng about that
recommendation in the updates that we were provided as a
commttee here today, and | know that we nade
recommendations. | think you were part of our discussion on
that |ast Novenber.

M5. RRGANS: Yes. You nmean that in this we
didn't describe what we incorporated and what we did not?

I s that what you nean?
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M5 MJUCKLOW  Yeabh.

M5. RIRGA@ NS: Ckay.

M5. MUCKLOW Well, we didn't include the
recommendati ons we made as a conmttee and | just -- it
touched ny brain when | heard about this recent review where
there had not been that kind of a closing discussion.

M5. RIGA@ NS: Ckay.

MR BILLY: Caroline?

M5. DEWAAL: Thanks, Tom

Yesterday industry -- the industry groups al so
presented sonme very exciting data and | know Dane Bernard
and Denny Stotz is back in the -- are back in the audience,
and perhaps they will conme up and tal k about it during the
publ i ¢ conment peri od.

But what | got out of that information is that
clearly the state-of-the-art testing regine for the industry
ri ght now i nvol ves both environnental testing and end
product testing, and the nunbers were quite high, and Dane
will correct ne if I"'mwong, but it was sonmething |ike 100
percent of the large plants were doing industry testing,

environmental testing, and something |like 88 percent were
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al so doing end product testing. So it was very conpelling

evi dence that these systens are in use and that they really
do represent the state of the art.

My question to the agency is if that represents
t he best possible approach for the industry to evaluate its
own process, why aren't we using the simlar systemto
verify the HACCP system and for the -- and for the industry
as well, to verify their own HACCP systenf

So why aren't we mandating that the industries --
that the conpani es use these state-of-the-art systens that
the industry has already put forward and that the governnent
al so used verification techni ques which are very simlar?

So | hope that the agency is going to fully
address why they are not nandati ng end product testing as
part of this proposed rule in response to the President's
request, and why they are not using techniques to really
enforce, better enforce the perfornmance standard we have
today for |isteria nonocytogenes on ready to eat products,
which is zero tol erance.

So | really hope that the agency is going to give

us that information.
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MR, BILLY: Any other comments?

(No response.)

MR BILLY: Ckay, thank you, Judy.

Ckay, that conpletes the presentations and issues
di scussion. Now we are going to nove to the public comrent
period. Two people have identified their interests in making
presentations. The first I would like to call to the
m crophone is Dr. Amy Raines, who is with the American
Ostrich Association, who wi shes to speak on the inspection
for non-anenabl e speci es.

It's on. Go ahead. Go ahead.

M5. RAINES: As an ostrich producer and president
of the Anerican Ostrich Association, it's been a little
frustrating by the |l ack of urgency that this particul ar
commttee's progress on the issue of mandatory inspection
for non-anenabl e species. | guess that neans that nobody
has died yet fromeating ostrich neat.

But like all good ratite producers, we haven't put
all our eggs in one basket, and have other itens underway to
achi eve mandat ory i nspecti on.

Qur request is to urge the secretary of
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agriculture to support nandatory inspection for non-anenabl e

speci es by whatever nmeans it can be achi eved, and suggest
that this progress nove forward with data available with a
possible bill and use ratites as a nodel for updating the
ongoi ng food safety inspection program

It seens apparent that there are many ot her
speci es now bei ng produced for food that do and will have
t he sane inspection requirenments, and the sooner the process
for future additions of non-anenabl e species can be
perfected the better these food industries and their
consuner markets wll be served.

Thank you.

MR, BILLY: Ckay, thank you very nuch.

And then the | ast person requesting to speak is

Susan Rivvole? | can't read the witing. Sorry. RI-V-V
sonet hi ng.

M5. RIBBONS: It's Susan Ribbons.

MR BILLY: R bbons?

M5. RIBBONS: Yes.

MR, BILLY: Ckay.

M5. RIBBONS: And | really just wanted to ki nd of
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open di al ogue or make a further suggestion on sone of the

comments that were nmade regarding the 0157 and t he agency
| ooking for a possible CCP in that point.

And as a grinder, if we have prerequisite prograns
at receiving, and I think we thoroughly discussed the
refrigeration is not an adequate control, | think it goes
one step further; that if we did |l ook at that and address
that as a CCP, it's certainly easy to control refrigeration

W expend a | ot of energy in those areas.

But then if sanpling is perfornmed and a positive
shoul d occur, we infer that that neans that the HACCP pl an
has failed, and that is a |large concern to people that are
further processor. So | would just like to make that point.

MR BILLY: Geat. Thank you.

M5. JOHNSON:. M. Billy, there was on the 0157: H7
there was a | ot of discussion about the AM program and |
know Carol yn nentioned it several tinmes. | just wondered if
there is anybody -- Kim do you want to -- are we getting
copies for the subcomm ttee and was there anything el se?

M5. DEWAAL: Yeah, |'ve got sonebody neking copies

of the presentation and the executive summary of the
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research that's been avail able since the 29th of February on

the Anerican Meat Institute Foundation web site.

But to clarify your question, Caroline, there were
three sites that were tested. It was hides, prior to
i ntervention and post-intervention.

M5. DEWAAL: Thank you.

MR, BILLY: Are you having them brought over to
the committee or is that the --

M5. RICE: | asked that they be here by 5:30.

MR BILLY: Geat. GCkay, and we'll make them
avai lable to the public as well.

Any | ast mnute thoughts from anyone? | know you
are all tired. 1 am

VO CE: Can we |eave our stuff in the roon®

MR, BILLY: Can they leave their stuff in the
roonf

No, I'msorry, because they are a part of our
physi cal fitness.

The conmttee nmeetings will start at seven. |If
any of the commttee nenbers can't renmenber which

subconm ttee they are part of, please check with M ke or one
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of the other staff people. [It's also under tab 3 in your

book.

This is real inmportant. This is where the real
work of the committee gets done, so | really appreciate your
comm t ment by working through the evening and | ook forward
to getting your recommendations in the norning.

Thank you all very nuch

(Whereupon, at 5:02 p.m, the neeting in the
above-entitled matter was recessed, to resune at 8:30 a.m
on Wednesday, May 17, 2000.)
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