MEETING OF THE
UNITED STATES DEPARTMENT OF AGRICULTURE

FOOD SAFETY INSPECTION SERVICE

FOREIGN MATERIAL CONTAMINATION,

VALIDATION, AND PREREQUISITE PROGRAM

September 24, 2002
FIRST SESSION
8:00 A.M.

September 25, 2002

SECOND SESSION
8:00 A.M.

Doubletree Hotel, Omaha, Nebraska

Executive Court Reporters, Inc.
301-565-0064



INDEX

September 24, 2002
AGENDA ITEM:

Introduction by Moshe Dreyfuss,
Food Technologist, MPACS, OC, FSIS

Wecome by DuWayne Metz,
Deputy Director, Technica Service Center, USDA

State of Affars on Foreign Materid Contamination 7
Results of Ingpection Survey and Identification
of FMC by RobertaMoraes, Senior Scientit,
Research Triangle Inditute

FSIS Consumer Complaint System by Kimberly 18
Elenberg, Senior Nurse Manager, HHSD, OPHS, FSIS

Evduation of Potentid Hazards Pand Discusson
Panel Participants.
David Goldman, MD, Director, HHSD, OPHS, FSIS;
Kerri Harris, Ph.D., Texas A&M, Int.

HACCP Alliance

Detection Methods and Equipment Avallahility,
Rdiability and Limits of Metd Detectors, X-Rays
and Other Concerns by Bob Richardson, Senior
Principle Engineer, Generd Mills

Page

48

72



Lunch

Current Policy on Vdidation by CharlesL. 127
Gioglio, Director, MPACS, OPPD, FSIS

Discussion of Current Thinking and Draft 138
Directive on FMC in HACCP, SSOP and
Pre-Requisite Programs by Lee Puricdli,

Program Analyst, RDDS, OPPD, FSIS

Perspectives on Controlling FM C through HACCP
Presenters:

Kerri Harris, Ph.D., Texas A& M, Executive 159
Director, Int., HACCP Alliance
Jeanne Raede, Consultant 173

Troie Burch, Director QA, Quik-to-Fix Foods 183



September 24, 2002 (Continued):

Control of FMC through HACCP

Moderator: Lynvel Johnson, Branch Chief, POS, 195
OFO, TSC, FSIS

Pand Participants:

Kerri Harris, Ph.D., Texas A&M, Executive
Director, Int., HACCP Alliance

Jeanne Raede, Consultant

Troie Burch, Director QA, Quik-to-Fix Foods

CharlesLink, Director R&D, Cargill Turkey
Products

Bob Richardson, Senior Principle Enginesr,
Genegd Mills

September 25, 2002

Opening Remarks by Moshe Dreyfuss, 247
Food Technologist, MPACS, OC, FSIS

Perspectives on Controlling FMC through
Prerequisite Programs and SSOPs

Presenters:

John Marcy, Ph.D., Ext. Food Sci., Poultry Sci., 248
Universty of Arkansas

William Sveum, Ph.D., Assoc. Dir., Reg. Affairs, 252
Kraft Foods

Dennis Burson, Ph.D., Prof., Anima Science, 272
University of Nebraska

Control of FMC Scenarios through Prerequisite 285
Programs



Moderator: Lee Puriceli, Program Andyst, RDDS,
OPPD FSIS

Pandl Participants:

John Marcy, Ph.D., Ext. Food Sci., Poultry Sci.,
Univerdty of Arkansas

William Sveum, Ph.D., Assoc. Dir., Reg. Affairs,
Kraft Foods

Dennis Burson, Ph.D., Prof., Anima Science,
University of Nebraska

Charles Link, Director R&D, Cargill Turkey Products

Summary of Meeting by Phil Derfler 326



REPORTER'S CERTIFICATE:
State of Nebraska )

) Ss.
County of Lancaster )

I, CAROLYN S. FREEMAN, reporter, certify that |
reported the proceedings in this matter and that the
transcript is atrue, accurate and complete extension of the
recording made of those proceedings.

IN TESTIMONY WHEREOF, | have hereunto set my hand

at Lincoln, Nebraska, this day of October, 2002.

Reporter



10

11

12

13

14

15

16

PROCEEDINGS: (Morning Session, September 24, 2002)
MR. DREYFUSS. Good morning, ladies and gentlemen.

My nameis Moshe Dreyfuss. I'm afood technologist with the

Meset and Poultry Advisory Committee Staff from Washington.

I'd like to welcome you dl here thismorning. We will go

over the agenda shortly, but I'd like to introduce first

DuWayne Metz, who is the deputy director of the Technica

Service Center here in Omaha, who will present some opening

remarks.

MR. METZ: Good morning, everyone, and welcometo
Omaha. On behaf of Dr. Paul Thompson, the director, and
the rest of the staff at the Technical Service Center, wed
like to welcome you dl to Omaha and to our third technica
conference since we've been located here in the past five
years.

We look forward to these opportunities to deal
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with you one-on-one in person. It's much better deding
with aface than avoice on atdephone. So | would
encourage, while you dl are here, if you want to make any
contacts, we do have severd Tech Center folks Sitting in

the audience in the back and | would ask for them to stand.
So if theré's any questions or issues you'd like to talk to
them about, some of them will be on the agenda. Others are
here bascdly just to vist with you, to provide

information, to discuss any issues that you prefer in the
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halway or, if you so choose, make an gppointment for later
on.

Some of you dl have made appointments to deal
with some of our folks, and if you're not familiar with the
Tech Center, it'slocated -- itsactudly -- it's close by.
We're on the corner of 13th and Farnam, which isthe big
glassbuilding if you just walk out front. Theré's two ways
of going. There's many ways. But the two fastest ways, you
can either go up to -- south to Farnam Street and over to

13th, or go down on Dodge, which is out front, 'til you hit
13th and then go south. It's gpproximately four to five
blocks, so it's not a bad walk from here. So those of you
that have made appointments or plan on making them,
hopefully we won't get any rain or inclement weether and
everything should be fine.

Some of you may or may not be aware of, but the
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Technicd Center Service is going through a reorganization
that we will be implementing in the near future. From our
perspective, that will not change any activity that we ded
with the industry. One of our main respongbilities will

dill be to provide technicd informetion to the field and

to the industry, industry organizations, Sates, federd
governments, counties, and that function will not change.
So if you hear rumors about a reorganization, they are true.

Bascdly, wejugt basicdly -- Some of the functions have
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been reassgned to different divisonsin headquarters. But
the function that deals with the industry in providing

technical expertise has not changed. So as soon as we get
this findized and we get more information, we will be
sending some type of document out to everyone and well go
from there.

So having said that, 1'd like to turn this over to
Charlie Gioglio, from the Office of OPPDE, and he will take
us through the remainder of the sesson. Thank you,

Charlie.

MR. GIOGLIO: Thank you, DuWayne. And good
morning and thank you dl for coming out. I'm going to be
very, very brief now so we dont fal behind. And Mosheis
going to work usthrough -- wak us through the -- sort of
the detailed agenda and what we have.

| just wanted to make a couple of quick remarks.
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Thank you to DuWayne's staff and the folks here at the Tech
Center in working with usin the Office of Policy in putting

this agenda together. And dso | think specid thanks to

Lloyd Hontz and other folks from NFPA and others that work
with usin putting together what | think is a very good,

full agenda here and getting for us, | think, qudity

speakers and to ded with atopic that, obvioudy, from the
turnout here, has got alot of interest and maybe has been

sort of problematic in different aspects over the years.
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| guesswhat | was going to say redly was since
we have implemented HACCP, overall the focus has been on
pathogens and biologica contamination and so forth, and
that's for obvious reasons and dl the right reasons and
everything. And we have, | guess, both as an agency and an
industry, haven't focused directly on the issues regarding
physica contamination, which is redly what we want to
address here, the issue of physical contamination and how
that needs to be dealt with in the context of aHACCP plan
and a plant and within the larger context of the HACCP
regulations.

| won't go into much detail, but we have folks on
the agendathat are going to be discussing it from a pure
hedlth and safety aspect, of what redly are the physical
dangers that may be presented to, you know, to human hedlth

by physicad contamination. Well get into some detail of
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that, and then welll begin -- and then well have further
discussion into the policy and how we expect these things to
be fitted into the HACCP plans.

With that, so we don't fall behind, I'd like to
turn it over to Moshe Dreyfuss from my staff in policy who
can just walk us quickly through the agenda, and I'm going
to rely on Moshe to keep us on track throughout the morning
today and this afternoon and tomorrow, because, like | said,

we do have afairly packed agenda. Thank you.
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MR. DREYFUSS. Thank you very much. Wewill have
a series of gpeakers this morning, beginning with Dr.
Moraes and Kimberly Elenberg, and we will begin one of the
firdt pand discussons on the evauation of potentia
hazards. Each of the speskerswill present some materid,
and then we will open it up for questions.

After the break, again, well have another
Speaker, Bob Richardson. Following lunch well discuss
vaidation and the current thinking and draft directive on
foreign materia contamination. And then at two o'clock
well begin the second panel discussion, discussing
contralling foreign materid contamination through HACCP.

Tomorrow we will continue with the third pand
discusson on controlling foreign materid through the
prerequisite programs and SSOPs. There will be plenty of

time at the end of each spesker for questions. Weve set up
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acouple of microphones. We as, if you do have a question,
please agpproach the microphone, announce who you are and
with what agency or organization you are, S0 we could have
it on record. Plus, it will dso help so everybody can hear
what the questions are.

Tomorrow -- Let me just say today we are mesting
inthisroom. Tomorrow we will be meeting in the ballroom.
So please don't leave anything over at the end of the

meseting tonight. Take everything with you, and we will
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reassemble tomorrow wherever the balroomis. I'll find it
mysdf.

In terms of what Charlie just said, thet if |
announce the wrong hour, I'm still on East Coast time, so

just please bear with me.
Our first speaker is Dr. RobertaMoraes, who is
going to discuss the date of affairs on foreign materia
contamination. Dr. Moradesis asenior research scientist
and assgtant director in the Food and Nutrition Policy and
Consumer Behavior Program at the Research Triangle Ingtitute
Center for Regulatory Economics and Policy Research. She's
aveterinarian with aPh.D. in epidemiology and economics
and has had 18 years of experiencein food safety, animal
hedlth, epidemiology, risk assessment and economics of food
safety issues. She's currently a member of the Nationa

Advisory Committee of the Microbiologica Criteriafor Foods
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and has served on the U.S. delegation for Codex Alimentarius
Commission's committee on food hygiene. Sheisdso an
adjunct assstant professor in epidemiology and public
hedlth group a North Carolina State Universty's College of
Veterinary Medicine. She has authored several book chapters
on food safety and has published extensively.

She will be discussing one of the aspects of the
USDA agency's contract with Research Triangle Ingtitute on

the overdl evauation of HACCP and its effectiveness. So
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I'm pleased to present Dr. Morales.

(Slide show presentation.)

DR. MORALES: Good morning, and thank you for the
opportunity to be here thismorning. | apologize for this
titte dide, but what 1'd like to describe thismorning is
one of aseries of sudiesthat we've been doing at RTI that
was commissioned by FSIS. It'samulti-year study that we
sarted in 1999, and redlly the purpose -- overdl purpose
was to do -- conduct an evauation of the HACCP rule and
emphasize those activitiesin this regard.

Physica hazard studies was one of severa studies
that we were doing in that -- severd hazard studies we were
doing. We're dso looking at and finishing up reports on
chemica and biologicd hazards. But redly thisis one of

many studies where we're looking at what are the changes

that have occurred since PR/HACCP implementation. And we're
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looking a those changes in food-borne illnesses, consumer
confidence, anima production practices and industry
productivity, just to mention afew. But itisafarly
extendve sudy, and so thisisredly only one smal part
of that multi-year study.

We worked very collaboratively with various FSIS
program offices, aswdl as other agencies, to try to get
this -- these studies accomplished. For this particular

hazard -- physcd hazard sudy, thisis by no means an
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inclusive lig, but these are the -- some of the folks that
were very ingrumentd in heping usto get thiswork
accomplished.
Now, the objectives of this study really wereto
identify whether and how identification and control of
physica hazardsin establishments that are under federa
ingpection has changed since PRHACCP implementation. The
methods that we used for this study were twofold.
The firgt oneisthe onetha I'm going to
describe more extensvely thismorning, and in that sudy we
did astudy of circuit supervisors, and we asked them about
practices of the establishments in their circuits before and
after PC/HACCP implementation and what were these practices
that were used for detecting physica hazards. And,
primarily, we were concentrating on metal, bone, plagtic and

glass.
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The second part, which I'm redly not going to
gpend alot of time oniswe dso did an andlyss of the
FSIS consumer complaint data related to extraneous materia
in meat and poultry. But the following speaker is going to
discuss that in more detall so I'm just going to give you a
very quick overview of what our results were on that.

So in terms of the survey, what we did iswe
randomly selected 34 Circuit Supervisors, two from each FSIS

digtrict. And those circuit supervisors, we asked them how
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many establishments were in their circuit, what were the
Szes of the establishments, do those establishments
daughter only, process only, or did they daughter and
process meat and poultry. And the circuit supervisors
represented 1,024 establishments in dl those circuits, the
34 surveyed circuits. We conducted a telephone interview
and essentiadly asked them what methods do establishments
use to detect physica hazards, do establishments address
physica hazardsin theirr HACCP plans, do they do so by
gpecifying CCPs and what are the critica limits, and is
industry in genera assuming more responsibility for
identifying and controlling physica hazards.

For the study on consumer complaints, we looked at
consumer complaint datarelated to physical hazards,
extraneous materias in meat and poultry. And we used the

FSIS consumer complaints database, or the CSIS database.
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The data that we had -- that we used for thisandysis was
from 1997 to 2001. We excluded complaints -- consumer
complaints that were related to spoilage, chemica hazards,
alergens, microbia hazards, and we aso excluded
complaints that were related to extraneous materidsin
imported products. So we had atota of 817 complaints from
1997 to 2001 that were related to extraneous materiasin
meset and poultry.

This dide just describes the characterigtics of
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the 1,024 establishments that were in our survey, and
bascaly what you'll seeiswe have arepresentation of
large, smdl and very smadl plants, and we dso have a
representation of amix of plants that do daughter only,
daughter and process, and only do processing.
Of the circuit supervisors that were in our

survey, they had an average of 10 years of servicein that
circuit, or in the agency. And the average number of
edtablishmentsin circuits for the circuit supervisors was
30 establishments. But there was quite awide range of from
three to 72 establishmentsin any one circuit.

Overdl, if you look a dl of the establishments
that were represented in the surveyed circuits, these are
the methods that we asked about primarily and we asked
whether or not these were used before and after PR/IHACCP

implementation. So what you will seeisoverdl visud
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ingpection and grinder checks are the most frequently used.
And grinder checksredly iswhen they dismantle the
grindersto look for metd fatigue and it'sdso away to
find out whether or not they've got -- they're going to be
introducing some kind of a metal contamination in the
product.
We as0 noted that audits of suppliersincreased
by 17 percentage points after PR/HACCP implementation. And

that's amuch larger increase than we saw in any of the
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other methods, comparing it with before and after PR/HACCP
implementation. Thisincrease in the use of supplier audits
was across dl plant szes. So large, smdl and very small
plantsincreased their use of audit of suppliers as one of
their methods for detecting physical hazards. And audits of
suppliers, there was arange of what was described as what
edtablishments used, and it ranged from doing Site visitsto
requesting routine documentation that was based on HACCP
plan or on monitoring, to letters of guarantee from packers,
or meat and poultry suppliers, and aso letters of guarantee
from non-meat and poultry or other ingredients -- suppliers
of other ingredients.

| apologize, but these dides -- | think we --
somewhere in the e-mail transmission they got messed up.
Let me just go through some of these results here with you.

Visud inspection is the most commonly-employed.
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If you look across these different plant Sizes, what you've

got hereislarge, amdl and very smdl establishments.

Visud ingpection was the most commonly employed acrossdl
plant sizes before and after PR/IHACCP implementation. If

you look at post-HACCP, after HACCP implementation in large
plants, avery close second and third of these methods was

metd detectors at 61 percent of surveyed establishments,

and supplier audits at 56 percent.

If you look at smdl and very smdl plants,
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grinder checks are a clear close second, with 56 percent of
small plants saying that they use that and 52 percent of
very smdl plants using grinder checks. Also, supplier
audits were 36 percent and 26 percent, respectively, in
gmdl and very smdl plants.

Meta detectorsis aclose fourth in smdl plants
at 34 percent, and thisis after PR/HACCP implementation.
And then the rest are pretty far down in terms of frequency
of use.

If you look at the results before -- what they
reported as before HACCP use of detection methods, the
overdl pictureis pretty much smilar, where you have
visud ingpection again the most commonly employed across
al plant szes. But before PR/HACCP implementation, in
large plants metal detection was a very close second at 57

percent. And grinder checks and audits of suppliers was
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tied at third at 45 percent for both of those.

When you look at smal and very smdl plants,
grinder checks were second, the second most frequently used
detection method at 46 and 44 percent for smal and very
small plants. Metd detection was athird most frequently
used before -- detection method before PR/HACCP
implementation for small plants at 29 percent. But before
HACCP implementation, defect pickerswas, | believe, the

third for -- third most frequently used for very smdl
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plants, and that was a 14 percent. But you'l notice that
that's aredly much lower frequency of use of detection
methods for the very smdl plants.

We as0 asked establishments whether -- We asked
circuit supervisors whether establishments addressed
physical hazardsin their hazard analysis and HACCP plans.
And 79 percent of the circuit supervisors reported that all
plantsin their established -- in ther circuits addressed
physica hazardsin their hazard andysis, and the rest said
that some to most establishments in their circuit addressed
physica hazardsin their hazard analysis.

All but one of the circuit supervisors reported
that establishments specificaly addressed metd in their
hazard andysis. Seventy-three percent of the circuit
supervisors said that one or more plantsin their circuits

specified a CCP for metd, but the critica limits varied
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across establishments.

With regard to bone, glass and plastic, dmost
two-thirds of the circuit supervisors reported that bone,
glass and plastic are specificaly addressed in
establishments hazard analyses. But the rest of them only
addressed them generdly asforeign materid. However, only
one circuit supervisor described a CCP for bone over the
criticd limit of eight-tenths of aninch. One circuit

supervisor reported that some plants in their circuit had a
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zero tolerance for glass, and another one -- another circuit
supervisor reported a critica limit of 1/32nd of aninch
for plastic. So there were fewer CCPs and critical limits
reported for bone, glass and plastic, for metd.
We a so asked about noncompliance records that
were documented in their circuits. And over two-thirds of
the circuit supervisors said that ingpectorsin their
circuits have documented NRsfor physicd hazardsin some
edtablishments. The circuit supervisors reported atotal of
39 NRs that were documented across the 34 surveyed circuits.
Most reported only one NR in the circuit, and many did not -
- reported that there were no NRs that were documented in
their circuits.
But the ones that did report that there were
documented NRs, said that only one was reported and very few

actudly said anywhere from two to four were reported.
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Nobody reported more than four NRs in any one circuit. And
the most frequent procedure in trend codes were 01C01, 02
and 03. Thetrend codes -- The trend indicators were dl
monitoring primaxily.

And then very briefly, to describe the analysis of
the consumer complaint deta, thetop lineisdl -- tota
consumer complaints from 1997 to 2001. And thered line
underneath it are the extraneous materid complaints related

to meat and poultry. Soif you look at the comparison of
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this, the trends seem to mirror each other, but consumer
complaints about extraneous materids in meet and poultry
declined 28 percent from 1997 to 2001. But if you adjust
the number of consumer complaints related to mest and
poultry by the domestic -- total domestic production, then
the decline is somewhere in the vicinity of 34 percent over
that same time period in extraneous materias related to
meset and poultry.
S0 judt to summarize the key findings from the

study, overdl, circuit supervisors reported that meat and
poultry establishments are using more methods for
identifying and controlling physica hazards since PRIHACCP
implementation. Most establishments rely primarily on
visud ingpection for identifying and controlling physicd
hazards. But since the implementation of PR/HACCP, alot

more -- many more establishments are relying on audits of
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suppliers, and that was a 17 percent increase snce PR/IHACCP
implementation.
Large establishments tend to use detection methods
more frequently than smal or very smdl plants. And if you
look at the large plants, many will use visud ingpection,
meta detection, supplier audits and grinder checks. Those
are the four most frequently used detection methods, and
they're dl pretty high up therein percent of

establishments that use those -- percent of large
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edablishments that use those. Small and very smdl plants
tend to rely on visua ingpection and grinder checks as
their primary methods of physica -- detection of physica
hazards. And most establishments address physica hazards
in their hazard andyss. However, metd isthe only
physica hazard for which a CCP is frequently identified.
And then, findly, on the consumer complaints
data, the extraneous materia complaints declined 28 percent
from 1997 to 2001. And if you adjust that by tota
production, domestic production, then that decline over that
same time period is 34 percent.
And if there are any questions, I'd be happy to go

over those.

MS. RAEDE: Thank you, Roberta. 1'm Jeanne Raede.

I'm representing Chef America here. That was a very good

presentation. It's maybe not so much aquestion, but |
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wanted to point out at least what | thought was very
interesting in your data. Theincrease in the vendor

audits, | just wanted to point out thet as| look at that

from an industry standpoint and from a company that's very
strong, in those vendor audits | would like to point out

that it would seem aso thet alot of the decline inthe
foreign materid, perhagps alot of the use of metd

detection, grinder checks might be aresult of industry

going out and auditing those vendorsaswell. So | just
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wanted to --
DR. MORALES: | think that'sagood point. It was
interesting that the circuit supervisors fet thet that was
acritica part of the detection methods that were being
used, and many of them did comment specificaly on use of
supplier audits. That'sit for questions. Thank you.
MR. DREYFUSS: Thank you very much, Dr. Morales.
(Applause.)
Our next speaker will be discussing the FSIS
consumer complaint system. Lieutenant Kimberly Elenberg is
our speaker. Sheis presently at the USDA asapublic
health nursing manager of the Consumer Complaint Monitoring
System. She cameto USDA from the Nationd Ingtitute of
Health where shewas aclinicd research nurse. And sheis
agraduate of the University of Maryland School of Nursing

and currently pursuing master's degree in informatics. Just
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to let you know, she was researching donor engraphment
following non-myoablative chemotherapy regimes after
dlergenic bone marrow trangplantsin children. | don't
think that has anything to do with food, but in case it

does, I'm sure shelll explainit. Shewill -- | understand
sheis currently a member of the Commission Corpsin the
U.S. Public Hedlth Service and will soon be entitled to
lieutenant commander. 1'd like to introduce Kimberly

Elenberg.
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(Slide show presentation.)

MS. ELENBERG: Can everybody hear me pretty well
in the back of the room? Yeah? Good, okay, great. Well,
thank you very much for inviting me to participate and to be
here. I'velearned alot since I've come to USDA and about
the food process. | guess more relevant to that is growing
up onafarm. | grew up in Hershey on afarm and
apprenticed as a chef at the Hotel Hershey, and so I've gone
from the farm to the table and certainly enjoy edting al
the foods that you prepare.

The USDA has dways played arolein protecting

our food and making sure that the product that comes out is
wholesome for consumersto eat. It redly Started in 1906
officidly with the Federd Mesat Inspection Act. In 1957 we
went on through poultry and continued to develop dl the way

up through egg products until 1996, when | think we redlly
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hit aggnificant level of procedure that redly helped with
improving the quality of our food, and that was the 1996
Hazard Andysis and Criticd Control Point.

Thisisjust to get usin the mood now for the
talk. Every timewe have aprocess or procedure, it's
aways important, once you've implemented it, to go back and
look and review to see how effective that procedure has
been. 1n 1999, the OIG came back and reviewed the HACCP

activities, and this came under the Food Safety Initiative
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of the last adminigration. One of the things that they
reviewed was the handling of consumer complaints. Asmuch
as we have our eyesin the plant, our production of food is
very large. Asyou know, it's one of the largest aspects of
our economy in the United States.
Our best eyes and ears are the consumers. What

are they seeing and how are they responding to it? Because
they're the people who are going to be consuming the
products, so we want to protect their heath, and they're
aso the persons that are going to be supporting our
industry. It'stheir money that's keeping us going. So we
want to listen to them, and we want to see what it is thet's
occurring and use their input as our eyes and ears kind of
out in thefield, just like anurse is the eyes and ears for

the doctor.

The consumer complaintsthe FSIS getsin -- and
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FSIS, I'm sure as everybody here knows, stands for Food
Safety Inspection Service -- uses these consumer complaints
to help identify unsafe mest, poultry and egg productsin
commerce that may have to be removed from commerce. We
don't just look at things that need to be removed. What we
do iswe look at these complaints and most of the time what
we do with the complaints is once we've reached a certain
threshold, more than one complaint of the same product from

the same production lot, is we take alook back at the HACCP
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procedures in the plant. That's most frequently what

happens. We cal up. We work through the ADME's, and I'm
going go through this shortly, in the different didtricts,

and we go back to the plant and we do an 02 review of the
HACCP procedures, or an 04 review of the HACCP procedures,
and we think, you know, where -- how can we help indudtry.

Y ou know, because that's what it's about, is working
together. How can we help industry to locate where there
might be a problem within their procedures, so we can

prevent this hedlth hazard.

Recently we had a case where there was a huge

knife that was sealed in a package of meat. And we went
back. Apparently it had falen in during the process line.
Someone had used a knife to cut open the boxes and it had
fdlen in before this product was vacuum sealed. Now, the

product did go through the metal detector and the meta
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detector, when it was checked through the HACCP regs, was
working properly. But what we found was that the weight of
the box for that particular product wasn't moving through at
the time that it needed to for the metal detector to work
goppropriately. And so, indeed, we hel ped this plant to fix
and adjust the timing of the conveyor belt with the process
through the meta detector.

The purpose -- Roberta was taking about data from

1997 to 2001 on a consumer complaint monitoring system that
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was cdled CSIS, | believe, at thetime. That has evolved
into what isnow CCMS. And what CCMSis, isapassve
surveillance system designed to document and track dl
consumer complaints that are reported to the Food Safety and
Inspection Service.

Now, let me explain to you what a passve
survelllance system means, because that will help you redly
put the numbersin perspective. A passive survelllance
system is a system that receives consumer complaints. We
don't go out and seek complaints. We don't seek information
from the public. Itisrecaived. Soit's voluntarily
given. Soitisnot -- It's representative only of what
consumers have cdled in and given to us, only of the
informetion they have provided to us voluntarily. So the
incidents that we're going to talk about when we look at

these rates of foreign materia are only representative of
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that population that has called in to ahotline or to a

state health department and have provided us with

complaints. Many, many more times there occurs foreign
materias or other problems with food products and consumers
dont cdl in. We don' redly know the incidents or what
percentage of complaints are reported, but what we did find
was, of the complaints that were reported, the numbers I'm
going to demongtrate and show to you today related very

closdly to the literature and to the research.
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So we think that even though our numbers are
small, that they're probably afarly accurate
representation of the incidents of injury related to foreign
materia and the incidence of foreign materid in food.
It'sjust | want you to understand that it is a passive
survelllance system.

We define consumer complaint as any complaint that
is reported to FSIS that isinitiated by a consumer, on
behdf of aconsumer, like by a state hedth department,
that is related to an FSIS-inspected product. Now, these
complaints, | need you to understand, are dleged by the
consumer. It is not possible to verify dl of the
complaints that we get in. And oftentimes some of the
complaints that we get in are retracted. We had a consumer
who called up concerned about atooth in their soup. Well,

we had reports of several bone particles in soups and other
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reports of teeth in this particular product. And so -- But
we hadn't had it verified as of yet. So | sent acompliance
officer out to verify it because | redly wanted to see if
there was a problem somewhere.

In fact, there was atooth with afilling in this
person’'s soup. Twenty-four hours later the gentleman
recalled -- cdled the hotline again and explained that he
didnt redize his wife had lost her tooth while preparing

his soup.
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So what I'm trying to do isredly establish that
these complaints are aleged by the consumer. We do verify
many of them, but it is ot possible to verify al of them.
Sometimes product istotally consumed. Sometimes consumers
throw it out. There'sjust various reasons why we cant
veify dl of the complaints.

The intake areas for our consumer complaints are
through the USDA Mesat and Poultry Hotline, the Compliance
and Invedtigation Divison, digtrict offices, Office of

Public Health and Science. We get e-mails, Labding and
Food Protection, state and loca health departments and
other federal agencies. Right now we havent redly done a
huge PR blitz on our consumer complaint monitoring system.
Weve been running amodd for the past couple yearsin the
database to learn from thismoddl. And it has been

extremely effective in usng our resources as best as
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possible and in responding and tracking to these consumer
complaints and working with the HACCP plans. But it needs
to be re-architected s0 it can support an intake larger than
what we currently have. And at that point, we will, you
know, go ahead and let it be known on a more wide scae that
this system exists for consumersto cdl in to.

Some of the examples of complaints that are
associated with the consumption of mest, poultry or egg

products are things that alege an illness, aninjury,
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foreign object or materia, an dlergic reaction,
underprocessing of ready-to-eat product, misbranding,
economic adulteration or inferior quality.

Now, sometimes many of these complaints have more
than one component. Oftentimes, the foreign object or
foreign materid in food has the component of illness
related to it. And it's not necessarily amicrobia
illness, and that's not what were focusing on today. It's
more of a, | guess, menta anguish on the part of the
consumer. "l saw thisin my product and five minutes later

| was throwing up,” you know. People are very sensitive
about the food that they eat and consume.

Examples that we do not enter as consumer
complaints are the school lunch program complaints. We have
specific ways to handle these that are separate -- and

digtrict complaints that are not initiated by a consumer --



17

18

19

20

21

23

24

25

S0 in other words, the competition callsin -- retall

prepared product, and product tampering or bioterrorism, and
those go directly to the OIG. Sometimes -- One of the
concerns that we have is that something that might be

product tampering or bioterrorism, particularly

bioterrorism, may not be identified as that origindly, and

0, therefore, may be entered as aforeign materia or

illness a firg. So right now we're coming up with ways to

dicit and tease out information that would confirm that it
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is product tampering or bioterrorism.

Screening the consumer complaints. One of the
things we do is we determine if the consumer complaint meets
the criteriafor incluson. If so, we search our database
for dmilar cases and determineif further invedtigation is
warranted. If we decidethat -- If therésaforeign
meateria that we decide is possible, perhapsit's avery,
very small piece of pladtic, it doesn't seem to pose a
physical hedth hazard, only one complaint, there's no other
complaints againg this, or it's redly not clear, theré's
no clear link established to that foreign object in the food
product -- A lot of times we have consumers perhaps who are
looking for financid rewards, and weredly, redly cant
identify how that foreign object getsin there. We keep
track of that because it's important to know that it exigs,

and it hdps usif there's another complaint of asimilar
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nature, to identify that there's a problem.

One of the things that we do to make sure that
everybody is aware of the complaint is|etters are sent out
to the complainant digtrict and to the establishment
district so that they're aware of it, and we dso send a
|etter to the plant, making them aware of the complaint, and
then a disposition, aletter of disposition to the consumer.

Investigated cases are warranted for one complaint

of underprocessing of aready-to-eat product, one lab-
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confirmed illness or injury -- weve had many injuries
related to foreign materids -- one dlergen complaint, two
or more foreign materia complaints, two or more of quaity
or economic adulteration and misbranding.

The procedure we have for investigating casesis
the ADME of the didtrict is notified, and they send out a
compliance officer to initiate an investigation. They
verify and collect samples, if necessary. Oftentimeswe
send these samples to the lab. We do an organoleptic exam,
whichisavisud exam. A lot of times we have the ability
to digest the food product to identify any further foreign
materials. The ADME of the didtrict is notified as needed,
and they contact and involve the ingpector in charge of the
plant. And al information continues to be documented and
flows through CCMS, giving us a database to work with so

that when we do presentations like this, we can look back at
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the data we have and useit to help eventualy guide policy.

Sometimes presence of foreign materid or illness
can lead to a potential recdl, and that is handled by our
Recall Management Divison.

We follow this up with aletter to the consumer.
The consumer isadso able to FOIA this letter, so they are
able to gain some information on the case. And the letter
to the digtrict management of the establishment digtrict

also occurs. What they do with this oftentimesis areview
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of the HACCP procedures, the SSOPs and make any changes or
re-education of the plant Saff as necessary.

At times, an egtablishment will have numerous
complaints that are not about the same product or not about
the same problem or the same product. Maybe different
products that have different types of foreign materid,
plastic, metal, wood, whatever. So we wouldn't necessarily
initiate an investigation on this unlessiit fell under one
of the criteria as stated previoudy. But we do ask the
ADME to fallow up with the [IC in the plant to evaluate the

plant processing activities.

What has CCMS found? Okay. Firgt of dl, from

2001 until present, our number of complaints are 1,309. The
foreign materid complaints make up 331 of those complaints,
which is 25 percent of al of our complaints. Those

relating to injury represent 6 percent, and those relating
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to illness represent 7 percent. In the literature, and
that's going to be ddved into alittle bit further by Dr.
Goldman, who is one of the next presenters, it redly --
they aso confirm that it's about a 6 percent relaionship
of injury to foreign materid.
Thisis my breskdown of foreign materids. Meta
isthe largest angle identified foreign materid in our
products, followed by plastic and glass. Chemicdswas only

3 percent. We can see "other" makes up a huge grouping, so
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now we're looking at "other” to seeif that can be broken
down alittle bit further. And whet falls under "other"
primarily iswood, divers of wood and fingernails.

We dso have alot of complaintsthat comein, and
these are not included for this presentation, on insects,
larvae, worms, things like that.

Theincidents of glass, "n" is 32, representing 10
percent of the foreign materid complaints. This has
alegedly resulted in four injuries. So 12 percent of those

10 percent of the complaints resulted in injury, and two of
them resulted inillness. Metd represents 30 percent of
our foreign materia complaints, and 5 percent of them
dlegedly resulting in injury. The largest injury related

to metal are lacerations to the tissues of the mouth, the
gums, and throat. And it dso led to multiple broken teeth,

alot of denture work that needs to be followed up because
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of this.

Plastic represents 15 percent of our foreign
materid complaints. Four percent of them dlegedly
resulted in illness. One of the cases that we've had
recently has resulted in requiring surgica intervention.
Ten percent has dlegedly resulted ininjury or choking, and
you can guess primarily these are children that are choking.
A lot of thishasto do with plagtic in emulsfied products.

| think alot of times products are reworked, like hot dogs,
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and thisisabig area of identification for plagtic in
products. Some of that plagtic is soft plastic, kind of
like the casing, like athick casing that can't be chewed,
and alot of timesit'ssmall, hard plastic. Of specid
concern, obvioudy, isfor young children because of the
Sze of their esophagus.

And chemicals so far that we've had have not
resulted ininjury or illness. Complaints identified
chemicals usudly through smdll, taste and sight. What
these have primarily have been, have been cleaning fluids
that have gotten into the product, you know, resulted from
not getting the equipment cleaned properly in the plant, and
in one case we had mercury in some soup. It was confirmed
inour lab that it was mercury. But redly we could not
identify the source of this.

And then as| said earlier, "other" is 44 percent
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of our consumer complaints, and those are wood, fingernails
and stones, primarily. Four percent have dlegedly resulted
ininjury. Wood has led to |acerations, and stones have led
to dental problems. And 12 percent have resulted in

illness. Now, most of those illnesses are not lab-

confirmed. Asl sad, they seem to be more anguish on the
consumer's part, the idea of having aforeign materid

present in their food has led some consumersto violent

action, or the threat of.
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Some of the papers that we reviewed are by
Hamilton, Polter and Hyman, and as | said, our findings
redly are conagtent with their findings, that 5 percent of
foreign materidsin food result in minor to seriousinjury.

| have one case summary, like a case sudy a
little bit. We had received a one point two complaints
about an Itdian sausage with extraneous materid. And, in
fact, what this extraneous materid was, it looked to be
like a piece of mirror or something. It was shiny on one
sde, plastic on the other, and the measurements you can see
were pretty long and very thin. And these are the types of
foreign objects that seem to cause the most injury, long,
thin divers. Both of these complaints that came in were
from identicaly-coded product from the same store. The
aleged consumption of this was from a mother who gave her

child some, and this child ended up having blood in their
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gdools. The mom did not relate this to the sausage until as
she was leaving to take the child to the doctor, she fed the
rest of the food to the dog. The dog consumed the product
and ended up with having glass embedded in the roof of its
mouth.
ThellCinthis case was notified. The other --
The second complaint came in from awoman who, when she was
preparing the sausage, found the diversin her cooking pan,

30 she did not recaive injury fromiit.
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The 11C was notified and the HACCP plan was
reviewed in thisplant. A Hedth Hazard Evauation Board
met with numerous representatives of human hedlth, and it
resulted in aClass 1 recal with apressrdease. Soiit's
obvious and clear that the presence of foreign materidsin
food can present both a public hazard, a public hedth
hazard and a Class 1 recdl is definitely felt economicaly
by industry.

Now, these are the recdls that we have that are
related to foreign materia, and thisis from 1982 to
present, and that is 122 recdls. The mgority of them are
related to metal; secondarily, plastic; other, and then
glass, which is pretty representative of the complaints that
we're receiving in CCMS,

In conclusion, CCMSis one of FSISstools used to

help assure a safe food supply. Obvioudy, aswe go through
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the day and we discuss HACCP procedures, there are many,
many tools the FSI'S has to ensure wholesome, safe food.
Consumer complaints are very effectivein providing an early
warning to possble hazards. Weredly have cometo redly
gppreciate the complaints that we receive from consumers for
their value. And the number of reports as a percentage of
trueincidents, | just want to clarify again, is possbly

low because thisis a passve surveillance system and it's

not widdy, widdly known, | don't think, to the public yet.
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But over the course of time we will make thisatool that
consumers can be more aware of.

Datafrom CCMS, from our Consumer Complaint
Monitoring System, suggests minor to severe injuries have
resulted from foreign materia in 6 percent of the cases.

And that'sit. Does anybody have any questions for me?

(No response.)

Wéll, thank you very, very much, and have agood
day.

(Applause.)

MR. DREYFUSS. Wewill now begin our firgt of the
three panels. We will have -- We have two speakers arranged
to discuss -- sorry. We have two speakers to arrange (SC)
the evauation of potentid hazards, Dr. David Goldman, who
will speek first, and Dr. Kerri Harris. It'slisted that

Ron Eckd will moderate. Unfortunately, he's not here with
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ustoday.

Dr. David Goldman is currently deputy director of
the Human Hedlth Services Divison in the Office of Public
Hedth and Science at FSIS. Heisafamily practicein
preventive medicine public hedth physician and a member of
the commissioned corps of the U.S. Public Hedlth Service.
He has been with FSIS since February of 2002. He has spent
thelast 10 yearswith the U.S. Army Medica Corps, bothin

family practice and preventive medicine, and he has been
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with the Virginia Department of Hedlth, Didrict Hedlth
Director, and briefly is the deputy state epidemiologist.
Dr. Goldman will talk about the physica hazards of foreign

materids. Dr. Goldman?

DR. GOLDMAN: Thank you and I'm very happy to be

here today to present to you a discussion about the physical
hazards of foreign materids. Y ou're going to get alittle
anatomy lesson, and I'm going to talk first generdly about
physical hazards, what the potentid is, and then talk a
little bit about some reviews that have been done by other
federal agenciesin their attempts to study the risk of
physical hazards. And well proceed through that and you'll
seewhat | mean.

(Slide show presentation.)

As| mentioned, | want to start out generaly

talking about the physica hazards of ingested foreign
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bodies. Then review some of the literature that's avallable
to usthat talks about the epidemiology and the clinica
aspects of foreign body ingestion, and then as | mentioned,
discuss some of the other federd agencies effortsto
atempt to minimize the risk to human hedth.

| should first say that thereis no literature
redly avallable for foregn maeridsin foods. What
exists and has existed over time in the medicd literature

iswhat are known as case reports. That is, therés anewly
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particular unusual presentation and writes that report up
and submitsit to ajournd, and that exists as a case
report. But there have not been any long-term studies or
studies which have attempted to put together case reports
into what we would cal a case series or an actua study for
andyss. So the literature about foreign materidsin
foods resulting in illness or injury is quite scant. The
literature that exists about ingested foreign bodies redly
has to do mostly with children, first of dl, and ingestion
of non-food foreign bodies. So just bear that in mind aswe
walk through the walk.

Asyou can imagine, there are various parts of the
human body that are at risk from foreign materids.
Primarily, the top two, what is known in the literature as

the arrow digestive tract. Asyou dl well know and
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probably have experienced persondly, when you swallow
foods, you're often or occasionaly, a least, a risk of
some of that food materid getting down into your trachea or
windpipe and causing you to cough and gag. So you've had
that experience. And I'll show you in just a minute with a
couple of dides how that's possible.

Obvioudy, the mouth and the teeth are at risk for
any foreign materidsin foods because that's where the

point of entry is. And then I'll talk briefly about how the
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hands or extremities may be at risk.

The hazards to the digestive tract. Asyou know,
when you take in food, the esophagus is the connection
between the mouth and throat and the somach. Thisis
primarily where most of the injuries related to foreign
materias have been documented, either laceration or
perforation. Laceration is Smply acut in the mucosa of
the esophagus. A perforation implies an actud through and
through laceration. That is, it's alaceration that extends
through the complete wall of the esophagus.

A figula-- I'll demongrate with apicturein a
minute -- occurs when there is a hole or a communication
established between the esophagus and either the trachea or
the aorta, which can be even more serious. So there'sa
passageway that formsthere. Obvioudy, asthe food,

materia proceeds through the digestive tract, other parts
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of the digestive tract are at risk for either laceration or
perforation.

Bdieveit or not, with dl the technology on the
internet, it was very difficult to find any good pictures of
the digestive tract, o I've got acouple. | didn't have
any idea how well these would project, but I'll try to point
out a couple of key features, and I've got two dides that
are abit different.

Thisis a cross-section, obvioudy, of the mouth
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and throat. And what | want to point out isthat thisis
the esophagus here. In the front of the esophagus is your
trachea or windpipe. The tracheais supported by cartilage,
and that's why it's an actud space. The esophagusis
supported by muscular tissue, which is soft tissue, and
that'swhy it'swhat we cal a potentid space. Obvioudy,
when you swallow, the esophagus opens and alows the food
Suff to move downstream.

This dide representation demondrates alittle
better the next point. Thisisyour tongue, which, of
course, isabig muscle. In the process of swalowing, what
happensis that the epiglottis, right here, when you
swallow, closes. It proceeds kind of downstream and abuts
againg this piece of tissue here, which is part of the
larynx and closes off your windpipe. Thisiswhat prevents

you from food, mostly, from getting into your windpipe,
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because this epiglottis works every time you swvalow, with
rare exception. Of course, there are people who have
difficulties with swallowing who have neurologic conditions
which prevent that from happening. But generdly spesking,
the epiglottis works every time and closes off the trachea
to prevent food or liquids from getting into the windpipe.

| mentioned earlier -- and I'll talk more about
children. Obvioudy, children who put any number of foreign

bodies into their mouths, especidly when they're young,



10

11

13

14

15

16

37

don't necessarily intend to swalow them. So thelr
epiglottisis not necessaily in action when they have a
foreign body in their mouth. So what can hgppen to them is
that they're running around with something in their mouth.
They get excited. They scare each other when they're
playing with other kids. And that's when the -- Because the
epiglottisis not in action, thet's when some of those
foreign materids can actudly get into the larynx and down
into the bronchid tree. And well have a picture of that
inabit aswell.

I'm going to talk first about hazards to the
respiratory tract. Choking isan occluson of the airway.
Back to that earlier dide, it's some occlusion or closing
off of the trachea or some portion of the respiratory tract
which would cause choking, obvioudy, gasping for breeth.

And, obvioudy, as| mentioned earlier, children under three
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are a greatest risks.

Common hazards or commonly reported hazards are
foreign objects or food, but not foreign objects in food.
Typicaly, the foreign objects are coins, or toys, or pieces
of toys Theway in which food becomes a choking hazard is
that if achild swalows some -- apiece of food that is too
big for histhroat, it can actudly become lodged in the
upper esophagus, back to that earlier picture, and compress

forward. | mentioned that the esophagus essentidly is soft
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tissue. It'smuscular tissue, but it can compress forward

againg the trachea and thereby cause the choking or

asphyxiation.

Aspiration isaterm that's a big different. It
implies that foreign matter has been inhded into the
respiratory tract at some point, whether it's just into the
trachea or down into the bronchia tree. And thereare
severd pathologic conditions that can result from this.

Y ou can actudly get partid lung collapse. 1'll show you
in the next dide how that might happen. Obvioudly, if it's
organic materid, if you've got aforeign body in your
respiratory tract, the body's natura tendency isto try to
defend itsdlf and it will send white blood cells and other
macrophages and cellsto try to attack the foreign body.
And if it's organic materid, then there can be a process

st up where infection will occur. In rare occasions you
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can actualy get destruction of lung tissue from a piece of
foreign materia that's retained.

| had a personal experience. My daughter was
about 21 months old and was -- became sick. And it was
believed that she had aspirated some foreign materia. And
children can get quite Sick. Shewas quiteill for aperiod
of time. And dthough they attempted to ook down into her
bronchid tree, they never did find aforeign materid and

sherecovered fine. But, of course, you may dl have your
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own experiences with children. It is quite common that they
put things in their mouths, and occasiondly that materid
may get into the respiratory tract and cause injury or
illness.

Herésapicture again. Thisactudly projectsa
little bit better than | thought it might. What happensis
if, for some reason, foreign materia of any sort is
inhded, thet is, is aspirated down into this -- into your
trachea or beyond, when it causes problemsis when it
becomes lodged. Y ou know, obvioudly, the diameter exceeds
the diameter of the portion of the bronchia treein which
it's contained. So that especidly if it gets down here,
for example, and occludes this particular airway, then all
this lung tissue beyond that will not receive ar exchange
asit normdly is accustomed to doing with your normal

breathing. What would result is, first of dl, probably
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partia collagpse of this portion of the lung here. And then

as| sad, in some instances, especidly with organic

materid, you might get an infection that would set up in

pneumonia, which is gpparently what happened to my daughter.
Eventudly, if it's organic materid, it may be

ingested by the macrophages and the other defender cellsin

the lung tissue so thet it will eventudly resolve itsdf.

But in some cases, especidly in inorganic materid, it can

cause local lung destruction and may require surgicdl
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intervention.

Hazards to the mouth and teeth have been
frequently reported. I'll mention some specific Satigtics
inalittle bit. Asyou canimagine, if you have a sharp or
pointed object that's embedded in your food that you're
egting, lacerations to the mouth and tongue would be quite
possible. There have been some reports of chipped teeth or
broken fillings, damage to dentures and smilar types of
injuries.

There have been afew reportsin which lacerations
on the hands have occurred from sharp or pointed foreign
meaterias that are contained in food that occur when the
food preparer is handling the food products. Again, that
probably makes sense that it would occur in those instances
aswall.

There are d o, in addition to injuries, avariety
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of illness complaints that have been documented. Kimberly
mentioned this alittle bit earlier. Many of these are
unexplained. That is, there are not any lab teststo

confirm these. Again, much of the dataiis from a patient's
report and can't be confirmed. But these are some examples
of the complaints that have been reported in the medica
literature. Nausea and vomiting, diarrhea, headache, fever,
chest pain. A vaiety of sysemic complaints have been

attributed to ingestion of foreign materids.



10

11

12

13

14

15

16

41

| want to now get alittle bit more specific about
some of the reports that do exist in the literature. About
80 percent of foreign body ingestions do occur in the
pediatric age group. In some reports that's specified as
under age three, as | mentioned earlier. In other reports
it's not as specific. It's been variably reported, but
generdly between -- It's thought that between 80 and 90
percent of foreign bodies will eventudly pass through the
digedtive tract spontaneoudy, without any need for any
intervention whatsoever, and this occurs over aseverd day
period of time. It is aso estimated through the variety of
reports and case series that have been studied, that
anywhere from 1 to 5 percent of foreign bodies that are
ingested will result in some injury.
Although sharp objects account for asmall

proportion of foreign body ingestions, as you might imagine
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and it makes sense, they account for a disproportionate
number of theinjuries. A hospitd in Fittsburgh did a case
series of al foreign bodies over a certain period of time,

and of those that required some surgica intervention, so

that is these were the more serious cases, and they did a
consecutive series of reports over aperiod of time, 37
percent of the foreign bodies were removed from the airway
and 63 percent were from the upper digestive tract,

primarily the esophagus. So you can see over aperiod of
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time with serious foreign body ingestions, roughly it'sa
one-third, two-thirdsratio of airway to digestive tract
foreign bodies.

The FDA, our sster regulatory agency, published a
report severd years ago in which they reviewed their
consumer complaints. They have aconsumer complaint system
somewhat smilar to ours, and they reviewed, in this
particular report, dl the complaints from 1989. Soit'sa
little bit older data, but in that year they had nearly

11,000 total consumer complaints related to their food
products. And of that number, about 25 percent aleged
foreign materid as the reason for the complaint. Of the
total number of complaints, 123, or dightly over 1 percent,
were complaints that aleged injury or illness. The most
frequently reported injury was mouth or throat laceration.

The second most frequently reported condition was
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gastrointestingd distress, not an injury. And the third
most was dental damage.

In that same review, glass was the foreign
materid that was the most frequently reported as the cause
of injury. Actudly, in ther review, their second most
common cause was what they term dime or scum. And,
obvioudy, those resulted not ininjuries but in illness
complaints. And the third most commonly reported foreign

materid was metal.
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Now, | want to move now to -- | said the last
portion would talk about some of the various federa
agencies efforts to characterize foreign materidsin their
effortsto hdp minimize risk to consumers. Most of the
characterization and study that have been done by the
regulatory agencies have to do with the size of the object.
Although the shape of the object and the consstency of the
object, I'll mention toward the end, have been -- should be
consdered as well.
FSIS actualy convened what was, at that time,
cdled a Public Hedth Hazard Analysis Board when there was
aproposed rule about bone particles back in 1995. Thiswas
essentialy the forerunner to the Health Hazard Evaluation
Board, which isthe current format for our considerations of
hedlth hazards in food materids. And it was abody that

was convened by FSIS and included representatives from the
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private medical community, as well as representatives from
the FDA, who obvioudy have alot of experience aswell with
consumer complaints and food hazards. And one of the things
they concluded related to size was that bone particles less
than one centimeter did not probably present a safety

hazard. Those particles between one and two centimeters did
not -- were consdered alow risk. And those greater than
two centimeters were probably a safety risk or safety

hazard, rather.
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Interestingly, | read through this severa times.
They didn't specify which dimension the centimeter referred
to, whether it was in length or diameter, but that was the
result.

At the same time, they said that the presence of
any other foreign materid. So they didn't consder things
other than bone, but that the presence of any other foreign
materia might pose a potentia hazard, and each of these
instances should be considered on a case-by-case basis,
regardless of the size.

Many of you are familiar with the Consumer Product
Safety Commission. Fairly recently they declared that
object -- sphericd objects, that is, round objects of a
certain Sze, should be declared hazards to children.
Again, the children specified under age three might be at

risk for choking, or ingestion, or aspiration of an object
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that's less than one-and-three-quarter inches. In addition,

the Consumer Product Safety Commission uses a device they
cal asmdl parts test fixture, which is essentidly a

cylinder that's, | think, one-and-a-quarter inches by two-
and-a-quarter inches. And any smdl part or piece of a
consumer product that fitsinto that cylinder or is

deformable and would fit in that cylinder isjudged to bea
choking hazard for children.

The FDA, in a separate report, reviewed al of its
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Hedth Hazard Evauation Board conclusions over along
period of time, 25 years. And when it cameto
consderations of sze, they judged that particles that were
one to Sx millimeters might pose wheat they termed a limited
acute hazard in 56 percent of the cases. Any object,
though, thet's greater than six millimeters, which is
essentialy about a quarter of an inch, was consdered to
present a possible hazard in greater than 97 percent of the
cases.

The FDA and the Office of Regulatory Affairs of
FDA issued a Compliance Policy Guide severd yearsago in
which they characterized or used the characterigtic of sze
asaguidefor ther field Saff to usein congdering
potential actions againgt producers for foreign materia
contamination. And they came up with these criteria. Any

food product that had hard or sharp objects of a certain
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Sze, again, about aquarter of aninchtoaninchinsze,

and ready to eat, and they defined that essentidly asa
product that would not require additional preparation or
much additiond preparation, which would have -- which if it
were possible, would alow the consumer an attempt to
recognize this hazard -- So if there was not any further
preparation and it was of a certain sze, then that would be
criteriafor direct reference seizure.

Criteriathat they established for recommending
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legal action to the Center for Food Safety are these listed
below: Objects of the same size, but those objects in foods
that do require some additional preparation, chopping, or
cutting, or some manipulation of the food so that the
consumer might have an opportunity to recognize those
hazards, or objects |ess than seven millimeters, again, less
than about a quarter of an inch and intended for specia
risk group. They define specid risk group as surgica
patients, the elderly and infants. They didn't otherwise
define those any more specifically. And then, as might be
obvious, any foreign object in foods that was greeter than
25 millimeters would be a reason to recommend legd action.
I mentioned most of the study and concern has been
about the size of objects, but thereis aso concern about
the shape of an object. Obvioudy, spherica or cylindrica

objects and when it comes to foods, you know, pieces of hot
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dog, or grapes, or raisins, those sorts of things, present
the greater risk for choking. But not surprisingly, dender
and sharp or pointed objects present the greater risk for
laceration or perforation.

There has been some study about the consistency of
objects. Thisis mostly having to do with ingestion of nor+
food objectsin children. Rigid objects, coins or toys,
hard plastic toys have caused the most choking degthsin

older children, whereas what are cdled conforming objects,
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those that are deformable, like baloors, or pieces of
plastic, conceivably, that have that same characterigtic are
more a cause of choking deaths in children who are under age
three.
To conclude here, foreign materid contamination

does occur in foods. Both the FDA reviews and our own
reviews have demonstrated at least that through the consumer
complaints we do get complaints of foreign materid
contamination, and we do get complaints of injury or illness
that have occurred as aresult of foreign materidsin

foods. And size seemsto be the characteristic that is of
most concern when it comes to judging the potentia for
foreign materia to cause a hazard.

Interestingly, those particlesin food that are
smdl are more likely to escape detection, but the research

and datain the medical literature would indicate those are
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lesslikely to cause injury, fortunately.

If anyone would like to contact me or get further
information, please fed freeto do so. And that's the end
of my presentation. | think well wait until the end for
questions. Thank you.

MR. DREYFUSS: Thank you, Dr. Goldman. Well have
guestions for Dr. Goldman and Dr. Harris after Dr. Harriss
presentation. And just anote of information, we were

concerned about the volume of paperwork or papersin terms
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of handing out some of these presentations. We will be

meaking them available on the web shortly after this

conference. Soif you have any -- would like copies of the
presentations, they should be available, hopefully within
the next couple of weeks.

Our next presenter is Dr. Kerri Harris. She's

currently the Executive Director of the Internationd HACCP
Alliance and has been very involved in sandardizing HACCP
training programs, assisted with the development of the
train-the-trainer course and accreditation program for HACCP
training providers. Sheisaso amember of the faculty of

the Meat Science Department at Texas A&M where she gained
al three of her degrees. Sheisresponsible for team

teaching HACCP course for graduate and undergraduate
students and coordinating various HACCP and food safety

traning -- indudry training programs. Sheisthe
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recipient of the Vice Chancdllor's Award in Excellence for
Industry, Agency Association Partnerships in December of
2000 and the American Meat Science Association's Achievement
Award in 2001. Dr. Harris?
DR. HARRIS: Thank you. Thismorning I've been
asked to kind of take the information that we've heard and
dart the trangtion into how it applies to what you came
for and how you use that information to make decisions about

your operations. So part of what | will do isgo back and
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emphasize some of the information that weve aready
discussed and then talk about how you start using that to
make assessments about whether something is afood safety
hazard or not.

Fird, I thought we ought to look at definitions.
Weve heard through the previous presentations extraneous
materid, foreign objects, foreign materid, physicd
hazards, food safety hazards and alot of terms. Just s0
that everybody is on the same page through the rest of the
discussion and the presentations for the next day-and-a-

half, we as speakers kind of talked about, we're going to
talk and put things in aHACCP perspective from afood
safety risk. We're going to talk about foreign materia and
how they may fit in other prerequisite programs, not food
safety issues.

The agency and the draft directive that you
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received has defined foreign materia as non-anima objects,
metd, plastic, rubber, glass, et cetera. Not including, if

you will note, is bone or those that are from animal -- from
selves.

From an industry, when we just talk about foreign
objects, we bascdly mean anything that shouldn't belong in
the product. And when you ask somebody to go through and
ligt those, therés usudly along ligt. | mean, it never

falls. You get paper, cardboard, band-aids, plastic, rubber
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gloves, cotton gloves, string, hair, dirt, mud. | mean, you
know, the list goes on and on and on, that people talk about
foreign objects, foreign materids that can be found in
food.
Taking that a step further and saying, well,

what's, then, a physical food safety hazard, if we look at
the agency's definition of afood safety hazard for

physicd, it'saphysica property that may cause afood to

be unsafe for human consumption, if you take that out of the
pathogen reduction HACCP reg. From an industry, using the
Nationa Advisory Committee definition, it's a physica

agent that is reasonably likely to causeillness or injury

in the absence of its control, which is where, when we start
moving forward, when we get into the use of thesein HACCP
today and the usein prerequisites | think iswhere alot of

our confusion and concern about how to use the definition
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from the National Advisory Committee on ahazard, whichisa
very precise, consstent with the principles of HACCP, and
gives us some guidance on how we can identify those
properties and look at al factors, not just one particular

point or one particular factor within our operation, but

look at the total operation, the total steps, the total

processes that you have in control in preventing, then, the

risk or illness,

Today, and if | look across the room, | think
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thereisalot of confusion over how do we evaluate whet's a
potentiad hazard and how do we determineif it'sa
sgnificant food safety hazard. And if not, how do we dedl
with it? If weweren't in this State of confusion, | don't
think wed have a sanding room only that we have here
today. We probably wouldn't be having atechnica
conference and bringing in extrachairs. Because if wedl
understood thisissue, there wouldn't be any point in being
here. And hopefully we can resolve part of theissues and
resolve part of the confusion so that when we leave here we
don't have to come back in a couple of months and ill be
discussing the same issues of what -- how to deal with
physical hazardsin our food safety programs.

If we go into the hazard evauation, which isthe
key part of what we need to do, we have to be able to

differentiate between aforeign object and a physicd food
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safety hazard. We dl agree we don't want foreign objects,
extraneous materialsin our food. We aso agree that there

is an adulteration issue about having foreign objectsin

food. But not dl of those foreign objects make the food
unsafe. Now, in some of the previous discussons that we
heard this morning when we talk about customer -- consumer
complaints, one of the dides there said we can use consumer
complaints to identify whether the food is unsafe and if,

you know, it may causeinjury or illnessto the individud,
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the consumer. The rest of that presentation talked about
when those camein, you had to be able to digtinguish and
use the information to make a determination if it was a
foreign contamination or if it was something that could make
the food unsafe that required additional, you know, support
and information and investigation.

How do we make that determination? When do we
decide that it istruly afood safety hazard and not just a
foreign contamination? Y ou heard some of the previous

speakers references. | went through part of the literature
that's available and pulled out some of the information. If
you don't have copies of these references, fed freeto let
me know and I'll try to get them to you. Probably the one
as an industry that we wrote -- that we reference most
often, because it's a scientific peer-reviewed publication,

is the Olsen document, which goes through and talks about
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the criteria for extraneous material asfar asahedth
hazard. It references some of the same numbers that we
heard in the previous presentation on size, shape, particle
differentiation, when it is a hedlth hezard and when it is
not. So that's one reference.

| think we have the wrong dide set. For the --
Because part of the didesthat you just saw are in the next
presentation. This, | think, goes back to our e-mail, so

we're not going to confuse theissue. There are some other
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references, and when we post the dides on the internet,
well make sure that we get the correct one up there for you
-- that talk about whether lead isahazard. Therésacase
study, and we dl are very concerned about lead shot. |
thought it would be brought up in the previous presentation,
but since it wasn't, | guess I'll be the one to bring the

topic up. Infact, I'll bereal honest. We were very
concerned about what may be in the presentation about lead
shot from the previous spesker. So since there wasn't
anything, let'sthrow it on the table.

There have been alot of discusson on, you know,
lead toxicity and lead shot, and how do we dedl with it, and
isit detectable, and what do we determine, you know, asfar
as safety issues. There are some documents and some
research articles and information out there that talk about

lead, intact lead shot versus nortintact, exposure and
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amount of lead that you would have to consume and whether
it's, you know, achild. There was one of the references

that was actudly in the dide st that goes through and is
acase report, as you referenced, for a child who was five-
and-a-haf years old and consumed multiple leed pellets,
metal pellets out of an ankle weight. When they took the
child in, I mean, you know, they said there were just
multiple, that you could see them, you know, on the x-ray.

Definitely, atoxicity issue there and adragtic incresse,
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you know, in devation leves, and they went through the
chelation and the whole treatment.

Most often the information talks about having low
risk of having an illness when you just have, you know, one
-- if you consume, you know, one lead pellet, one lead shot,
you're not going to have very much impact. The number of
having high numbersis different. And so when were taking
about incidental contamination in food versus Stting there
and consuming, you know, the metalic beads out of an ankle
weight, those are two different issues. There are other

references. The FDA informetion that we heard that talks
about particle size, consumer complaints. There are
references that go through and have looked at dl foreign
object complaints related to food and whether those, you
know, are defined asrisk or not risk. And so we need to

pull out and look at those.
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From an evaduation standpoint, asindividudsin
our operations, the first thing that we have to know and
understand is our process and the instances that we are
finding foreign contamination, foreign, extraneous
materias, whatever your preference for terminology is, so
that we can then evduate those and look at the particle
Sze, look at theincidentd -- theincidence levelsto make
the determination on whether those things are food safety

hazards and whether they're reasonably likely to occur in
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OUr process.
From that standpoint, then we can proceed forward

and gart making the issue of where we're going to put

those. And I'm going to skip over these, because the last

dide here is gpplicable to where we're going to go for the

rest of the presentations today and tomorrow. We're going

to dart trying to identify the foreign contaminants, the

food safety hazards, and mechanisms that we as an industry
and an agency can ded with, addressing them in prerequidite
programs, or in our HACCP systems 0 that then everybody is
on an understanding when we're talking about terms and
referencing those. So we're kind of setting the stage and
moving from dl the information that we heard of what we
know about our food from the consumer complaints, from, you
know, the risk studies that have gone on, from the

information that the agencies collected into what we as an
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industry know about the types of food and products that
we're producing.

So with that, | think well open it up for our
panel questions and move forward.

MR. DREYFUSS: Thank you, Dr. Harris. Arethere
questions? Dr. Goldman, | guess let me throw the question
open from Dr. Harris. Can you address lead, in terms of
lead shot from your standpoint?

DR. GOLDMAN: Thetack that our agency would take
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for lead essentidly would not be different from the
methodology we would use to characterize and evauate the
potentia hazard of any foreign materid. We havea
procedure in place. | mentioned earlier the Hedth Hazard
Evduation Board. We have had Hedlth Hazard Evauation
Boards convene in the past on the question of lead, not
commonly, but | think maybe twiceit's come up. And sowe
would have to consider the potential exposure, that is the
dose, the amount ingested, if that's known, the specia
vulnerahilities of the exposed population, whichisaso a
very important factor and | mentioned earlier in the FDA
review they characterize this specid risk group.

Typicdly, it'sthe ederly, the very young and those who

are maybe immuno-compromised or who have underlying medica

problems. And then we would put the factors that are known

to us together in the course of a scientific review of the
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particular scenario presented to us and make a
determination.

So | can't give you a generd guidance about lead
that is any different than the hazards that we would review
of any other nature.

MR. DREYFUSS: The -- What's the more common
source of lead in relaionship to food?

DR. GOLDMAN: Certainly in our products, the

issues that have arisen have to do with lead shot that's



10

11

13

14

15

16

57

found in mesat products, mostly beef products.

MR. DREYFUSS: Isthere ahigh leeching of lead
from the shot in terms of through the tissue and body?

DR. GOLDMAN: It seemslike a graightforward
question, but it's actualy quite complicated because there
are avariety of factorsthat enter into this equation that
would determine the answer, which is how much lead might be
leeched out of a product and, therefore, might be absorbed
by the body. Just generdly, some of the factors are size,

irregularity of the surface of the piece, and, of course,

you know, itstrangt time through the digestive tract. |
mentioned earlier that foreign bodies tend to pass through
spontaneoudy over aperiod of days. So, you know, the
trangt time varies from individud to individud. And,
therefore, the amount that potentialy could be absorbed by

an individud will vary according to their own digestive
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tract. So those are some of the generd factors that would
enter into this evaugtion.
MR. DREYFUSS: | see. Yes, Sr, have aquestion.
MR. SEWARD: Skip Seward with American Meat
Ingtitute. | think | heard in an earlier presentation that
about 6 percent of the foreign object complaints that come
into FSIS had caused injury and about 4 percent had caused
iliness. And | wanted to know whether we could have some

idea of, have those been confirmed and aso, can you
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characterize what those were? In other words, | think it
would be helpful to know more about what those actualy were
in terms of objects or foreign materia, and to what extent
your characterization of those pardlds what wasin the
Olsen paper or other characterizations of linking those to
be hazardous.
MR. DREYFUSS: | asked Lieutenant Elenberg to join
the pandl.
MS. ELENBERG: It correlates very -- Can you hear
me?
MR. SEWARD: Yegh. | dont know if your mikeis
working, but | can hear you.
MS. ELENBERG: It correlates very closdly with the
literature. Olsen is specificaly who you dated, and it's
within 1 percent corrdation. | was busy walking up here so

| have to review in my head exactly -- Y ou asked more than
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one question.

MR. SEWARD: Wadll, | guess my question was, have
those been characterized, logged somewhere, pictures
taken --

MS. ELENBERG: Yes.

MR. SEWARD: -- posted, and if so, can you give
some description of what those objects were?

MS. ELENBERG: Most of the objects were related to

metal, sone or glass. Stone and metd related primarily in
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dentd type of injuries. Glass, relating mosily in
lacerations, and plastic relating in choking or problems
within the intesting tract, surgical interventions. Yes,
we do, as of recently, have posting abilities to take photos
and post them into our system. We do keep photographs of
them. Did | answer dl his questions?

DR. HARRIS; (Nodding head.)

MS. ELENBERG: | think | answered your questions.
Most of the objects that have caused aproblem asfar as
plastic goes, plastic would be hard, rigid. Plastic causes
problems with lacerations. The soft plastic seemsto cause
more problem with choking. The metal and glass and wood
objects that cause problems are primarily long, thin
divers.

MR. SEWARD: Have you been able to characterize

the root cause behind those? In other words, isit from a
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tote, the hard plagtic from atote, or isit from aplastic
shove, or isthe metd from, you know, a grinder plate, you
know? I'm just curious how much you work to -- with the
companies or with, you know, people to try to determine what
the root cause of those are.

MS. ELENBERG: Yeah. Unfortunady, alarge
mgority of the times, even with aHACCP review, we aren't
able to identify the source. We are not, unfortunately,

often able to identify the source. Metd grinder plates do
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play arolein meta foreign objects, for certain. Wood
objects, we're just not successful in finding these.
Objects that come in, you know, there are foreign objects
that we are not talking about today, that we're not focusing
on, things like hair. Obvioudy, we know the source of
that. Fingernails, we know the source of that. Whenit'sa
foreign object that relates to scum or such, you know,
unidentifiable objects like that, alot of timeswell send
that to the plant. A lot of timesit ends up being
seasonings that arentt, you know, thoroughly mixed, things
like that, and they appear to be green and yucky.

But, no, we haven't had a huge successin being

able to go back with areview of the HACCP plan and identify

the source of these foreign materias. At least that's been

my experience.

MR. SEWARD: One more question on this same area.
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Ontheillnesssde, | think you -- | think in one of the
dides there was a discussion about illness, and I'm sort of
curious as to what illness results from -- whét illnesses
have resulted from foreign materid contaminations
specificdly, you know?

MS. ELENBERG: The posshility exigts of having a
microbid infection, secondarily, result from foreign
materials. But that is not our focustoday. Our focus

today is on the primary complaint. And when we get a
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primary complaint on foreign materid, any illness acutely
associated with that seems to be, or appears to be nauses,
vomiting, menta anguish, emotiond distress on the part of
the consumer.

MR. SEWARD: Okay, thank you.

MS. ELENBERG: Thank you.

MR. DREYFUSS. Out of curiosity, in terms of meta
discovered as part of a complaint, how much of that is
related to the dental work in terms of something being

bitten and a tooth breaking off or an actud filling? Has
that been investigated?

MS. ELENBERG: When | receive a consumer complaint
and | have the description of the metd, | have not yet
identified metal that came from dental work, but it's
certainly apossihility, but it has not been identified.

MR. DREYFUSS: Okay.
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MS. MORALES: RobertaMordes, RTI International.
| did not mention this earlier in my presentation, but | did
want to follow up on the comments about lead shot. We did
ask -- There were severd circuit supervisors who did
mention that there were establishmentsin their circuits
that expressed concern about lead shot. And, in fact, one
of them specificaly described one establishment that had an
incentive payment for employees when they discovered lead

shot in their products. So gpparently there is some
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industry concern about that.

MR. DREYFUSS: Arethere any other questions? Go
ahead.

DR. HARRIS: Can | make acomment? Going back to,
| think, part of what Skip was bringing up on whét the
hazards actudly are, as many of you know, when you have
clams or you have consumer complaints coming back to you on
foreign materid, very often when you get thet foreign
materia, or you get apicture of it, or if youend upina
court case somewhere in trying to settle the clam, we dso
have to make a note here today that some of those are
determined to have never been possible to have been in your
product to begin with. And so | want to be very careful
that when we're talking about consumer complaints and
issues, that part of those, as| think were mentioned, they

are there for monetary gain. And, I mean, we dl know the
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stories of taking in the grinder plates or, you know,
showing how the emulsification process works and how some of
those things that are claimed to be hazards from food could
have never been in the food without it being placed there
outside of the manufacturing syssem. And so | don't want us
to overlook that particular instance as we move forward.

MS. ELENBERG: In addition to that, | wanted to
add that when we look at actions that we are going to take

asfar as our compliance officers and district managers,
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further, you know, actions toward the establishment, towards
the processing process, we keep that very muchin
condderation. Whet redly is the possihility of this

foreign object to go in?

The other thing | wanted to say wasthat | believe
when you come up as an industry with your HACCP procedures,
it's with the congderation of what could possibly be
introduced into this food product and how could we prevent
that from happening. So judt asit isvery difficult for us

to identify alot of times the sources of the object, and

weve dready stated the source may be the consumer themsdlf
trying to gain monetary benefits, we just, as you have -- |
think it'sadifficulty both for us and for industry to

identify these possible sources. If we could identify them,

then certainly we would issue HACCP procedures that would

try and prevent them. | think that hasto be -- Y ou know,
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that'sajoint effort we dl have to look into.

MR. HANS: | am Lloyd Hans with the National Food
Processors Association. While we were on the subject of
lead shat, | just wanted to ask aquestion which | think
will come up later on in the program aswell. But maybe
while we have some expertsin the area of lead it would be
good to raise the question. But can we conclude that the
finding of asingle lead shot in a batch of product would

not automatically lead to condemnation of thet lot of
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the product could be reconditioned, such as x-raying, and
that that would be acceptable?

MR. DREYFUSS: Dr. Harris?

DR. HARRIS: | wondered who would be the lucky one
to get to answer that. | will tell you that from the
approach of finding the contamination and then trying to
ded with the rest of the product produced, that my initia
response to you is that the company, then, would be
responsible for going through and showing how they evauated
the product, and, yes, there should be other mechanisms. A
snglefinding, in my opinion, would not deem that |ot, thet
production of product, as adulterated product or, you know,
require condemnation. The plant would have to be
responsible for showing how they evauated the product and

to support their determination on the safety of the product
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from that point forward.

DR. GOLDMAN: | would just add that from our
agency point of view, such an occurrence may not come to the
Human Hedth Sciences Divison, necessaily. 1t may be
dedt with by, you know, the office of field operations, or
the recall management divison. There are different entry
points into our agency in terms of the questions about
adulteration and not dl of which result in some

congderation by the Human Hedth Sciences Divison or our
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Hedlth Hazard Evaluation Board that | mentioned, asto
whether ahedth risk exists or is posed by this Stuation.

MS. ELENBERG: And dso from an agency point of
view, we agree with Dr. Harris. Any complaint thet isa
single complaint, we aways go back to that plant, to that
edtablishment, and it is on the respongbility of that
establishment to demondirate to us the possibility of how
that entered, what they've done to prevent it and
congderation is given that way on an individua case-by-

case basis.

MR. DREYFUSS: If there's no further questions,
why don't we take a break and reconvene about 10 minutes --
I'm sorry.

MR. TAPSELL: My nameis Phil Tapsdll from Bone
Scan inthe U.K. One or two observations and a question for

maybe the panel. One of the observationsis about glass. |
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think they set these microphones up for the short lady. |
don't know how the process works in the U.S,, but certainly
inthe U.K. they take alot of time and effort to track the
source of the glass contamination. The mass mgority are
domedtic. They don't come from the plant. That's an
observation. It'snot --

My question, it seems that the definitionisa
little bit confusing of the foreign materid. Foreign

meaterid can be defined as extringc or intrindc. Soit
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doesn't necessarily mean it's metd, glass. But, of course,
they are, but also bone. Size doesn't matter because it's
what the consumer thinks is aforeign body. Now, a consumer
can fed apiece of sand, tiny piece of human hair. But
whether that's -- That's definitely aforeign body, and that
should be a separate ditinction as to whether or not it's
hazardous.
And the question is, you mentioned some points

about bone, some definitions about sharp, pointy objects
which islike bone. But you didn't say whether or not bone
isdefined asaforeign body. Andif itis, isit

hazardous? 1'm working for acompany called Bone Scan.
That's probably why I'm asking the question.

DR. GOLDMAN: | think the dr&ft directive before

you specificaly excludes bone and other organic matter that

might be introduced by the food animd inthiscase. | did
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mention that our agency had reviewed the issue of bone
particle Size, asto whether that -- asto whether the Sze
might play into the potentid risk to human hedlth, and |
presented that earlier. But | think for the purposes of
this discusson and conference, we're not talking any more
about bone.

MR. TAPSELL: That'san interesting answer because
I'm not sure that 1've heard of a complaint for, say, metd

or glass in something like a chicken sandwich or a chicken
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nugget.

MS. ELENBERG: We have.

MR. TAPSELL: Arethe mgority of the complaints
for metd or glass, or are they for bone, because boneis --
from a European perspective, is consdered aforeign object.
It's dso considered a hazard, especialy to young children
in further processed product.

MS. ELENBERG: Wedo consider it ahazard. It was
just specificaly that this draft is not addressing it
today. Today it's addressing the foreign materias as

defined earlier, excluding bone and other anima products.
But other anima products definitely have the possibility of
posing a human hedlth hazard, and certainly bone does, too.
The mgority of our complaints are other than bone; however,
we do receive complaints about bone and other animal

products.
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MR. TAPSELL: Thank you.
DR. HARRIS: Before we leave the topic of bone, |
do want to make a comment here. We have to remember some
products are intended to have bones. | mean, you know, not
al product is sold on abone-free bass. And s0 | think
when we're talking about bones as foreign contaminants,
foreign particles, that's when we get into those products
that we have an expectation of being bone-free. And most of

you gtting in this room will know that you may have had
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clams where you've had dental claims or whatever because
there was a bone fragment within the product.

Particular products very often, when we go back to
and we have choking issues or whatever, and then we Sart
looking and they say, "Wll, it was because it was a bone,"
inalot of those cases the choking from the child ison the
food they're consuming and there was no foreign materid in
the product to begin with. It wasthe fact they just didn't
chew the food, which caused the choking instance. So it was
the food, not aforeign object. And 1 think alot of times
we get confused because we gtart talking about the risk of

having a particle such as bone in a product that shouldn't
be there and, you know, they say, "Wdll, children can
choke." Widll, going back alot of times to the production
process for those, the particle size of the bone would

probably not be sufficient in some of those to have alowed
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choking to occur to begin with.

And o | think the reason we excluded bone for
thistopic for the conference was because we were talking
about bone as being part of the anima, knowing that it's
dedlt with separately and moving forward with the other
contaminants. But we do agree and recognize that bone for
products that are supposed to be bone-free can be consdered
aforeign body or contaminant and would have to be dedlt

with, not necessarily afood safety hazard, though.
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MR. RICHARDSON: Bob Richardson with Genera
Mills. | just had a question, if you could help me figure
out alittle more on the dentd aspect. Istherea
rel ationship between the denta claims and bone, for
example, within your database? And my second question, |
think it was also asked, and that has to do with whether or
not there's an anaytica procedure FSI'S uses that would
actudly andyze any metd that was found by a consumer
and/or the issue of household glass.

MS. ELENBERG: Okay, yesand yes. Some of the
dentd injuries are related to bone. The mgority of the
dentd injuries we receive in our consumer complaint
monitoring system are related to sone or metd. That'sthe
magority of ours, are related to that. | don't have the
datistica numbersin front of me right now to present to

you, but that's, you know -- | had those earlier, and
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they'll be posted on theweb. And if you need any further
clarification, you can aso contact me through David's e-
mail, Dr. Goldman's e-mail, which he posted.

The second question was the procedure for how we
identify the glass or metdl. I'm not particularly clear on
that. That's an expertise of my fidd officers and what
they have developed. Asfar asidentifying whether it'sa
public hedth safety, we use measurements from the

literature. We use our Hedlth Hazard Andysis Board. And
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from that we have representatives of different areas of
human hedlth science and epidemiology and so forth.

DR. GOLDMAN: And we do have in the agency three
field service labs who often assg usin identification of
materids, in addition to their usua work in microbes. And
30, for example, the -- one of our labs has helped us
frequently with identification of metds, and they use
procedures in their |ab to, as Kimberly mentioned earlier,
digest the food materid so that the metd remains. And
then they help us with the identification of that meta.
Occasionally we have had to go outside of our agency's lab
capabilities, elther to the Agricultural Research Service or
even atime or two to the FDA labs for assstance with
evauation of products or contaminants.

MR. DREYFUSS: All right, thank you very much.

Appreciate your participation.
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MR. POCIUS: | won't belong, | hope. | can't
help it. Weve spoken too much about bones and I've got
some observations, if not questions. Thereisacertain
alowance of bone, bone particle, bone resdue, particularly
in ground products. We have areg that alowsthat. But
I've got to tdll you, if acomplaint comes through FSIS and
it's ddivered through compliance, the response is going to
be expected to be made in terms of zero tolerance, period.

And that's how the agency is going to address industry. How
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will you prevent this from ever happening again?
Particularly if therésan injury involved. If aconsumer
is egting a preformed hamburger and they chip their tooth
and it comes through compliance, we will haveto do a
reassessment, even though there is atolerance st for this,
which may be a good segue as we move forward to what isa
CCP. When we st these things, and we talk about these
things, and we have various sze and shape confirmations
that we consider, a CCPisazero tolerance. We either make
it or we don't. WEll either pass and you have safe food,
or you fail and you have arecdl. It'sfairly black and
white when you come to a CCP.
| don't think -- Speaking for mysdf, I'd like to
discussthis part of it alittle bit further as we go dong,
even though the intention was not there for today. Keep it

in mind, please, that bones are, as the gentleman U.K. said,
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those are primarily complaints for us, moreso than anything
else that came up on the screen.

MS. ELENBERG: Thank you. Your pointiswell
taken.

MR. DREYFUSS: Thank you. Going once? Going
twice? Thank you. WEell take abreak now. We're reconvene
a haf past the hour, so you have anice, long bresk.

(Off the record from 10:10 am. to 10:40 am.)

MR. DREYFUSS. Ladiesand gentlemen, were ready
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to begin the second haf of our morning sesson. We have
essentially one speaker for the rest of the morning. | was
asked, as amatter of just logidtics, for those of you who

do come up and ask questions, the court stenographer would
like you either to Spdll your name or to come up to her
later so that she can get the correct spelling and
association. She's sitting up here at the front table. Not

to dissuade you from asking questions, but to let you know
that we are transcribing this entire meeting and a some
point that also will be posted on the web, or at least
hopefully it will.

Our next spesker is going to talk about foreign
meterid detection and control. Thisis Mr. Bob Richardson.
He isthe senior principle qudity engineer with food safety
operations at Genera Mills. He's had over 30 years

experience in quality control, has worked in food safety
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systems and qudity auditing in areas of regulatory
compliance and quality systems. He's currently focused on
food safety aspects of dlergens, foreign materid control
and engineering standards and specifications. He dso told
me heis not a doctor, but he does know afew. So, Mr.
Richardson.

(Slide show presentation.)

MR. RICHARDSON: Thank you. I'm fortunate enough

that | have a brother who is a doctor, so any little ache
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and pain comes in quite handy, dthough I've never redly
asked him about the impact of foreign materia, which should
spur some heated debate the next time we get together at
Thanksgiving.

It'sapleasure to be heretoday. It'satopic
that's near and dear to my heart. | want to also preface my
comments by saying thet | come from adightly different
perspective. A lot of my experience has been around other
consumer products, in bakery goods, dry mix business,
cereds, yogurt, other kinds of things that don't
necessarily include the many and myriad things that we're
learning about foreign materia and the regulated
environment degling with meet and poultry.

However, we do have lots of potential issues that
we have to get into that ded with foreign materid. | have

spent 30 years working at Generd Mills, working with the
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plants and facilities out in the trenches, and basicdly, as

you know, and as everybody €l se probably knows, that in the
trenches every now and then something gets dirty and
something has to happen. So foreign materid isaway of

life. It hgppensadl thetime out in the plant. It'snot a
question of whether or not something will occur onetime.

It's when it does occur, what's the potentid risk. There

is some risk associated with any kind of endeavor that we

get into, so thered question ishow to evaluate that risk,
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what isits potentia impact and then how do you go about
solving and resolving that issue.

So we've been doing it for along time, and one of
the things that hasn't quite come up, dthough | think we
touched on it alittle bit earlier, and that's the impact of
consumer complaints and whether or not that represents
something that relates to your overdl quaity system.
Certainly in the world of business and the food industry
these days, there's an awful lot of things that happen in

the name of the consumer that have nothing to do with risk
in terms of a public health impact, but it's the perception
of risk.

For example, welve had, in the past, meat products
that had apiece of cardboard in it that was aso in some
sort of a sauce that contained tomato-type ingredients. The

cardboard soaked up some part of that red color, and to the
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frayed edges of this piece of cardboard, make it ook like

it was fur. We got nationwide publicity for the fact that a
consumer found this particular product in Cdifornia, as

luck would haveit, went to the local media, and witha TV
camerain tow on the deck on their house, showing this pouch
of this sauce materid that had obvious, obvious packaged
rodent, partially eviscerated indde. So try as we might,

we can't get the sample. We can only see pictures of the

sample. There'slawyersinvolved on both sides, and you
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know how that can get.

Findly, when they findly did rdease it, we had
it analyzed and it ended up being a piece of cardboard,
correlated-type materia that had tomato sauce on it that
madeit ook like blood. Thisisaconsumer typeissue. |
don't know how it would be reflected in the database. Well,
| don't know how it would be reflected on the compliance
people. It would show up at the plant. But, anyway, it
took along time to resolve that.

And | think when it comesto foreign materid
detection and contral, it's-- aswere going to talk about
the next couple days and the comments that Kerri had, that
thisisredly acomplex thing where we don't know what's
going on. We're not sure the definitions. Were not al of
one mind when it comesto evauating risk and that's

natural, and it's going to happen. Weve done HACCP
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training for lots of people in our company, and the one
thing that dways comes up isforeign materid. You can get
into debates that last for days on foreign materid and what
istherisk. And | think it's because there's so much
judgment involved and were dedling with issues and
Stuation that happen on a very infrequent basis.

There's no chain of events. There's no continuing
cascade of findings on ametal detector, on an x-ray device,

or amagnet or ascaper. We're dedling with individud
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eventsthat have to be looked at in atotdity that's
outside of our commonly-accepted thought process about
whether or not we can release a batch of product.
So it takes alot of debeate, alot of discussion.
I'm glad it's going to happen over the next couple days and
tomorrow afternoon well be of one mind? Isthat right?
(Laughter.)
| wouldn't missthisfor theworld. Anyway, let's
talk about foreign materia detection and control. Like |
say, | cometo thisthing with alittle bit of a different
perspective, athough | have alot of experience and we
certainly have been working this thing for along time, just
because we've got the same issues that everybody ese has.
We've got to operate in regulatory compliance and weve got
to have satisfied customers. That's what pays the freight,

and they're the ones that we're trying to protect.
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Along with dl of the other regulations that you
have, you've got your HACCP regulations, Federd Mesat
Inspection Act, Poultry Products Inspection Act, et cetera
Y ou know, the Food, Drug and Cosmetic Act is pretty
draightforward. If it conastsin whole or in part of a
filthy, decomposed substance or is otherwise unfit for food,
certainly that would include foreign materid, or it's been
prepared, packed or held whereby it may become contaminated

or rendered injurious to hedlth.
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The GMPs, which ded with an awful lot of that
unrelated industry that's out there, well, so-cdled
unregulated, the FDA coversit. A lot of state people cover
it, et cetera. It certainly doesn't fall under the USDA
purview, alot of it doesn't. I'm talking about spices,
batters, breadings, other types of ingredients that you get
in. And | was glad to see that the impact that ingredients
ingpection or supplier ingpection apparently has had on, you
know, helping to reduce the overall incident rate of foreign
materid. That's certainly something that weve been
working on for along time.

But the regular old GMPs, 21 CFR, you know, talk
about the design, congtruction and use of equipment and
utensls, precludes adulteration of food with lubricants,
field metd fragments, contaminated water and other

contaminants. And it specifically in there talks about
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meta fragments. So it used to be something that we did
just because it was agood idea. Basicdly, the regs
require something in there around metdl.

The same ded when you talk about manufacturing
operationsin 21 CFR. Effective measures shall be taken to
protect againgt the incluson of metd or other extraneous
materias. And that can be accomplished by using seves,
traps, magnets, eectronic meta detectors or other suitable

effective means. So they don't tell you how todoit. The
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idea here, of course, just like the rest of us, isweve got

to have an overdl effective program and it's a performance
standard that basically says we're going to get to where we
need to be.

It also says that when you talk about effective
measures, that there's more to it than just the physica
equipment. And I'm sure that over the next couple days when
we talk about prerequisite programs, that were talking
about having a process in placing, having indructions,

operating methodology, et cetera, and trained employees.
All those other kinds of things will come up. What I'm
going to be taking about primarily hereredlly hasto do
with the equipment that can help us achieve these godls.

So we know that controls are necessary. It's

required to control forms of adulteration, kegps usin

regulatory compliance. Specificaly included asHACCPin
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terms of physicd hazards and again, you know, whether it's
aprerequisite program or a CCP, and we can debate that over
the next couple days.

Overdl, though, we need a system in place that's
going to dlow some sort of ajudgment of system integrity.
And it seemsto me that an awful lot of the evauation of
the complaint pictures, alot of evaluation of the kinds of
things that are found really gets back to how isit managed

locally. How can we judge whether or not the system has
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got, you know, the integrity that we want it to have? And
certainly we want to prevent customer complaints. For one
thing, it loses business.
Surveys have shown in the past that a consumer

that has a poor experience with a product tells 17 to 20
people. My wiferaisesthat average. Seventeento 20
people will hear about abad experience with somebody. And
if aperson has agood experience with a product, they might
tell threeto five. When was the last time somebody walked
up to you and said, "Y ou know what? | had one of your hot
dogs the other day and it was average’? "Thanks. It wasn't
too salty, wasn't too hard, you know, fit the bun perfectly.
Thanks" But they might tell you whether or not they found
something in there, and that's just the way it isthese

days. So consumer complaints have abig impact. And,

obvioudy, we want people to be satisfied because surveys
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have dso shown that it takes five times the promotiona
spending to get one of those customersback. Soit'salot
easer to keep a customer satisfied.

Generdly, these programs that we talk about would
cover four basc areas. Oneis certainly incoming
ingredients and raw materids, particularly for the non
regulated type industries where they don't have somebody
looking over their shoulder, a, quote, gpproved, unquote,

plan for manufacturer.
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Secondly, we're going to have equipment in place
to protect some of our equipment and system. Weve got some
fragile pieces of equipment out there. Certainly, if
therés foreign materia present on inbound materias or raw
materids and ingredients, we don't want to breek it into
smdller pieces, make it harder to find. On the other hand,
maybe we want to grind it up so people -- you know, it
doesn't -- getsbelow that szelimit. You know, that'sa
drategy | jotted down.

(Laughter.)

After equipment which may fall or cause foreign
materids, we dl know that weve got a piece of equipment,
that it can fail and doesfail, and it's certainly related
to fatigue. It'srelated to maintenance. It's related to
the overal equipment design. And sometimesit's just not

very reliable and needs changed, and certainly at the end of
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systems. For example, packing and load-out points,
something thet's close to the end of the consumer that would
actudly tdl us that everything we were doing ahead of that
point in the system was effective and worked, atrue CCP.
After dl, it isn't ahedth hazard until it leaves the
plant. Anything dsethat happensinterndly isup to us.
So it isn't a hedth hazard unlessit's gone.

When we think about ingredients and raw materids,

certainly, you know, catching it early isthe best
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preventative gpproach and something that we redly have to
look at, you know, scaping ingredients, running them over
magnets, you know, running even, you know, muscle meet
through some sort of adevicein order to try to find pieces
of metd is certainly something that could help us overal.
Liquid ingredients through Strainers, et cetera. | mean,
let'sfind it first. Keep it out of there. Don't have to
find it at the end when you've got to make a huge decision.
It's redly important to tie what you find in the
ingredient, raw materid sde, to asupplier performance
measure. And the ideathat somehow there is more
involvement with suppliers and other people that are
providing us materid and giving them that kind of feedback
isredly important to us. It needsto be one of the
important things that our procurement people eva uate when

they think about who is a good vendor and who isn't. And
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that isthisidea of extending your qudity parameters and
requirements back to your sources. Redly an important way
to measure supplier performance. And if they don't have the
sysemsin place, they can't manage their programs and
procedures, it's redly difficult to tell somebody downin
procurement to go find another supplier, but sometimes it
hasto be done. Theresatotal cost factor here that we're
looking at, the price of nonconformance.

There are other regulations. Y ou know, the GMP,
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Food, Drug, Cosmetic Act, Meat Inspection Act, Poultry
Ingpection Act, HACCP regulations, dl those kinds of things
certainly fitin. And then the greet ideahereisthe
downtime and associated costs with Stuations where you
actudly find foreign materid that has animpact on your
operation, having a measurement system in place and
quantifies what thet time is actudly worth.

We did an andysis along time ago and, you know,
one of these old qudlity diagrams shows atriangle-- or a
pyramid. At thetop isthe number one. Inthe middieis
the number 10, and at the bottom is the number 100. And it
basicaly symbolizes something that dmaost holds up if you
do the analyss, and that has to do with finding things
early in your system can cost you adollar. Finding things
later, but in your finish form or in your warehouse can cost

you $10, and by the time that thing, if it hasn't been
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discovered, hasn't been prevented or hasn't been effectively
dedlt with, gets out in the marketplace, is going to cost
you gpproximately $100 to get back.

And weve done some analysis in the past that show
that the numbers aren't exactly correct, but the idea
certanly isin terms of the expense of recalls, market
withdrawals, et cetera

So were going to use things for equipment

protection. We're going to protect senstive equipment that
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adsoisexpensve. Extruders, other types of devices can be
very expendve. For example, you may not know this, and
maybe you don't care, but the actual dough heads that we use
to extrude cered cost right around $30,000 apiece. That's
why cereal costs five bucksabox. Most of you were
wondering. We have two of those heads, yeah. We have lots
of those things laying around. And the dedl isthat you've
got to protect those things. They can be damaged by foreign
materias, so, obvioudy, were going to protect that.
Weve got other cutters, grinders, extruders. Were going
to lose blades. We're going to lose downtime. We're going
to generate foreign materia. And certainly those things
need protection as well.

There are places that generate metal potentialy.
Y ou know, cutter blades and other mechanica wear points

that we might have within our systems. Weve certainly got



17

18

19

20

21

23

24

25

the impact of our humans that habitudly come -- you know,
occupy our facilities. The operators, the people that are

in there, the maintenance activity, contractors,

congtruction debris, any and dl circumstances that you can
possibly think of that could possibly end up generating
foreign materid that somehow getsinto our systems and gets
incorporated in the products. So we need not only the
programs and procedures to prevent that, but also, if

possible, ways of detecting when that actually has occurred.
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We ds0 have very long and complex systems, and
it's redly important to have various production points
aong the way that help us break those systemsinto
measurable parts. Y ou know, there's nothing as confusing as
having only one way to find meta, for example, ameta
detector on the end of a system that might be 300 feet long
and come up with ametd finding when you've got lots of
different operationa stepsin between. So breaking the
system into parts alows amuch better evauation of what's

physicaly happening and an evaduation of potentid risk,
al with theidea of getting back toward the potentia
source and making some sort of corrective action where it
actualy started to occur.

Findly, at the end of the sysem we're going to

verify our overadl program was effective on the basis of the

parameters and the specifications that we've got and what we
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have to work with at the end of that system. It'sgoing to
basically provide some sort of proof of compliance, you
know, that has regulatory implications. We've had those
kinds of Stuationswhere weve had consumer complants.
The FDA and the FBI have showed up, for pins, for example,
and essentiadly run their -- this pin through the metal

detectors, asit were, to find out whether or not it could

be detected. And, you know, we've been able to prove that

we had a system that was in place. We've shown the records,
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et cetera, that helped defend us.

| say protection against consumer or customer
issues only from the standpoint that in some cases, and it
did come up earlier, we have had Stuations where customers
have foisted these pins upon their children. So having a
system that basicdly, you know, is reliable, you can find
those kinds of things helps protect you from other issues.

So let'stalk about some of these devices. A lot
of these, Moshe and | were talking, are alot of fun to play
with. | grew up in Augtin, Minnesota, home of Hormdl. |
think they process afew pieces of anima every now and
then. Interesting, when you go abroad and till go to the
U.K. and can find Spam sandwiches, which | think are one of
thered treats of al time, at least compared to normal
UK. fare | jus say that. I'man anglophile. | mean, |

love the beer.
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(Laughter.)

But, anyway, we used to play with cow magnets.
Y ou know, cows would get amagnet and it waslike -- |
thought it was like avitamin or something. | used to stick
them down their throat. And then collect barbed wire and
every other darn thing in there, and my dad worked at Hormel
for many years, so he used to bring these things home.
Apparently they'd just find them laying on the floor or

someplace. He never did tell me how he got them. |



10

11

12

13

14

15

16

86

couldn't imagine | reached down there and poked them out,
but maybe. But, anyway, we used to play with these things
and certainly it's a known technology, been around for a
long, long time and was a tandard for along time.

There's screen, scalping and sfting that we might
be able to do, not necessarily on meat. Certainly strainers
fit into that category. There's other things that we can
do, though, for dry ingredients. Y ou know, beans,
vegetables, padta, dl kinds of other things can basically
get screened and scalped potentialy to be able to find out
whether or not there's foreign materia there.

Meta detectors have been around. They've been
mentioned. Some people actualy have them as CCPs. You
know, | find out it's one of those technologies that the
surveys show has been around for along time and people have

tried to use. And then the latest thing that's kind of
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kicking around out there is these x-ray devices. Not the
old x-rays that maybe some of you remember.

| remember going to Buster Brown Shoes when | was
young. | should have been adoctor, but | never was. B,
anyway, you'd go to Buster Brown Shoes, and you'd put on the
Buster Brown shoes, stick your foot in a fluoroscope and
wiggle your toes. It was the darndest thing | ever saw.
Who ever did that? Somebody elsein here. Yeah, see.

Waan't that fun? It was the first time we ever found out
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that we weren't solid inside like a Gumby or a baked potato.
Itslike, "Hey, therés Suff in there.”

(Laughter.)

But, anyway, there are some new devel opments that
are happening in x-ray devices around the software and the
technology that offersalot of advantages over some of
these other things, but they do have some limitations and
well talk about those.

The issue with magnetsis that most of our

operators believe that were actudly trying to find a
horseshoe. Were trying to find something that's alot
smaller than that and it's pretty easy to get them convinced
that, you know, that thing is there to remove nuts and bolts
and washers and other kinds of magnetic stuff, pieces of
wire and twigt ties and what have you, pdlet nals. But

that isn't what we're looking for. We're looking for
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something that's alot finer than that because that

represents more of apotentia threat, as one of the earlier
speakerssaid. You know, smaller size, but potentialy more
injurious, depending on what's there.

Our motto is nobody ever eats abolt. Some people
might have tried and maybe it's hard on the teeth, but
nobody isgoing to eat anut or abolt. And I'l tdl you,
weve got an advantage in the cered business, right? You

pour it out. It goesclink. You say, "What's that?'
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(Laughter.)

It isn't like ameat loaf that your mother-in-law
made where you think she's trying to kill you.

May require severd passesto retain paramagnetic
materids. Y ou know, unfortunately, theré's so much
auminum, stainless stedl and other kinds of things, other
substances that are out there these days that are not
magnetic, that magnets, in alot of ways, arelosng alot
of their attraction, shal we say, just because of the fact
that there aren't that many targets out there. Sugar, you
know, that's pretty loaded up alot of times with regular
old soft iron screw conveyors and other kinds of handling
sysems. There may be lots of other types of chemica
ingredients that you get that might have some magnetic
materidsinit. A lot of times magnetsredly are limited

just because of the sources, the facilities and the use of
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other types of stainless sted, et cetera.
But, in any case, even if we do have something
that is highly magnetic, if it's been oxidized or it's
reduced in Sze, it's generdly something different. It
might take multiple passes over severd magnetsin order to
physicaly remove that, depending on what the subgtrateis
that it's actudly entrained with. So maybe it takes more
than one magnet. We find out just because you may have to,

you know, have an ingredient stream where you're actudly
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passing it over magnets multiple times. Y ou dways wonder
why you find the same thing on two or three magnets, and a
lot of it just has to do with the nature of the materia
itsdlf.

And certainly in some places were going to
protect equipment, explosive atmospheres and al that kind
of thing if you do any form of grinding. Most people dontt.
But if you do, it's obvious that -- what the issue could be
there from sparking.

The attraction is proportionate to size on
magnets, so basicaly small materids are not atracted to
the magnetic surface very well. Large stuff will definitdy
gothere. And, infact, I know agentleman who put a-- We
had aredly large magnet. 1t was like the hugest magnet
visible from space above a cereal packing system onetime,

and it was called a brute magnet. Thisis before the word
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brute was redly used extensvely in marketing. And it was
abrute magnet and it was redly big. 1t was so big it

actudly ran on atrack, you know, like a Big Bertha cannon.
And we had a pneumatic system that moved it back and forth,
and it would actualy, you know, track things. It was so
strong that we had to actudly later put a sainless sted

shest, ahinged sheet over it in order to be able to clean

the magnet.

But a gentleman was doing a plant tour, who adso
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happened to be wearing atie and was from the office -- it
wasn't me -- who went in there and said, "'Is that magnet
srong?' And they said, "Oh, yeah. That magnet is strong.”
"Isit redly strong?" "Oh, it'sredly strong." And he
picked up awrench and walked over there, and when his hand
got about three feet from this magnet, it suddenly lurched
to the face of the magnet where he was hanging, nearly
suspended, and it took about a half-hour, and they had to go
find a very large duminum crowbar to actudly get his hand
out from under the wrench.

Now, if hewould have hdd up asmdl sted BB,
for example, it wouldn't have quite had the dramatic effect.
Strength is proportionate to size, so small pieces are not
going to be attracted as well aslarge pieces. Strength
varies by the inverse square, the distance from the surface,

one over D-squared, for the physicigsin here. And that
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bascdly meansthat if you double the distance from the
magnet, you're going to reduce the strength by afactor of
four. If you triple the distance from the magnet, you will
reduceit by afactor of nine. | mean, al those kinds of
things So it basically means that you have to have
intimate contact or the magnet itsdf hasto actudly bein
contact with whatever it is you're trying to run over there.
If it's a batter or breading, you know, type materid, or

Spices or you've got some sort of a corn material because



10

11

12

13

14

15

16

91

you make some sort of meat-filled tortillathing, or
tamales, or whatever, | mean, you've got corn over that
thing, you redly have to have the magnet in contact with
the materid itsdf.

Thefield can't be insulated out, like | say, O
that gives you some advantages sometimes to be able to
actudly mount amagnet on the bottom of astainless stedl
chute or some other place and actualy some sort of agood
effect. And they can be demagnetized by abuse, but it takes
alot of abuse. It takes somereal extremes of hest,
generdly, you know, in the excessive temperatures that we
would normally operatein, 1,100, 1,200 degrees, stuff like
that. Hotter than the hottest day at aretort operation.
So generdly it takes an awful lot of heet. There could be
opposing fields from some sort of away that these things

are actudly used in series or in combination. That could
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start a demagnetizing process. So there could be other
things that would actualy affect their Situation, their
ability to be able to perform as magnets.

Magnets are actudly szed by their strength, and
the problem isthat I'm learning from an engineering
perspective, once a magnet getsinstaled, nobody knows what
was actudly specified to put in there. The records totdly
disgppear. Five yearslater you come out and you say, "Hey,

what kind of strength is that magnet up there?' And nobody
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knows. So you need some documentation somepl ace because you
can actualy get magnet strength testing kits, and | highly
recommend it to you if you're usng alot of magnets.

There's amagnet strength testing kit. | think you can get
them from Eriez, MPI. There might be some others that have
them out there. It basically specifies some ways of testing
full strength and holding strength, and that's important to

be able to know, because you need to know where you're
strong and where you're weak.
We had apolicy a onetimethat said that you had

to test magnets every year to see whether or not there was a
change in their magnetic property. And magnets generdly
have ahdf-life of, say, right around 5,000 years. So

we're thinking that we're not going to see that much, you
know, I mean, in terms of change. But when it does occur,

I'm sure well react appropriately.
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But the key thing is you need to know how strong
they are or aren't because they're sized by their ability to
be able to perform. If you get ararer type magnet, for
example, that might cost you threetimesas much asa
ceramic magnet. And so you need to know that so that you
don't get somebody in procurement saying, "1'm going to out
and buy a bunch of magnets" and then you get the weskest
magnets that somebody has because they're the cheapest. You

need to be able to specify what it is that you want to
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actualy have happen.

They comein abligtering array of various Szes,
shapes and configurations, but they essentidly feature
plates, which can be used in chutes or spouts. They can be
suspended above things. They have barrier or taper steps
which basicaly help protect anything that's collected on
the magnet from being washed off the face of the magngt,
which isredly important if you've got smdler, particulate
pieces there that are going to get collected, so thet the

cascade of product across the magnet face doesn't actualy
knock it lose with kinetic energy and, therefore, make the
magnet ineffective.

There's other types of magnets. Hump magnets, for
example, isbascdly just platesthat are used in series
for free-flying materids. They can collect -- They can

catch hard-to-collect pieces only because you've got themin
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series, so you've got more than one magnet in place. They
can be used in gravity or pneumatic spouting with the right
kind of housings.

There's bar magnets that are designed for fine
contaminants and shell product streams. The product has to
be free-flowing for those things to actualy work. And then
there's these great magnets that you're probably all
familiar with, which are the smdl tubes. They'refinefor,

you know, smdler type contaminants. And what actudly
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happensis, in afree-flow Stuation, you know, assuming
that you've got product that's fine enough to flow through
there, istha anything that's collected and held by the
great magnet itsdf is actualy washed to the underside of
the bar away from the stream and is protected from being
knocked off. But the product has to be free-flowing, not a
choke feed type Situation, and you really want to product to
actudly come into contact with the bars. Generdly, these
things have got very strong holding power, not necessarily
Separation power in terms of being able to reach out into a
product stream and collect materid, but onceit's on there,
it's very difficult to remove.

There's dso other magnetic types that are
basicdly wet-type inddlations that can be put into liquid
systems, hoops of round barsthat are verticaly installed

in apipefitting and basicdly, you know, these things are
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Set up o that you can pump aviscous liquid through there,
whether it'sa syrup, or a sauce, or some sort of adurried
materid, you know, through this sysem. Y ou can actudly
have a set of barsin there, and they work pretty well,
depending on the viscosity and the speed with which you're
actudly pumping that materid through.

We used to do alot of products that had -- used a
lot of fruit purees, very thick type materials at one time,

and we actualy had to set three of these liquid trgpsin
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Series on some pumping systemsin order to get the degree of
Separation that we needed. So that viscosity can redly
afect theresults. And they're availablein alot of
sanitary versons. They're stainless sed housings, et
cetera. | mean, they're basicaly -- You know, you'd have
to take them out, but you can pull the great magnets out for
COP cleaning and then basically pump through on the rest of
it.

And alot of timesthere's baffles. You can dso
get liquid plate trgps that are available. They've got a
fitted baffle that directs the product stream right down
onto the magnetic surface itself. Don't see too many of
those types of inddlaions. Primarily it's just the other
round liquid traps.

But, again, knowing what you have to collect or

what you're trying to collect isredly important in terms
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of the types of contaminant that'sthere. You haveto sze
these things to the capacity of the Site, s you actudly

know or have an ideawhat the velocity is of the materid

that's moving through there. For example, if you put it on
aloading system because you handle flour, you make other
kinds of things, or you've got starch or something else that
you're handling pneumaticdly, that pneumatics might be
moving that product, you know, severa hundred to 1,000 feet

per second, or per minute, | should say, not per second, per
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minute.

But it means that whatever isflying through there
ismoving extremey fast and your ahility to find smal
piecesis going to be very limited. Again, Szing that
thing to the cgpacity of the Ste and then looking a your
flow characterigtics to make sure that you've actudly got
the product flowing across the face of the magnet isredly
important.

Fabrication and congruction are redly important
aswell, and that has alot to do with your own maintenance
people or the engineering support that came in behind it,
making sure that it'singalled properly, not upside down,
where you actudly can get -- maximize your product flow,
and the, obvioudy, select the proper strength, and to make
sure that you're going to be successful.

And any magnet indallation, access to that magnet
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is absolutely critical in order to try to collect some
information on what that magnet might be able to tdll you
about the product stream, ingredient stream, et cetera.
You've got to be able to get up to the magnet. Sometimes
they're mounted way high. It takesaladder. You can't get
at it. Sometimes they're mounted redl low, you know, and
you have the tall person check the low one and then you have
the shortest person in the plant check the one that's up

closeto the cailling. But you want those things at floor
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platform leve, if at dl possble, o they can be checked.
And the best thing to do is to have some sort of an
insulation where you can actudly check it during norma
operationd conditions, not at the end of some sort of a
process, because you may haveto get at it at some point in
time, just to do an evauation.

Heavily contaminated magnets lose their separation
ability, so ther pulling and holding power is going to be
decreased, and that could include things like just normal
old enrichment buildup, or, you know, some other type of
metal that you actualy would collect on there.

The expectation should be that there is a complete
cleaning and removd of any magnetic materials when the
magnets are actually checked by the operators. It doesn't
do any good to leave things on there or to be incompletein

that cleaning, because if you have to come back and do an
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eva uation because you have magnetic contaminants, you've
got to know that magnets were actualy cleaned at acertain
specific time to help you put together a proper chain of
events.

Again, there's some performance implications,
particularly if you're adding ingredients from more than one
supplier across a magnet and you want to properly evaluate
that supplier, and then timing for the decison-making

process and understanding product flow and how the
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accumulaions actudly are.

So determining the frequency of the checks, where
they're located, described by documentation, collect and
evduae any findings, any findings, nat just the nuts and
bolts that your employees think you're looking for, but
everything ese as wdl, and then documentation of
evauations and follow-up action. Save that suff over time
to determine what's going on.

In terms of scalping and gfting, sifts and

screens can detect and remove materids of differing size.
They can be used to detect oversized or undersized materid,
depending on what you want to do. If you've got pasta, for
example, and you want to scap that for something that's
smaller than pasta, you can run it over any number of Seves
that would give you a, quote, fines, collection, that could

tell you something about what'sin there. Or if you've got
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flour, you can run that through a very fine seve, 30 mesh
or less, and basicdly generate an overs that you can dso
evauate that could tel you whether or not there's
something hazardous there or something that isn't hazardous
and istreated as food in some parts of the world, and that
would be, of course, insects.

The cgpabilities of scaping and sifting is
actualy dependent on differencesin particlesze. And for

that reason done, we're very limited in using scalping and
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gfting as ameans of trying to find potentidly hazardous
foreign materid. If were deding with something like
beans or lentils, or weve got other kinds of ingredients
that have got some size, shape and configuration to them and
they're gpproximately the same size, those pieces would be
expected to actudly tall off, dong with the good food
product that we're actualy looking at.

So particle Sze differentids are redly
important. They're effective on both dry and liquid systems
in terms of having some sort of srainerson aliquid
system, certainly. It takesalot of prior planningin
order to figure out that relationship between what sort of
particle size are you looking for, in terms of your hazard
evauation, and what are you actudly trying to detect and
where could you put it, and what is the throughput expected

to be through that system. So it takes alot of planning.
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Takesalot of engineering. Weve got to match it to the
system, the specific point in the syssem. What isthe
purpose that was intended for? What sort of screen size and
type are we going to actudly try to uss? Arewe going to
use adrilled plate? Arewe going to use wires? Arewe
going to use magnetic wires? Are we going to use nylon?
Arewe going to use Silk? Therésalot of decisons that
have to be made around screen size and type with what's

actudly ingaled. 1'm sure regulations would help
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determine what that isin terms of its cleandbility, et
cetera, but theré'salot of decisons that would have to be
made.

And throughputs redlly have to be taken into
account in terms of the open area of the screen and the
available footprint that we have for this particular piece
of equipment. Particle Szeisactudly defined where that
Separation capabilities are and bulk density isthekey. So
they can have arole.

Theresalot of different types of screens
around. There's flow-through types where we can pump
liquids through screen traps, round hole dots, wires, wedge
wire. Thereslots of different kinds of systems that we
can use on the flow-through type liquid systems. There's
aso these vibratory type of devices that are out there,

where we basicaly have got the screen placed in the product
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conveyed bed, and then the depth of the bed, the flow rate
and particle sze dl affect what were going to get in that
tallings off of those sysems. | cdl thisasweco. That's
kind of atrade name. It'sbasicdly just acircular

vibration that has a reduced footprint, you know, type of a
gfting sysem. Thereisavigorous screening movement. It
can increase the separation rate. 1t may physicadly damage
whatever it is you're running through there in terms of sze

reduction, so whether or not you choose to use this
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particular type of device would depend on what was going
through it.

Certainly were dl familiar with the old flour
milling systems where welve got some sort of agyratory type
of box gfter where were basicaly moving fine particles
across screen surfaces. And by having multiple layers of
screens within this box, we can increase the total cloth
surface areaand alow for these very fine particlesto
gently fal through.

There's other types of sftersthat are around
that we've been looking at, that | would say you need to
look at with alot of consideration, and that's some of
these turbo gftersthat are out there these days. They
have a high speed rotary device within some sort of around,
horizontal screen assembly. And sometimes those things are

moving around, you know, six to 1,000 RPM and that inbound
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auger there can actudly generate foreign materid if
something getsinto it. So you may or may not be able to
findit. Might actualy reduceitssze. There are some
paddles that basicaly move product around inside the screen
surface. And alot of places-- | know there's a number of
other auditing companies around that don't consider those
things as effective product protection devices just because

of that potentid to actudly bresk up foreign materid. So

theres different Sizes, different types around. It takesa
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lot of engineering to get it to actudly fit.

But in any of these systems we have to make sure
that we can maintain the integrity of the screen and
whatever it isthat we capture and those tailings
observations. I've beento alot of places where the
tallings are basicaly open, and because they end up getting
thrown away, because they're marked inedible, sometimes they
become repositories for various maintenance activity.
Pieces of wire, other kinds of stuff, debris gets thrown in
there, and basicdlly it's that tailings thet tells you
what's physicaly happening in the sysem, and they haveto

be treated with a great deal of respect and be -- the
containers need to be dedicated and properly identified so
that you don't confuse yourself with what actudly can end
up in there.

Weve got to be able to collect whatever it is
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that the screens and/or Seves are actudly trying to tell

us. And that hasto do with an organized method of being
ableto collect the tailings for evduation. And it's
important to redlize that some of the screens and sfters
may not actudly empty at the sametime. A lot of these big
box or gyratory screens, for example, realy won't empty.
Soif you end up with atalings finding, alot of timesthe
firg thing you heve to do is physicdly get indde the

sysem very carefully and actudly look at the Sevesto try
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to find out if there's sill something laying on the wire or
something that's sill hung up within the sifter or scalper
itsdlf.

And periodicdly, of course, the screens have to
be checked for overdl integrity. They represent just as
much of a potentid threet as the stuff that's moving

through it potentidly. And so if you end up with torn
wires, then you've got wires, you know, contributing into
your system.

Again, frequency of the tailings checks and the
screen checks as well, making sure that those things are
documented. Documenting the findings for overdl
evauation. Again, you're looking at, you know, timeisa
river. And, you know, it's never the same twice, and you're
looking a what's physicaly coursng through the system and

trying to figure out what's going on.
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Document the maintenance of the screens and the
gfting devices to make sure that you know that the Seves
wereintact at certain specific periods and pointsin time
and that there aren't any issues with those things, and then
certainly documentation of eva uations and other necessary
steps.

Metd detectors, which everybody has one,
apparently, according to the surveys, or most people do or

have heard of them anyway, and we al probably went through
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oneto get here. They use an dectronic field to detect
metalic objects, and their detection capability is

basicaly set up around ferrous meterids, which are the
easest to detect. Stainless sted is the hardest, and then
the nonferrous materids, so that is copper, lead, duminum
and dl those kinds of things fadl somewhere in between. So
generdly there's been atremendous improvement in the
cgpability of meta detection inthe last 10 years, asfar
asmy experience goes. And alot of it hasto do with the
manufacturer of the meta detection head. The technology
involved in embedding the wires, specific distances from
each other, to be able to detect the minute differencesin
electronic field between the sending and receiving coils has
improved tremendoudy. And the software around cell
checking devices, their ability to be able to detect and do

their own diagnostics has improved tremendoudly.
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What hasn't improved tremendoudly is the ability
of usto, as humans, connect the metal detector deviceto a
regject mechanism, because that involves a maintenance person
working with air pressure and other smple mechanica
principles.

So metal detection has improved tremendoudly.
Reection capability is till dependent on knowledgesble,
active, trained maintenance people. Redly important.

Most of these systems these days are three coll
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systems. Y ou've got a center coil that's atransmitter and
two coils on either Sde act asreceivers. The coilsare an
identica distance from the tranamitter, and they have the
same strength of signd. A metdlic partide moving through
the aperture changes that signa strength. It's detected by
theinternal eectronics. It'samplified and processed
electronicaly to produce a, quote, detection.
Now, therés|lots of factors that influence
whether or not that thing is going to be very sengtive.
Environmental conditions, product moisture. High moisture
materid itsdf reacts differently to the sgnas and may
cregte Stuations where there's, quote, false positives.
Same thing with sdinity and other pH factors that influence
the conductivity of the materid itself. The temperature of
the materia in terms of whether or not the moisture in

thereislocked up or if it'safree-flow. The operating
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speed of the system. Y ou know, the line speed moving
through there at some sort of aconsistent rate. The
throughput rate. The variation in product Szes that we
might have between -- if were usng muscle mests, for
example, the different Szes that are created, different
kind of an effect within the aperture itsalf.

The type of metd that we're looking for, whether
it'sferrous, or norferrous or stainless stedl has an

influence. The shape of the metd itsdlf has an influence
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on our sengtivity. How it's oriented within the aperture

is extremely important. What the gperture dimensions are,
and typicdly the smdlest dimension determines and is going
to be the greater determiner of your capability. Soif
welve got abox that's seven inches by seven inches, it's
going to have a severtrinch capahility. If it's seven inches
wide but it'sthree inchestdl, it's going to have much

better sengitivity because that three inchesis going to
dlow usto have amuch better definition of sgnd

srength.

And then the position of the metd in the

aperture, whether it's in the dead center or whether it's
actudly close to the one of the Ssdewalswhereit's close
to the sending or receiving coils. Typicaly, the dead
center of the metal detector aperture isits weakest point.

We used detector spheres, and I'm sure everybody
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else does. It basicdly gives us acommon language. We can
describe what a metal detector is supposed to be doing at

that point in time. It's a standard method for checking for
sengtivity. There's a congtant shape within the aperture
opening and it easily helps us describe and clarify as our
communication. We tell somebody we want acertain kind of a
test sphere, two millimeter, three-Sxteenths, sanless

ded test sphere. We can get them anywhere. We can cdll

the New England Miniature Bal Company and have a thousand
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sent to us, and we can make up our own test spheres. And we
can describe that to somebody. We can talk to a vendor and
say, "Do you have ametal detector?' "Yes wedo." "What
isits sengtivity?' Weve got acommon language. So it's
important that the spheres be used.
Two parts of a successful operation. One, we need

to know whether or not we're achieving a proper senditivity,
and that redlly hasto do with the adjustments on the
equipment itsdf. And then, of equa importance, is some

sort of rgection or reaction or other operationa
confirmation in the case that we get a, quote, detect,
unguote. Now, we want to collect the rgjects for

evauation. Obvioudy, that'sabig part of it asto find

out what triggered it. Maybe it was afdse kickout. Maybe
there was vibration. Maybe somebody used aradio closeto

the device. Maybe there was some other unknown electrica
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charge from a grounding failure that we had. Maybe it
actudly is metd within the deviceitsdf -- within the
product, | should say.

And we want to use fail-safe ingdlation. You
know, some people say that a metal detector isacritical
point, and I've heard this from various other people, not
necessarily in FSIS-regulated industry. And | say, "Redly,
isit acritica control point?' Andthey say, "Yes, itis.

We wouldn't operate without it." "No kidding." Sol go
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over and | unplug the meta detector and the line keeps
running. | missedit. It'snot fall-safe. You're going to

find it later whenever the check is potentidly, but we're
running, and it's unplugged. Nobody knew.

So there's other ways of making sure that we
actualy get the rgects, and, again, the issue that we have
is not necessarily the detectors. Those things have
improved. It's actudly confirming the action and the
proper action of the rgject device itsdlf.

Now, metal detectors are great. Don't get me
wrong. Weve used them for along time. Everybody dse
gpparently has, too. Y ou know, they're pretty common in the
industry and | think there isn't a supplier out there that
would be caught without one. It'sjust part of what's going
on out there. Thereslot of people that are asking for it.

Everybody has the same suppliers. Y ou know, it's just out
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there,

But orientation effects on long contaminants could
redlly be a problem, particularly when we think about Sze.
They may not be 100 percent effective, even when they're
operating. Even when they're operating on a known,
consstent specification they may not be actudly effective.
S0 just because we're operating at two-and-a haf
millimeters, or three millimeters, or four millimeters, we

don't necessarily get the assurance that dl of the stuff
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going through thereis metad-free. It's not like a cook
stop.

There can be drift on sengtivity or the rgect
device can change its capability. Simple -- Somebody
doesnt like how many fase kick-outs they have, so they
turn down the air pressure on the rgject device. The
electric eye that's supposed to trigger the reject device
because of timing gets dirty and doesn't see very well and
can't rgject in the proper amount of time. The operators

may not know what our actual standards or check procedures
are. They don't know how important it is. If any of you

have done, you know, supplier audits, you've al seen
somebody check ameta detector with a set of car keys,
which isgrest if you lose your keys. And, infact, we

actudly had aStuation onetime.

If I might digress, we had a Situation onetime
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where we had somebody that called up our consumer complaint
lineand said, "l wonthecar. | wonthecar." And after
we camed them down alittle bit, "Y ou what?' "I won the
car." They actually had received a package of a product, a
Chryder key fob with a brand new Chryder key onit. And,
of course, we offered coupons. | think we might have lost
that customer. I'm not sure. We tried to be nice.
(Laughter.)

But as luck would have it, we actualy got the
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keys back. We had the production date. We actualy went
back to the plant that made it. It was a contracted dedl,

and we found out that, yes, indeed there was somebody there
that day who had bought a new Chryder and he had to get a
ride home because he didn't know where his keys were or he
would have told somebody. He thought he left them in the
locker room or something. Apparently they fel out of his
pocket.

But, anyway, a product defect may actudly limit
sengtivity. And, again, when we talk about product effect,
were talking about moisture, sdinity. We're talking about
pH and dl that kind of suff. In the meet industry, that's
extremely important because it's going to change the way we
have to operate the detector. And when we make those
changesto that detector, we're going to basicdly test with

the ferrous test bals. We're going to lose our senditivity
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on stainless stedl, and our plants are made out of what?
Stanless sted. Doggonit. Wouldn't you know it? Just our
luck.

Now, if we basically determine that we've got some
sort of abdl sze, and thisisjust anormd -- thisis
under normal operating conditions where were operating a
high frequency detector and we've got certain kinds of
gphericd sengtivities. And thisis going to be on the web

dte, too. Thisisfrom some data that was provided by
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Safeline Metd Detection. And basicaly what they show is
that if welve got aregular sted paper clip that's

37,000ths of an inch, you know, .95 millimetersin diameter,
but if were operating a two-and-a-hdf millimeters, we can
gill get apiece of that paper dlip through there with the
proper orientation that's 44/100ths of an inch long.

And if we're basicdly over here and were talking
about a piece of dainless sed that's 1.6 millimetersin
diameter. We can actudly get at two-and-a-hdf millimeter
sengitivity apiece, if it's properly oriented, in the dead
center of that aperture. We can get a piece of meta
through there long and thin that's two-and-a-haf inches

long, even when were operating properly. So ametal
detector in this case ends up being an indicator device,
potentidly. Same at two millimeters. 1 mean, you can

basicdly seeit. Weve got tinned wirethat's .91
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millimeters or a copper wire that's a 1.37 millimeters, and
there's various pieces there that theoretically can get
through, even when we're operdaing a these rdlatively fine
sengtivities. That'sjust dry products. So we can get
higher frequency operation there. That gives us much better
dainless sted detection, and Stainless stedl isthe
hardest thing to find.

What products require lower frequency operation

geared to ferrous detection? And because of moisture,
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solidity and shape, they may show huge product defect. This
isfrom Safdine dso, and thisis bascdly ferrous test
bal sengtivities Length of 2.3 millimeter Sainless
stedl wirein worgt orientation that can actudly get
through the aperture, again, with low frequency operation,
and alength of 2.3 millimeter gainless ged wirein the
best orientation. Best in terms of being able to detect it.
And what it basically shows usis that, you know, when were
at three-and-a-haf millimeter ferrous test ball sengtivity
in alow operation, thet, at best, you know, wecan -- ina
best orientation, you know, there's something that might be
37 millimeters getting through. And on the worst
orientation, you know, I mean, werre basicaly looking at
about twice the distance, 74 millimeters.
Theré's some of these -- These last two boxes

bascdly show in the worst case orientation at four
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millimeters. Our best orientation, we can pick up something
65 millimeters, but theoretically we could run an infinitely
long wire in our worst case scenario through the metal
detector. | would suggest that that means that the metal
detector, in this case, isan indicator. And if we

trandate what that actudly is, from ferrous test bal
sengtivity in that kind of aStuation and the things that

have irregular shape, then you can actudly get this kind of

thing where you can get a stainless sted 316, you know,
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piece of wireand al of these a 316, but basicaly if
were operating at four millimeters, you can actudly get
this piece through it.

If you take that piece and you actudly trandate
it down here to the centimeter scae, you will see that that
shaving is relatively long when it comes to centimeters, not
millimeters. It's centimeters. And that's the kind of
stuff that our maintenance people pride themselvesin
generating every day, and contractors, and anybody e se, and
two pieces of metd that are stuck together, and something
that's close to something ese, and something that's
turning, and something thet -- where an auger, welose a
bearing, and a screw conveyor, and an auger chews atrough
up some place. Sometimesit has that shape.

Unfortunately, we don't generate enough spheres.

That's what I've come to determine. We don't have enough
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spheres. So when somebody is out welding, I'm glad. No,
I'm not.

So any kind of metal detector detection program or
confirming the operation of the checks, we want to make sure
it's done properly. In the middle of the apertureisthe
weakest point to tell us whether or not we're going to get
some sengitivity. We want to confirm that the documentation
of the checks and findings is done on some predetermined

frequency so we can understand what's physicdly going on
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through our system so we can assure something is going on.
And certainly we wart to make sure that actions are taken
and investigations happen with any kind of kick-out
materias that we have. Again, theres lots of things that
can kick out Stuff off ameta detector. Sometimesit's
actudly metd inthe materid. Sometimesit's other
environmenta factors.

Let'stak x-raysalittle bit. Were sarting to
redly learn alittle -- alot more about x-rays because
they have atremendous capability to be able to find other
quality defects. Y ou can program these things to actually
do counts. Soif youredoingaTV dinner, for example, it
will actudly kick out missing component packages. Say you
didn't get some sort of a cornbread muffin in one of the
little dotsin thet thing, the x-ray device will kick that

package out, even though it's seeled up. It looks right
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through the duminum and can count things by its
programming. It can look in specific zones insde the image
that's generated to be able to actudly find things and

count them, SO missing components.

Theresalot of people that are working right now
on whether or not these things, for lots of different
goplications, can actualy do net weights because of the
software. 1t will actudly look at a package and it will

cd culate how much absorption actualy happened within that
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package. 1t will be ableto caculate what the weight is.
Therésways of using x-ray devicesthat tell
whether or not you've got appropriate proportioning. And
for us, that'sabig ded. Say you've got too many raisns
inyour Totd withraisins, it'sdl rasns, say you didn't
get any, you know, we want you to get just the right amount.
So we can actualy set up ametd -- or an x-ray deviceto
be able to scan al these packages, and it will actudly do
acdculation in there, roughly, to get you in some sort of
arasn range.
We're looking at the same ded, athough we don't
think well be able to do it for marbits, the thing you
redlly want, you know, those little thingsin Lucky Charms,
different shapes and stuff. Y ou know, we aways get
complaints from people who don't have any, but we never get

acomplaint when they have too many. | wonder why thet is.
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But, anyway, it operates on atotdly different
principle. It operates on differentia absorption, and that
absorption isrelated in product density and thickness, and
just about everything is dengity and thickness. So being
able to figure out what your targets are and how you can
actudly use the software to separate those specific targets
from a subgtrate redly determines what your detection and
Identification cgpability iswithin an x-ray device.

Bascdly, what it isisit's not an aomic pile
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anymore. They've changed that. So what it isnow isit's
basicaly afan beam that's projected out of atube. And

this fan beam basicadly comes down onto a diode array that's
st acrossthe line of travel of your product, and it can be

in packaging. It can even bein duminum. Weve used it

for duminum. Weusealot of duminum metal, metd
metalized film in order to creste amoisture barrier for

cereds and other kinds of products, of course, but it will
look right through auminum. Projects onto adiode array,
and that converts the energy into visible photons, and the
photodiodes that pass through energy. There's an absorption
picture that's created, and that is then eectronicaly
compared to a standard thet's programmed in the machine.
And then there's some sort of aregect or some other kind of
sgna that can be triggered, you know, from that.

Theres different kinds of units that are out
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there. Theréslinear transfer of systems, or there's even

some enclosed liquid systemsthat are out there. They have
the capability to detect some Szes of contaminants. For
example, metals, glass, maybe bone, maybe some other things.
And it redly takes a good software program that's

associated with these devices to be able to interpret that
image, and that's redlly a critical component in what you're
ableto actudly do. It isn't necessarily the tube or the

diode array. It'sthe software and the ability of that
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software to be able to interpret what those pixels are
actudly regigering in terms of a grayscae reading.

The sengttivity is determined by the number of the
photodiodesin that array, and sometimes fewer diodes work
better. It all depends on the product. It al dependson
the specific gpplication. Resolution is affected by product
speed through the detector, and so is that image, you know,
interms of if you've got intermittent speeds, you're going
to get different images that actualy come through that

because the picture that's going to be generated isrelated
to the software, not necessarily to the line speed. So you
need something that's relatively uniform speed moving
through. And whatever that speed is, again, is going to be
determined by the application specificaly.

The absorption is affected by the density

differentia between what we think is a, quote, contaminant
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in this case, not the highly desirable things, likeraisins,
or marbits or anything like that, but let's just think about
contaminants -- the differencein -- the differentia
between a contaminant and whatever that substrate is and how
that substrate lays plays akey roleiniit.

For example, if we've got shredded meat and it's
in some sort of atub, how those strands actudly lay across
each other creates shadowing, because in some placesit's

thick and other placesit's not so thick. And when they x-
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rays-- When that passes through that x-ray array, basicaly
it's going to determine that there's going to be different
rates of aosorption through al of those different layers,
depending on how they lay. And how that actualy worksin
terms of what you normally see can affect the ability of
that device to be able to differentiate a contaminant that's
laying under layers of folded over mests, or shredded mest
srands. So that has a big effect, but it's the software
that redly makes the difference.

Now, the advantages of these x-ray devices so far
that we can tdll, let done dl the other thingsthey claim
are on quality factors that ded with doing counts, missng
components and dl that stuff, net weights, isthat they can
see through duminum materids. So you can run duminum
cansthrough there. Y ou can run duminum trays. Y ou can

run metdized foil and dl those kinds of things and it will
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look right through it, something that you physicdly cant

do without a serious amount of jiggering on ametd detector
and then lose alot of sengtivity at the sametime. It

redlly doesn't have any sort of afreeze-thaw type of an
effect there because it dl has to do with absorbants and
essentidly that water and the moisture content has an
overdl effect, but it doesn't matter whether it's frozen or
thawed. And then sdlty, wet or variable fat content type

materids, therés very little difference, no red effect in
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terms of what the x-ray will be able to do from the product.
So when we get into that issue of reduced metdl
detector sengitivity, for example, because of, you know,
high moisture content, sdinity and al those kinds of
things where we have to go to alow frequency operation that
reduces our sengitivity on the stainless Sde, these things
don't have to go through that.
Now, it doesrequire alarger footprint than a
metal detector, generdly. It'sgenerdly not for drop-
through applications. Again, we want to regulate its speed
of product, or package or whatever going through these
applications. They're very application dependent, that have
to do with understanding the dengity and the variation in
density of the products that are actualy going to be
running through and what you're looking for in terms of a

potentia foreign materid. It takesalot of testing. We
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have to know what our expected contaminants are.

Line speeds operate dower than metal detectors,
but they're improving. They're up to 400 feet per minute
versus metd detection in some of our big cered sysems
running at approximately 700 feet per minute, reliably. So
they are getting the speeds up, and there's going to be
continued improvements, you know, in that software for
differentiation. But the contaminant shape and orientation

aso affectsits capability. We're till using spheres.



10

11

13

14

15

16

120

We're gtill using spheres, and that's because we want to
present to the x-ray the same shape. We want something
that's round. We're measuring a depth of absorbance
differentia thet the machine can differertiate, base asits
background. So we're still using spheres.

Now, the issue is with x-rays, is that essentidly
its ability to differentiate things deds with densty, and
that's related to the value of water. And say we say water
isone. Just say weter isone. If you look at the metalic
type contaminants that we might possibly be looking &,
you're looking at different, very different dengties.
Aluminum is not very dense, you know, 2.7. Bismuth, the
suff that you actudly drink when they take an x-ray,
that's easy. | mean, doctors aren't even chdlenging
themsdlves when they have you drink Bismuth. They should

have you drink something out of an duminum can. But,
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anyway, that's pretty dense, 9.8. Y ou know, brass, 8.5;
bronze, 8.8; copper, 8.9; lead -- did somebody say shot --
11.3; gainlesssted, 7.9; mild sted, 7.8; titanium -- no
wonder they useit for golf clubs-- 4.5.

So, basicdly, what you have hereisthis
differential where on ametd scale standpoint, looking at
things like, you know, smdler sze spheresin mesat, we can
improve. Or we could run maybe afour-and-a-hdf millimeter

test ball on some of the test pieces that weve actudly run
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through with some of our standard products. With x-ray
devices now we can get down to below two millimeters. We
can run 1.8 on an x-ray device, again, looking for a sphere.
Theissueis, if we actudly try to, and in some
cases they have been, somewhat oversold for various other
things. The heaviest thing weve got is bone, right? |
mean, that's why you cal somebody bone-headed, | guess.
It'sthick. It'sthe densest part of the human, but it's
only 1.8 compared to water. It'sbasicaly pretty
lightweight stuff when it comesto x-ray sendtivity. And
poultry bone, I'm sure, isalot less. They were intended
tofly.
Concrete, 2.4; epoxy resin, 1.1; crown glass, 2.6;
someflint glass, 4.2; nylon, 1.1. Now, say we grind up a
barrel. Say we grind up atray. Say we grind up a scoop.

What have we got? Polyethylene, polypropylene. Say we lose
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agasket. It'sarubberized type materid. Weretalking
about stuff thet floats. It's not going to be very
detectable if it'sincorporated into product with an x-ray
device.

S0, basically, when we think about other types of
foreign materid, hard plastics and other kinds of things,
and, you know, x-ray is-- "Hey, well just run it through
some x-ray devices, you know. We should be ableto get it,"

that's kind of a broad, sweeping statement that may not hold
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any water, depending on the substrate, depending on, you
know, what you're actualy looking a&. So, again, the form
of the materia going through these x-ray devices and what
were actualy looking for is extremely critica in order to
understand what it can do. And we have to redlize that as
amazing asit is, and as amazing as medica science can use
x-ray technology, it's not line speed technology that's used
inafood plant yet. It'sthe technology that basicaly
says, you know, there's some stuff out here that we can't
tell. We can't find it. We can't get wood, for example,
through an x-ray device.

Now, like | say, we have improved. Weve actudly
-- We've been doing some work on bone, and right now we
can't find a2.5 millimeter cube in some of the stuff weve
been looking at. It just doesn't have the density

differentid versus our substrates. And maybe there's some
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suff that's out there that would work very well. 'Y ou might
make some sort of a potted mest that's foamy and fluffy,
ary, so to spesk, has very little dendty. | mean, you
might be able to, you know, get an x-ray device to work
through, you know, something like that. It doesn't sound
very appetizing, but I'm sure you could do it.

Anyway, the location of that object within the
product makes a big difference when it comesto x-ray

capability. If itslaying on top of a subdrate, it's
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going to be alot easier to find than if it's actudly
entrained into the materid itsdf. If it's buried within
the product, it's going to be much more difficult to find.
Objects smdler than the test sphere have an
effect. Soif it'son edge, it needsto be asdeep. Since
we're looking at something through a vertica type of an
orientation and we teted it, say, with atwo millimeter
sphere, we need something to be at least two millimetersin
height to be able to be detected and to have the register
more than two millimeters of absorbance from the x-ray
device in order to differentiate it againgt its background.
So if we've got awire and it just happensto be
gtanding upright and the x-ray looks a it longitudinaly
and it gets more than two millimeters of wire, then weve
got agood chanceto find it. But if that wire isnt two

millimetersin diameter and it's laying horizontaly, then
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it's going to be a difficult capture because it doesn't

absorb enough materid in one spot on the pixd array to be
ableto detect it, unless we've got a software program that
we can aso put into the software that islooking for

adjacent pieces. Then we might have a chance, because you
can actualy program these thingsto look for long, thin
typethings. But we still may not get the absorption that

we need to differentiate that materia from its background

If it doesn't meet spherica dimension. So flat pieces need
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to have a necessary depth. And, that again, we can specify
by looking and using spheres.

The software isredly important. And likel say,
theré's alot of people working on the software. And as
luck would have it, this thing has redlly been spurred aong
by -- I wouldn't say luck, bad luck, | guess, but kind of a
side benfit is this whole idea around bioterrorism safety,
theré's a tremendous amount of x-ray technology and
capability that's being used right now at airports and other

kinds of things that you walk through when you go about your
normal course of business. And that technology, that

ability to be able to differentiate objectsin your carry-on
stuff that drives dl of these people crazy because youve

got wires, and radios, and connecting stuff, and phone
accessories, and aDVD player and dl that kind of stuff,

the technology that's going to help usfigure that out, we
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can dso then use in terms of software that will hep uson
thefood side.

Manipulation of the grayscde vauesisredly the
important factor, and then that software dlows pre-program
shapes. We can be looking for things that are round and
long and other kinds of things.

So, in conclusion, let mejust say that sources
within facilities are many and varied. We've got

ingredients. We've got systems. We've got people. Weve
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got lots of different things that can contribute potential
foreign materid. Weve got to do something in order to
assure compliance. Prevention of issuesis certainly the
key. Theres many factorsthat determine the selection of
these various types of equipment that are out there right
now, but the most important thing is collecting this
information over time and using it to evauate the product
safety, system and capability of our existing systems.
Because when we talk about foreign materid, were talking
about something that doesn't happen al a once. Were
talking about interpreting the drip-drip- drips that show us
where thereés aholein the dike.

Detection equipment isrequired. You'veredly
got to do alot of prior planning to make it work better,
and that includes testing devices with our substrates, with

our potential foreign materids, and doing that prior to an
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ingdlation. All parts have to work, including the
important and redly important factor of employee training.
Operation and documentation has to be expected. Findings
require evaluation and follow-up, and records redly are
important.

So over the next couple days were going to be
talking about dl of that. We're going to be using these
pieces of equipment to tell us more information abot it,

and hopefully that will comeinto play when we get into
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these case studies and other kinds of discussion.
Otherwise, thank you very much. Any questions?

(No response.)

I know | ended 10 minutes early, and Moshe said |
could talk until noon, but | know you guys are dl into food
safety and want to go wash your hands.

(Laughter.)

Thanks.

(Applause.)

MR. DREYFUSS. Thank you very much. WEell takea
bresk for lunch now. And | was asked that we extend lunch a
little because of the dining room downgtairs only has so
much capability to handle so many people. So well meet
back here at 1:15. That will give you about an hour-and-a
half.

(Off the record from 11:55 am. to 1:20 p.m.)
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PROCEEDINGS: (Afternoon Session, September 24, 2002)

MR. DREYFUSS. Welcome back. Hope you had anice

lunch. 1 wasjust waking through the streets down here and
| noticed the building over on 16th and Harney. The outsde
of the building said OPPD, and the first thing | thought of
was the reorganization our agency is going through, and then
somebody told me it's the power company out here, so | don't
have to worry too much just yet.
Our first spesker of the afternoon is Charlie
Gioglio, who is going to speak about the HACCP vdidation
from the FSIS perspective. Charlie isthe current director
of the Meat and Poultry Advisory Committee Staff for whom |
worked for for the last year-and-a-haf. He's been agreat
boss and I'm sure you'll enjoy his speech.
MR. GIOGLIO: You know what? He doesn't redlize

that performance ratings have aready gone in and, you know,
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they've aready been reviewed, you know, by the execs and
everything, so it may betoo late, Moshe. I'm sorry about
that. My own boss pointed out that | have a mistake on the
dide dready because we are, as Moshe just pointed out,
OPPD and no longer OPPDE. So welll go from there. | think
| got the rest of the presentation correct.

Some of you, | know, have aready seen this
presentation in different venues and dl thet, and | think

to try to, you know, get us back on schedule as best we can,
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I'm going to go through fairly quickly. But there are some
points | want to make about vaidation in generad that would
sort of set the stage for later discussion that were going
to have this afternoon and certainly the next speaker coming
that's going to walk us through our policy. So well just
go.

Thisisarehash, | think, for mogt of us, but
we're al aware that according to 9 CFR 417.2(b), the HACCP
rule, or that part of the HACCP rule, "Every establishment
shall develop and implement and a written HACCP plan
covering each product produced whenever ahazard analysis
reveals one or more food safety hazards that are reasonably
likely to occur.” Then afood safety hazard is further
defined as afood safety hazard thet is reasonably likely to
occur. It isone for which a prudent establishment would

establish controls because it has historically occurred or
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because there is areasonable possihility that it will occur
in the particular type of product being processed in the
absence of those controls.

| think I mentioned earlier, probably, for the
mogt part, we focused quite a bit on pathogens and
bacterid, microbiologicd hazards, but certainly the agency
has an expectation and you al should have an expectation to
look for potentia physica contaminantsin your processes

and products that you produce that may be hazards that
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reasonably -- that are reasonably likely to occur. That
requires you to do a hazard analys's, and that hazard
andysis has to have the documentation that supports the
decisons made. And that's redly what I'm trying to say
here in thisdide, that you need to take into account those
hazards that may occur. Decide whether or not they are
likely to occur. If they are likely to occur, they should
be addressed in the HACCP plan. But you need to, you know,
having the supporting documentation to justify or to support
the decisons that you have made, even in cases where you
have identified a potentia hazard but then decide that, in
fact, it's not reasonably likely to occur for whatever
reasons.

Tdking about, then, vaidation, validation of the
adequacy of the HACCP plan, 417 of the regulations require

every establishment shdl validate the HACCP plan's adequacy
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in controlling those hazards that are reasonably likdly to
occur, those that were identified through the hazard
analyss. What do we mean by that? It's the process of
demongtrating that the HACCP plan -- and | have a phrase up
there, "If operated as designed, can adequately control the
identified hazards to produce a safe product.”

The question comes up, what redlly do | mean here
when | say "if operated as designed"? And what I'm redlly

trying to get to is there have been times and we've had some
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experience with folks ingdling equipment, o forth, in
their operations that the type of equipment is designed to
control aparticular hazard. But when they getitinthe
plant setting, it's not actually able to operate the way
it's been designed. In other words, they cannot routinely
meet the particular parameters that they should be meeting
to control the hazard they are looking to control. We may
get into some more of that discussion later on, | think
maybe when we get into the pand discussons, and try to
apply some of the information we heard this morning to red
life type Stuations, you know, typica Stuationsthat we
facein a plant setting.

Verification, then, and just to differentiate the
two terms here, are activities designed to determine that
the system is operating as it was designed and as it has

been vdidated to operate. And that's both a plant
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activity. |1 mean, certainly you should have verification
steps, verification procedures built into your HACCP plans,
and, obvioudy, it isdso the agency's respongibility to
verify that the establishments are, in fact, operating their
HACCP plansasdesigned. I'll stop -- Wdll, let me just go
on. I'll stop at one of the next dides and make the next
point.

The dements of vdidation are redly two. You

need the scientific or technicd judtification. Thisis
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sort of the paper or the documents on which the controlsin
the system are based. And then the rule dso talks about
theinitial practical demongtration or sort of Sart-up

date. And | forgot the exact wordsthat are used in the
regulation, but we talk about the initid practica
demondtration, proving that the system will perform as
expected. And thisis sort of going back to the point |
made afew moments ago, that when you actudly ingall
either a piece of equipment or acertain set of controlsin
the plant setting, that early on you've run " X" number of
lots of product, so forth, to demonstrate that you can
routinely meet the parameters that have been set up. And
that's true whether or not we're looking to control for a
pathogen or we're looking to control, in this case, for
foreign materid contamination or some other, you know,

chemica contaminant or other hazard that may have been
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identified in the hazard analyss.

The supporting documentation can conss of, and
this, again, going back to the paperwork, either peer-
reviewed, you know, from a scientific journa, peer-reviewed
article, a documented challenge study that maybe you've
contracted to have done, you know, of the product that
you're producing in your establishment, the data underlying
published guidelines. And those may be agency guiddlines,

may be guiddines, in some cases possibly published by
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another federal agency or even trade associations and so
forth. But we're looking to have, you know, an
understanding that it's not necessarily just areference to
apaticular sudy or particular acronym, it'sthe data
underlying those guidelines that are important, or your own
in-house generated data.

The documentation needs to be specific to the
particular hazard that, in fact, it's designed to control or
that -- you know, and to the particular leve of either

reduction or control that you are aiming to achieve, and al
associated factors, conditions, you know, having to do with
the processing steps that need to be in place for you to
achieve the particular leve of reduction or control need to
be considered and monitored, again, related to the specific
hazard or pathogen and identified, the control parameters.

The practicd demondration, then -- and thisis
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what we talked about. And | think there was alot of
confusion early on about what we were redly looking for
here. Thisredly isthe early testing in the plan through
observations, measurements and test results, that are
designed to demondtrate that you can routindy meet the
parameters of the plan. The criticd limits are set based

on that, and you need to be able to demonstrate that you can
routindly meet that in the plant setting. It's-- Again,

it'svery important. | think this point was made earlier



10

11

13

14

15

16

133

aso that records should be kept, obvioudy, of that early
testing. And that dl then becomes part of the supporting
documentation of your -- for your plan.

I mentioned before that the agency is going to
verify, | mean, not only the ongoing operation of the plan,
but we are beginning aso now, with our CSOs, our consumer
safety officers, to go back and begin verifying that this
scientific documentation, the supporting documentation that
edablishes the vadidation of the HACCP plans and the
critica limits that were decided on and so forth are, in
fact, in place a the establishments. Too often well find
that theres Smply just areference to a particular study
or apaticular guideine, that maybe the agency had put out
and the actua study or the actud information is not there
onfile.

Again, | guessI'll make the point again just to
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differentiate. Looking a your vaidation information, for
the most part, we consder consumer safety officer work, and
the dally routine verification thet, in fact, you are
following your HACCP plan as it's been designed and
vaidated is ingpection work, or in-plant ingpector work.
The CSOs will attempt to ascertain the satus of the
reference materid and so forth.

Some of the criteria, then, isthe research widdy

accepted by the relevant professonals. We don't have a
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list or a checkligt that they're going to go by, but if
there is a question raised, they may raise the question and
then seek guidance through the Office of Policy, Office of
Public Health and Science and o forth about a particular
article or particular research. 'Y ou should seek to havethe
best science available to support your decison-making. And
some stuff may be dated, but it may be the best that, in
fact, isaround. The supporting documentation, again, it
could be plant-specific or broad-based. | said this
earlier, | guess, but, you know, we need actudly -- You
should have on file a copy of the article or the study, not
just areferencetoit.

Just a couple of examplesto go through. If
you've established that the product -- the product you were
producing were beef carcasses and you decided that

sdmonellawas a hazard reasonably likely to occur in your
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operation when you performed your hazard andysis. Y ou may
set up acritica control point for seam pasteurization,

and then you need to set up a specific set of critica

limits. Inthiscase, in thisexample, let's say you set up
sx-and-a half seconds exposure at 180 degrees. We go on
up. The supporting documentation, then, should be from
published articles stating the time and temperature of the
process and the level of pathogen reduction that is

expected. And the recorded documentation, or that early
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practica demondtration, that data that we'd be looking for
are records confirming that the steam pasteurization process
can be gpplied per the specificationsin the article, or the
study, or the documentation that you're relying on routingy
in the plant setting.

Need to take into account, you know, if a study
had been done in alaboratory setting, so forth, when you
indalled a particular piece of equipment in your plant, can
you reach the 180 degrees for six-and-a-hdf seconds dl the
time. Isyour line set up that way? Are there other
factors, the climate or whatever have you, that may affect
that? And take al of those into account as you're
designing your system. And that early testing period is
redly -- should be designed to determine that.

So | tried to come up with an example of a

critical control point that would be specific for metal
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detection, and this may or may not be good, and I'm not
particularly advocating this, that we expect to seethis
particular CCP in everybody's HACCP plans starting next
week. But if the product were ground beef and the hazard
were foreign materid, specificaly metd, one way you may
go about it isto establish the CCP and the CL asa
functioning metd detector cdibrated a two millimeters.

| think -- | sort of throw this out here because

I'm hoping redly to generate some discusson later on and
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especialy with our pands about how should we -- you know,
what is the best way for us to go about establishing these
critical control points, if you do, in fact, find that meta
contamination or other foreign materia contamination are,
in fact, hazardous, reasonably likely to occur.

I'd sort of really urge everybody or basicaly
realy | want to date that the reason we are here, those of
usin policy, are to listen to, you know, the discussions
and generate as much open, frank discussion in sort of a
non-emergency Situation as we can here, so that we can begt,
then, go back and formulate policy and guiddines and so
forth that are going to be able to work for everybody's
benefit in the plant setting. 1 mean, what wereredly dl
about isto be protecting the consumer and making sure that
no product that may become a hedth hazard is actualy

marketed.
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The type of documentations that may be, you know,
an example of what would support a CCP like that would be a
document of risk assessments, journd articles, regulatory
compliance guides. | think Dr. Goldman mentioned and some
of the other presenters mentioned some of the FDA documents
that have been published in this area that actualy set
certain szes, and the hard and sharps paper that's been
published by FDA. Those are the types of documentation that

you may be able to rely upon to establish and support these



10

11

12

13

14

15

16

137

criticd limits.

And, again, the recorded documentation, | think
Bob Richardson gave us a great presentation on this, dl the
different factors that you need to look at in the plant
Setting and to assure -- to convince yoursalves and us that,
in fact, you are finding the type of contamination that you
want to be finding. That's the wrong way to say that, but
that, in fact, the equipment is able -- is capable of
routinely detecting the type of hazard that you may be
finding.

Just sort of go on. Reassessment. Theruleadso

talks about reassessment of your HACCP plansin 417.4, that

"Every establisment shal reassess the adequacy of the

HACCP plan and hazard analysis yearly and when changes are

made" If there are things that come up in your

establishment, if you're finding some level of contamination
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that you didn't expect to find, that may be an unforeseen
hazard, but that should, we think, trigger for you to go

back and reassess, was your hazard analysis adequate. Was
this something when you had gone through that decision
making that may have been left out? Why redly, then, are
you finding thislevel of contamination in the product? And
those types of events should then trigger, | think, a
reassessment of your HACCP plan.

That's not to say that in each case that means
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automaticaly you have to establish a critical control point
or asgt of criticd limits and so forth, but you should be
going back when you find these incidents happen. Go back
and assess whether or not you do need to -- was there
something that you missed. And the reassessment dso
includes reviewing the vaidation documents upon which your
critica limits were based or upon which the critical
control points were established.

That's the end of the dides. | think I'm going
to closeright there because | redly would like Lee to
continue. Leeisgoing to go through our draft document
that talks about foreign materid contamination and how we
would expect, then, that specificdly -- to sort of lay out
various ways that companies may be addressng it in their
HACCP plans. And I'm going to turnit over, then, to Lee

Puricdli from the Office of Policy. | think you all
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have -- you should dl have copies of the directive that we
gave out with the agenda.

MR. PURICELLI: I'm Lee Puricdli from the
Regulations Development and Directive Staff, and | think
everybody has, as Charlie said, acopy of the directive, s0
well just go through it fairly quickly so we can open
things up to discusson. Again, thisisjust adraft and
it'sjust our current thinking to kind of get the bdl

rolling here. Let'sgo through it.
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First we talk about our generd philosophy on
foreign particles in the beginning part and whét this
directive does cover and doesn't. It doesn't cover bone.
That was discussed earlier. Thisisal metd and items
like thet, plagtics, glass. Also, the directive -- The way
it was sat up, | think it could possibly look like these are
either/or decisonr-makings. They're not. None of these
things preclude one of the other decisons. So you can have
a prerequisite program, HACCP, not addressing something in
HACCP. It depends on the particular foreign materia. Or
for acertain foreign materiad you may have part of it in
HACCP and part of it in a prerequisite program. So | just
kind of wanted to say that. | didn't want anyone to get the
impression it was either/or on these decisions.

That being sad, let's gart with how the

directive set out some of the decisons, Thefirs -- This
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isthe first scenario that welaid out in the directive on

page 2, and we're saying that you are determining in the
hazard andysis that the establishment concludes that
foreign materia contamination is afood safety hazard
reasonably likely to occur. And actudly Charlie gave --
His example that he had out dmogt laid dl this out, what
you would do. Y ou would have to, in accordance with the
regs, establish a CCP, and you'd have the supporting

documentation. | think we give an example here of what
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would be the critica limit, you know, everything
functioning to a certain standard, your monitoring. Youre
to be checking to make sure, if it'sameta detector, it's
kicking out some kind of seeded product or a seeded package.
And your verification would be thet it's calibrated, that

it's calibrated to the standards that it's supposed to be,
consdering dl the factorsin your documentation and that
were discussed probably earlier today. You'd have to have
your corrective and preventive actions aswell. Then we st
out what the inspectors -- bascdly, the questions

ingpectors should ask when -- to themsaves when looking at
the records or how an establishment has made its decision.

| think it's important to note, and the one thing

we want to get acrossiis, if youre using something like a
metal detector, or amagnet or whatever, if it's catching

what you st it to catch, then everything is operating.
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That doesn't mean if it'sfinding metd, it doesn't mean you
have a problem. That meansit'sworking correctly. So, you
know, we're talking about inspection people don't react
if -- aslong asit'sworking right. If it sopsworking,
if it doesn't kick out a seeded sample or they're seeing
something go through, then you have to take your corrective
actions because something wasn't set up correctly.

Also, an overdl comment | would like to make,

too, is everything that we set out in this directive sems
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off the hazard analysis. | would like to point back to what
Charlie was saying, thet that's what you have to do

initidly. You consder the hazards, and then you pick
those that are reasonably likely to occur. So that's why we
are having you look at foreign materid in your hazard
andysis and make your decisons on where you're going to
put it, even if you're not even going to put it in your
HACCP plan. But in something like a prerequisite program
you've got to do that and judtify it in your hazard

andyss.

And that brings up the second scenario where --

W, actudly let me quickly -- not to confuse anybody.
What we have as a second scenario isyou say it's not --
it'sahazard if it were to occur, but you're saying it's

not reasonably likely to occur. If it does, thenit'san

unforeseen hazard. | just wanted to put that examplein
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here. It'skind of an attachment to the first one. That's
why we didn't flow chart that out there. They dl kind of
go together.

Now, if you have -- If you determine that you have
aforeign particle or materia contamination that would be a
food safety hazard but you have some controls to prevent it
In a prerequiste program, again, your documentation would
have to be in your hazard andyss and the samething. You

know, we would have our ingpectors check to make sure you
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continue to have support judtification in the records from
your program in your hazard andysisto show thet it is
gtill supporting that decison, that it's not going to occur
because of the programs. So the decision has to continue to
be supported by documentation and by the records you're
generding.

And, again, thet's what the inspectors are going
to belooking a. They're not going to be looking at the
program in operation, like looking a monitoring records and
writing NRs for things like that. They're looking for the
decision being supported. And thereésalot of verbiage
here. We can discussit, you know, but if it's assessed by
-- if thisis set up thisway, were going to have a CSO
comeinand look at it and do their food safety assessment,
and that'sal set out in the directive.

Our next scenario goes back againtowhen | say in
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your hazard andysis, you're going to determine that it's

not afood safety hazard, but it's something that's

occurring. 1t's something that you know is happening in
your establishment, so, you know, if you have a program for
it, we want recognition of that program. And if it sarts
occurring or something changes, then you're going to have to
reassess and seeif it's now become ahazard. And thisflow
chart doesn't say it, but this could aso be done in your

SOP, in your SSOP, ether place. But it'sjust some
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recognition that you have an ongoing occurrence, but you
have historical datato say it's not afood safety hazard,

but you're handling it somewhere and we want you to keep
supporting that decison.

And the last scenario isredly acatchal for
something, either you didn't consider it or you don't have
any foreign particle, foreign materia problemsin your
establishment, or it's a known incident, something happens,
something falsinto something. These are the decison

meaking steps you'd have to teke at that time. You first
haveto -- Isit ahazard? Did whatever occur -- hazardous.
If it is, then you handle it as an unforeseen hazard because
you hadn't addressed it and you follow the regs accordingly.
If it'snat, if it's non-hazardous materia but it il has

to be removed because you can't have foreign materid, then,

since you haven't addressed it anywhere, the action would be
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taken under the sanitation SSOPs corrective action. That's
not to say you have to adjust your SSOPsin any way. It's
direct product contamination. Those regulations cover those
Stuations, so we would react and the instructors would
react in accordance with those regulations. But, again,
we're not saying because it's happened you have to change
your SSOPs. | think that's an important point.

That'skind of aquick -- quickly went through it

and now if there are any questions, welll take them and we
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can discuss however you want to go through the directive,
from the beginning, middle. It's up to you.
(No response.)
Okay, good. Wdll, welll get it for sgnature
today and welll -- No questions? There has to be questions.
MR. SEWARD: This question may not be specific to
what you just went through, 1 couldn't really reaed the
dides, | gpologize, but | did get the directive, so thank
you.
MR. PURICELLI: Okay, yeah, sorry about that.
MR. SEWARD: That'sdl right. | think in
responding to some of the things that Charlie presented |
have a couple of questions here. And I'll just start with
the first one and get through as many as| can, dlowing
other peopleto ask. But you, in your dides, Charlie, you

indicated that reference to an accepted paper in support of
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a CCP would be inadequate if the establishment didn't
actudly have the document there. And, you know, | guess my
question is, in this particular case, when | hear that, if

it'san FSIS or a government-established document, and |
think you referenced an example of that in your comment
there, you know, to me it getsinto a Stuation where it's
amost, you know, form over substance there, to a certain
extent, because I'm looking for the rationae behind why an

establishment is going to be penalized in some way when
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there's awell-established, scientific rationae for
vaidating the critica control point, but they're going to
be penalized smply because they don't have the paper. They
have the reference to the paper. It's well established.
It's being implemented. They're monitoring it and verifying
it, but somehow they're being, from what | heard you say,
that, "Hey, that's not acceptable because you don't actudly
have the paper in your file" Istha what you're redly
communicating, that that's unacceptable just because they
don't have awell-established -- it's everybody is doing it
across the board and they're making reference to the
document, but | heard you say that's not good enough. Y ou
have to have the paper in your file.
MR. GIOGLIO: Yeah. Let mejust say | did say
that, and | would stand by that in that we would expect an

undergtanding of what is being implemented in that plant.
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In other words, if thereisa set of guidelines, let's say,

that we've put out -- you know, Appendix A, Appendix B isa
great example of this-- that folks actudly do have copies

of those documents and someone in the plant has actudly

read those documents and, in fact, there is an understanding

of what, you know, they are intending to implement there,
rather than just sort of listing Appendix A and Appendix B.
What | think we find is that that becomes just sort of g,

you know, a set of buzzwords that people point to. And
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that's what we're saying.
| mean, it'snot -- | don't want to say that were

going to, you know, take some drastic enforcement action or
something like that, and | don't want to give that

impression if somebody doesn't have the document. Buit if
that, in fact, is the document or isthe judtification for
the particular critical limitsthat you're intending to
follow, then there should be an individud, a a minimum,

some individud in the plant that understands that and knows
and has gone through that document and so forth and has
worked through and made those decisions, rather than smply
-- what | think I'm trying -- we may be trying to avoid

there, Skip, isthe one sizefitsal, that people just

smply may, you know, take the easy way and point to, "Y eah,
Appendix A" and not redly know what it saysin Appendix A.

And I will grant you that maybe in 90 percent of the cases
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they were actually meeting the parameters of Appendix A or,
you know, Appendix B, whatever itis. So that's the point
that I'm trying to make.

MR. SEWARD: | think it's more important thet
there -- just what you said, that there's understanding and
so forth and that's --

MR. GIOGLIO: Obvioudy, it'smore -- yeah --

MR. SEWARD: -- the execution part, and it seems

to me that ought to be the thrust of what the agency is
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after, not whether you --

MR. GIOGLIQ: | think both things are, in fact,
important. | would grant you that the execution part is, in
fact, more important than the paper part, and | don't see,
you know, a sort of Draconian enforcement action happening,
you know, until somebody gets the piece of paper, but, in
fact, we think it is necessary.

MR. SEWARD: To havethat, okay. Does somebody
have another question, or can | ask another one? Go ahead.

UNIDENTIFIED VOICE: | have aquestion on page 2
where it talks about the policy, Part A, and then it talks
down on the bottom there, on Part C, about the also
extraneous materiad's such as debris found during finished
product standard testing. Can you expound on that a little
bit and how that relatesto 1?7 | mean, we talk about

bonel ess meat reingpection, having certain criteriafor
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cardboard and wood and things like that. Has that gone
away, or isit il in effect?

MR. PURICELLI: That'sill in effect, and that's
what we're saying, that's not going away. Were not --
Those ingpections till apply, so you wouldn't -- we
wouldn't -- and those are the consumer protection activities
s0 they don't fal under this directive, this directive.

We're talking about food safety issues. Does that help?

MS. HANIGAN: | have a question on reassessment of
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the HACCP program or the SSOP. If you find a one-inch piece
of cardboard in product, which is clearly not afood safety
hazard, and you go ahead and you take corrective actions

under your SOP program for direct product contamination,
doesthat also require aformal reassessment of the SOP for
direct product contamination?

MR. PURICELLI: No, no, no. Therewould beno --
Actudly, there would be no reassessment of the SSOP. If
you had it, | mean, you would just take your actions -- the

regulatory requirements for the corrective actions, but you
don't have to reassess the SSOP. That was the point |
didn't make very well, | guess, but that was what | was
trying to make.

MS. HANIGAN: So you can havedirect -- You can
fail to prevent direct product contamination -- a plant can

fail to prevent direct product contamination and not have to
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reassess the SOP? |sthat what you said?
MR. PURICELLI: Wadll, yeah, because we don't have
-- There aren't regulatory requirements for reassessing
SOPs. | mean, you haveto look at -- | mean, you have to
follow the corrective actions, and | think theres epsin
there, in the SOP's. | don't have the regsin front of me.
But you haveto fulfill 416 -- 16 or whatever it is-- 15,
yeah. That's what you have to do.

MR. SEWARD: InCharliesdideheliged alist
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of basesfor vaidation, and a scientific article, and in
the next to the last one there was the word "or" there, so
that conveysto me that, you know, you don't have to have
al of those. Y ou can have one of those, or two, or -- but
-- and that type of thing. It wasn't like you have to have
al of these. | think what | hear alot from people who may
be confronted with this Stuation where they provide one of
those items and they may be asked a ques- -- or be told,
"That's not good enough. Y ou know, | don't accept that as
being enough information,” and | guess | would encourage
that when it comes to vaidation, thet the field force and
the people who are out there doing this, whether it'sa CSO
or someone g, that if they're going to make the statement
that your vdidation dataiis not enough, that they aso,
then, should be required or put in the position where they,

then, communicate, "And heréswhat | need. Heréswhat |
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will accept. Hereisthe information that | am looking for
specificdly.”

Because otherwise many timeswe find oursavesin
adtuation where we're playing this guessng game. "I'll
give you something s "Wel, that's not good enough. |
need more" "Well, what do you need?' "Wdl, I'll know it
when | seeit” | mean, I'm ovaersmplifying it alittle
bit, but | think that it's a respongbility that when you

work through this vaidation process, whether it'sforeign
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materia or whatever, that if the agency is going to make a
judgment that that's not adequate, they should have to say,
"Hereis specificaly what | need.” So then the people at
thefidd a the establishments can provide that. So that
would be arecommendation that | think would be helpful for
everyone in getting the job done.
MR. GIOGLIO: Let mejust say, Skip, | hear the
point that you're making, and | don't think that we want any
type of review, you know, done by a CSO or anybody elseto
become, you know, a Stuation where we put an establishment
in, you know, a complete, unwinable Situation or
unapproachable standard. However, | say that | also think
we have an expectation that we would expect the plant, or
the establishment, to do the work that's involved in their
hazard analyss and so forth and not rely on the inspector

or the consumer safety officer or the circuit supervisor or
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anybody eseto actudly, in fact, do the hazard andlyss.
You know, and | don't mean to dig up old history or
whatever, but draft the, you know, HACCP plan for anybody
like that.

S0, | mean, | think your point is-- | understand
what you're saying, but | wouldn't say that we can give you
exactly what we're looking for or give you the documents.
But, you know, bascdly the criteria, yes, of the type

of --
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MR. SEWARD: Yesh, and | think that what were
saying, isit'satwo-way street, not just keep me guessing
type of thing. And I think that the CSOs, part of what I've
heard istheir jobisto -- isan educationa component and
istraining in ahdpful --

MR. GIOGLIO: Uh-huh, right.

MR. SEWARD: -- scenario, 0| think that'sabig
part of their job, istotry to, then -- "Yeah, you try as
an establishment, but then if you don't quite makeit, I'm
going to be there for you to help provide greater guidance
to take you down that road.”

MR. GIOGLIO: It's specificdly part of the CSOs
job asfar astraining, especidly smal establishments and
so forth, to help them through that process. But | would go
further to answer you to say that the agency right now is,

in fact, investing alot, and it's been directed to us from
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on high to, in fact, have the best possible training for our
CSOs. And that's an ongoing process and one that, you know,
we expect to continue as, you know, we bring more CSOs on
board and so forth.

| mean, | would say dso that, you know, these
types of forums like this are places where we redly dl
need to, you know, have these kind of exchanges and, you
know, get the information out so that we al cometo, |

think, a better understlanding of, you know, the things that
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were facing.

MR. SEWARD: Yegh, it's good.

MR. GREGORY: Mike Gregory from ConAgra. We
backed into this. Y ou started out with vaidation. Then
you went to verification, which, | think | basicaly
understand where you're going. But we missed one big part
of the step that is afundamenta part of when you put your
HACCP plan together, and that's monitoring. Now, you know,
if weve vaidated that our HACCP plan has ametal detector
program in it, and weve verified through the seeding of the
samples that the 2.5 millimeter bal is going to work and
al that kind of stuff, then isthe fact that it's kicking
off or not kicking off monitoring? Or where does monitoring
come into thisthing? Because, quite frankly, we're going
to get into alot of issues, both from our design of our

HACCP plan and from aregulatory compliance issue with
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inspectors and CSOs about what monitoring is. And I'm
redlly confused about what you guys vison on monitoring
iS.

MR. PURICELLI: 1 think on monitoring we actualy
envison some established frequency where you would --
that's where we give the example of running a seeded packet
through. The way we see verification is more to ensure that
itsdill caibrated. Whereif it's supposed to be

cdibrated or supposed to do certain things, you verify the
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certain frequency, that it does that. Then you monitor to
make sure, | mean, that it meets dl those criteria. Then
you monitor to make sure that it's working, likeit's
kicking off, or it's grabbing or whatever. That's how we --
MR. GREGORY:: | don't want to draw too finea
ling, but 1 think you're -- to us, at least in my way of
thinking, this cdlibration that you're spesking of and the
running of the seeded sampleisdl one and the same. In
other words, the running of a 2.5 millimeter or 3.5 or
whatever you happen to be using for your standard isthe
cdibration issue that we use. Now, short of bringing in
somebody from the manufacturing company thet actudly built
the thing and redlly understands how they can cdibrateit,
I'm not sure that verification activity in what we would do
in the plant every day, in your terms of -- And I'm not

trying to split the hair too much, findy, guys, but what
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you're looking at for cdibration and verification | think
we would dl throw dl that into verification. I'm ill
not getting the monitoring activity going on.
MR. PURICELLI: Wél, | think our pand can
discuss that, you know, more, too, and see where we go
there,
MR. REINHARD: My nameis Bob Reinhard with Bar-S
Foods. And my question is about Part No. 9, Part A, where

it talks about -- and you can answer thiswith asmple yes
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or no. Thisissraightforward.

MR. PURICELLI: | lovethose.

MR. REINHARD: It's stating there that you can
determine ahazard is not likely to occur based on
prerequisite programs. Isthat the new regulatory model
that FSISis willing to live by?

MR. PURICELLI: I think in the conte- -- that's
kind of what we're discussing, to see how it works, how the
prerequisite programs al work into -- Again, it'sdl part
of the documentation in the hazard andyss. | can't just

do it yesor no.

MR. REINHARD: Yes, iswhat you're saying?

MR. PURICELLI: Yes, wereconsderingit. Were
heading that way, yeah.

MR. GIOGLIO: 1 think -- not to be -- not to sound

like I'm joking, but these are the kinds of questions that
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we hope to have afull discussion on, you know, both later
this afternoon or this afternoon and tomorrow morning
specificaly on prerequisite programs. | mean, | would say
that's the kind of thing that we want to work -- sort of
work through and al of us have a better understanding.

MR. REINHARD: | commend you for that.

MR. GIOGLIO: Wéll, thank you. In our office, we
take that as a, you know -- The office takesthat asa

compliment.
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MS. CRAWFORD: Cathy Crawford, Advance Food
Company. Today we learned in the presentation that many
pieces of metal are not detectable. We aso learned that
many instances of foreign materid contamination are not
assgnable to a cause because they can't figure out where it
came from. What does FSI'S expect from a company when were
talking about hazards that are not detectable, we can't
assign a cause and we can't prevent them?

MR. PURICELLI: Wél, | mean, if you cant find
them, then, you know, then you can't do anything about them.
| mean, | think, again that being said, | think that being
true, it'sal -- you know, the documentation, what you've
consdered, what judtification you have for consdering the
ones you have and the ones you havent, | think it's
important and were going to look at it, but if you can't

detect it, then no one knows aboit it.
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MR. DOPP: Mark Dopp, AMI. | want to go back to
what Skip was talking about alittle bit. And snceyou are
the guys who write these directives and notices, let me make
asuggestion. | don't think Skip was asking when a
compliance officer, or a CSO, or an ingpector raises
guestions. He wasn't asking for the ingpector or whomever
to say, "Herés what you have to do," or to ask that person
to write the document. But it's not unreasonablein this

document or in any other document that you folks prepare,
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that the people who are doing this be able to articulate
what it isthey find missing. Theres adifference between
uslooking to you to finish the job versus saying, "It's not
good enough. It ought to be -- It's not good enough and
hereiswha you're missng to get to where | want you to be
or what you need to do to meet the standard.” That's not
unressonable.
And my view isif you look through the document
here that you've put out, when you talked about inspector
regpongbilities, | would suggest that you incorporate that
concept throughout this directive, frankly, and every other
directive that you write. Just athought.
MR. GREGORY: Mike Gregory. | want to go back to

her question a minute, because we didn't follow through in
what | would think would be the last step. >From the first

speakers we heard from today was basically the feedback
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loop, for lack of a better term, from the complaint system.

In other words, the consumer has found the piece of wire.
That isthe fact that we're faced against. Now, you couple
that with the succeeding presentations that show, okay, we
have ared hard time making sure that we can detect that
metal, and | think that's where she's -- without putting
words in her mouth, she can, you know, correct my postion,
but were faced with aloop here where dl of a sudden now,

from a consumer's perspective, whether you look at that from
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aregulatory person following up or just the fact thet the
consumer had a piece of wire, you're now faced with how do
you address the hazard with ameta detector, or an x-ray
machine, or whatever else we want to use that can't detect
the metal and do the hazard analysis that saysit will never
happen again. Becausethat's -- you're getting into a
Catch-22 stuation. Isthat more what you're saying?
Somebody did find the problem and you say it's undetectable.
That'strue. But it was detected by the consumer when they
bit into the product.

MR. GIOGLIO: Let mejust jJump in one second,
Mike. | understland what you're saying, and I'm not joking
when | say | readly do think this may be, you know, more
fully discussed alittle bit later on and some of our
pandists may have a different perspective than | do on this

issue. But, | mean, thefird thing, let's say, aswas
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pointed out this morning, there may be a consumer complaint
and that's how you learn about the piece of wire, or the
stone, or the -- you know, whatever the thingis | think
thefirst question that -- you're going to have to walk

through a series of decisons or ask yoursdf some

questions. One, isit, in fact, a hazard reasonably likely

to occur? Firg of dl, isit afood safety hazard? That's
thefirst question. And you may answer that yes or no,

depending on the type of materid that you found, size,
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sharpness and all that.

Two, | guess, isit -- Then you have to walk
through and think about, is it reasonably likely to occur?
Well, you know, you may come to the conclusion thet it isan
isolated incident, that it's not expected to happen on an
ongoing basis. There was no higtoricd, you know, finding
of that particular, you know, hazard. Even though it may
have been found in more than one unit of product, it may
have been, then, an isolated incident and you might be able
to go back and hopefully look at your system and maybe point
to an assgnable cause and maybe not. But | don't think
we're saying -- | don't want to give the impression, at
least from my personal perspective, that were saying every
time you find something that we expect you to go back and
reestablish -- you know, and establish a CCP. But you do

need to do some thinking and ask yoursdlf some questions.
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And the answers to those questions would drive, then, your
action about whether or not you need to establish controls
or not.

MR. PURICELLI: It could be different thanthe
technique. There could be other controls you could take to
prevent --

MR. GIOGLIO: Sure, | would think so, that's
right. And, | mean, that's something that | don't know that

we tak about enough from an agency point of view or an
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industry point of view, maybe we need to do more of, think
about preventing the hazards and what controls, you know,
can be put in place. 1 mean, you and | actually, years ago,
had worked through a problem, you know, it must be 10 years
or so ago, where there was sort of an ongoing problem and,
you know, you put some controls in place before HACCP,
before we termed things in the way we term them now. But,
you know, those seemed to work in that instance. So, you
know, without giving you al the direct answers, that's what
| think we need to address.
MR. PURICELLI: And that'swhy we say you can do
many of these things & one time in scenarios.
MR. DREYFUSS: Thank you, Charlie. Thank you,
Lee. Were going to now turn from the agency's discussion
to the -- athree-pand discussion on the perspectives of

contralling foreign materia contaminants through HACCP.
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Weve arranged for three speakers to discuss this subject.
We're going to start with Dr. Kerri Harris, who spoke
earlier today, who will present exactly -- perspectives on
controlling foreign materiad contaminants.

(Slide show presentation.)

DR. HARRIS: Wedid check this morning to make
sure that we had the right dides for the presentation this
afternoon, so hopefully everything is il there after

that, that we dl have them.
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Weé're going to talk about controlling foreign
materids, specificaly food safety hazardsin aHACCP
program. Firdt let's go back and look at the definitions.
And Charlie walked through part of these. Y ou, hopefully,
al know these. Physicd food safety hazards are identified
as reasonably likely to occur for aparticular product and
our process should be controlled inaHACCP system. And |
don' think that any of usthat you will hear presenting
information today are going to give you anything different
in response to that.
If itisaphysica food safety hazard thet is
reasonably likely to occur, it should be controlled in a
HACCP program. Now, how you get from that statement to
using and making those determinations, weve got to look
further, don't we. Because we have to go back to that

definition of reasonably likely to occur if you're going to
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use agency terminology for reasonably likely to occur. And
thisis taken directly out of the pathogen reduction find
rule. That whole statement about, you know, if it hasn't
historically occurred or if because there's areasonable
possibility in the type of product or process that it will
occur, and absence of those controls.

And | think when we get right down to it, those
Sx words at the end is what has caused most of the

confusion and the concern over when something is supposed to
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be a CCP and when it can be controlled in a prerequisite
program, because then we get into aloop sometimes, don't
we. And you can say it's not reasonably likely to occur
because I'm contralling it by my prerequisite programs or my
prerequisites programs contral it from being reasonably
likely to occur. Wdll, then that dways gets turned back on
you, doesn'tit, and they say if your prerequisite program
is controlling the hazard, and absence of that prerequisite
program, would you have afood safety hazard that is
reasonably likely to occur. And if you answer yes, then
your conclusion is supposed to be then it should be a CCP,
correct? And so we start talking, then, in circles. But
let'swalk from there.

If we take this example, usng the definition of
reasonably likely to occur, and we say, okay, were

recelving raw materias-- On the first step, for those of
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you at the back of the room, the very first processng step
Isreceiving raw materias. The second oneisthat standard
column that we say list potential food safety hazards. And
thisiswhere, when you look at your HACCP plan, youll
usudly find out therés along laundry ligt of things

people lig, and it's every physicd thing they can think

of. That cardboard, plastic, metd, glass, anything that

if, you know, the stars and moon lined up correctly, might

possibly be in the product, and they will list those.
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And then they'll say, isit reasonably likely to
occur. Using that definition of reasonably likely to occur,
you may say yes, for example, for metal because the plant
has previoudy found metd in raw materid. So we have a
documented history that we have found metal.

The next step, then, becomes, well, what are you
going to do to control it. Wéll, were going to usea
subsequent step as ameta detector later in the process, as
aCCP. Soisthepoint of recelving acritica control
point? No. WEell goto grinding, and | adways just love
thiswhenwe're out doing HACCP courses because then we say,
okay, we have agrinder. Isthereapotentid? Yes, it'sa
piece of equipment and we could have metal coming from that
equipment. Isit reasonably likely to occur? Well, based
on the definition of it could possibly happen, or maybe it

even higtoricaly has happened, that you had blades, you
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know, break or you had a bearing go out, or for whatever
reason, you had metal. So, yes, the grinding may cause
metd in the process.

Control measure. Well, metal detector later in
the step asa CCP. Isthis step for grinding reasonably
likely to occur? Now, the reason why | dways like the
bottom one the most, what is HACCP supposed to be? A
process control system, right? A process control system for

food safety. If the metd that is being generated by your
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grinder is part of your routine process for producing the
product, you'll never have the processing controlled by
putting a meta detector in, will you? Y ou need to go back
and find anew grinder supplier, a better preventative
mai ntenance program or something to prevent the metal from
being there. A random incidence or occurrence of a problem
shouldn't mean that you have areasonably likely to occur
hazard. But we get into that loop again, don't we, because
you've had it occur in the past, so you have a documented
history. We haveto decidefirgt if that documented history
really documented food safety hazards, or did it document
foreign materid.

If we take a different approach and you look at
the Nationa Advisory Committee on what a hazard andysis
should be, going through and doing that list of hazards,

that braingtorming list, and then looking at those that are
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of dgnificance thet they are reasonably likdly to cause
injury or illnessif not effectively controlled. And they
provide very specific guidelines on how to evduate the
potentid hazard, given the severity and the likelihood of
occurrence. That risk and severity issue, that prior to the
regulation, and even post-regulation, we've continued to
stress food safety hazards should be based on risk and
severity, the impact to the consumer and the likelihood of

it occurring in your process or your product.
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If you keep that in mind and you conduct the same
hazard andysis, and you state, receiving of raw materids,
and you do your laundry list again, metal, wood, glass,
plastic, paper, cardboard, whatever you want to put on
there, because weve seen them dl. And then you say, isit
adggnificant food safety hazard, and, for example, for
meta again you could say no. Plant has previoudy found
foreign materia contaminantsin raw materids, but these
were not identified as food safety hazards. And you could

go back and base that on the type of contamination that you
found and they're not likely to occur in the product, in the
incoming raw materias, you may occasondly find foreign
contaminants but they may not be food safety hazards, and
they're not something that should be occurring dl the time
inanormal process.

Now, | do know there are some of you out there
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that know that some of your suppliers you do get alittle

bit of everything, don't you? | mean, when you Start asking
people what they get in thelr rawv materids, it's amazing
what people will tell you they found. | mean, you know, we
have everything from the 50-pound, you know, drain cover
that you're going, it didn't accidently get there, to, you
know, the packaged glove on top of the products with al of
the fingers folded except for one, and it wasn't this one,

you know.
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(Laughter.)
Theresalig, along lig, isn't there, of
things that people will find in product. But just because
you have higoricaly found something or you have ever found
it doesn't mean that it has to be controlled in aHACCP
program. So in this case, you may not need a control. It
may not be atrue food safety hazard that is reasonably
likely to occur.
Let'sgotothegrinder. Grinding. We say metdl.
Isit agnificant? No. The plant has a preventive
maintenance program in place to check equipment. Plus, the
possihility of having metd fragments of sufficient sze and
shape that would cause injury to a consumer following
grinding is extremely low. Now, that's a pretty good
rationae of how, if your grinder isin proper operaion and

you have the documentation and the data to support those
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decisons, then you should be able to defend why that is not
afood safety hazard and why, then, it is not reasonably
likely to occur in your process. Are we gtating that
preventive measures for that equipment are controlling the
food safety hazard? No. But were saying al of those
prerequisites that we dl teach and that you teach and that
you know are supposed to be there prior to implementing
HACCP, we're saying they're there and they work.

When we teach HACCP courses, we dways tell them,
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when you get ready to design your HACCP plan, you should
have the perfect facility, the perfect employees and the
perfect prerequisite programs. And then you build HACCP on
top of that and dl of the pieces, then, start fitting
together to help you be able to identify those things that
aretruly food safety hazards and that are reasonably likely
to occur.

| had one company who had fought redly hard on
the metd detector and they initidly had ameta detector
inasaCCP. Wél, after having it in for ayear, they
decided they wanted to take it out. And so they cdled and
they said, "Could you help us support being able to take out
our metal detector? We don't think it should be a CCP."
And | sad, "Wel, can you tdl me why you think you ought
totakeit out?' Andthey sad, "Wéll, because we haven't

had any customer complaintsin the last year for metd.”
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And| sad, "Okay. Wdl, wasthat running with your meta
detector or did you haveit turned off?" "Well, no, we had
itturned on. ItwasaCCP." | sad, "Okay, do you have

any data on what the metal detector kicked out during that
year? Do you know what it found in your process?' And they
did. They went through and they pulled their meta detector
records and they actudly had a detailed record of dl the
kickouts, the type of metal that was found, the size, the

shape and in some cases pictures of it, and the incidence
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level.

| said, "That's the data that you need to use to
support that metd is not reasonably likely to occur in your
process, not your lack of customer complaints,” because they
were demondtrating process control. The data that they
collected through their metal detector had demonstrated
everything was effective, it wasworking. It wasnt
controlling meta from getting to the cusomer. They could
have turned it off and they would have probably ill had no
or very few metal complaints or foreign object complaints.
But you have to have the datato make that decision.

And that, and when | read the directive, and |
think from an agency standpoint, is the point that the
agency istrying to make. They are not Sating, in my
opinion, and not to speak for the agency, and those of you

that are Sitting here representing the agency, my
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understanding is that the agency is not telling you that we
can use prerequisite programs to control reasonably likely
to occur food safety hazards. But the agency is stating
that they understand that you have prerequisite programsin
place that may be providing data and information that you
can use to support why something is not afood safety hazard
as being reasonably likely to occur.

And 0 if we keep that in mind and wetry to

figure out how to make it dl fit on the forms, well, then
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it becomes alot easier. The standpoint of how to dedl with
it on a day-to-day bads, dedling from your inspector that's
there or from a CSO who is coming in, or from anyone else
who is coming in and doing the review, very often depends on
how well you have documented and supported your decisons.
Because then if they can go through your thought processto
determine what's there and determine if you have adequately
assessed and made those decisions, they ought to be able to
decide whether what you have done is appropriate, adequate
or not. So two different scenarios there on doing the
hazard analyss.

We dso have to remember that the hazard andlysis
must be specific for the product or process. Every one of
you in here has very specific processes, and you know the
limitations of your operations. Y ou know the history of

what you have found and haven't found. 'Y ou know information
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about your suppliers and dl the information we talked
about, you know, in audits and those types of things. So
you have got to make the determination of if you're finding
food safety hazards versus if you're finding foreign
contaminants and how you're going to control those, they
should identify dl the potentia hazards for everything
from ingredients, packaging, and then the raw mest and
poultry materids.

Y ou should aways conduct your prerequisite
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program -- | mean, your hazard analysis after you have your
prerequisite programsin place. Very often when we work
with companies that are struggling with their HACCP program
and having problems with it, if you go back and Sart

looking at the prerequisite programs that should have been
there first, they were weak to start with. And if you will
strengthen those prerequisite programs, very often it will

take care of the issuesthat you are struggling with and

trying to force into a HACCP system.

Some of you in here have heerd me tell this story
before. We have asmal processing center at the Rosentha
(phonetic) Lab at A&M. We happen to have aHACCP team for
which I'm on the team, Davey Griffin, who isin the room, is
on the team, Jeff Sable (phonetic) is on the team, Gary
Acuff (phonetic) ison the team, large team of alot of

people who we al think we know something about HACCP. Too
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many of us probably and too many who think we know
something.

They cdlled together our first team meeting, and
our team leader is Jeff Sable, and he said, "We're going to
do HACCP for daughter plan today. We're going to art
with beef daughter, and were going to do the flow chart,
and were going to do the hazard andlys's, and we're going
todo dl of thisearly" because we didn't have to implement

until the last implementation date, "so that we can be a
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teaching facility and be able to help others.”

Wewere like, "Okay, let'sgo." And Gary Acuff is
gtting in our room with us and he kind of crosses hisarms
and scoots his chair back from the table and he said, "Where
are our prerequisite programs?’ We dl kind of started
looking around at each other going, well, you know, "Who
brought the prerequisite programsto the table?" We didn't
have any prerequisite programs. The things, the way they
had been done forever isthe way they were ill being done.
And he made us, that day, stop and focus on prerequisite
programs and put those in place before we ever sarted
developing aflow chart and ahazard andysis. And out of
al of the things that occurred in our HACCP team meetings,
that was probably the best thing that ever happened, because
otherwise we would have tried to force al of those problems

into aHACCP program. And now then, they were where they
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belonged in the other particular programs. So make sure
that you do that first, that you go back and look at your
prerequisite programs, that they are in place to begin with.
They should dso identify true food safety hazards
and identify the critica control points for controlling
that identified hazard. Now, we talk about alot of
different things being critica to our operation and we try
to put alot of things into the category of critical control

points. But when you get down to the bottom line, there
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aren't very many critical control points for most of our
operations, arethere? There are alot of thingsthat are
important for usto be able to produce the wholesome and
safe food that we produce, but that are truly critical for
food safety purposes, there's only a handful of them. We
need to make sure that those that we have are adequately
controlling the true food safety hazards that we identified
for our individua processes, not that our neighbor
identified for thers,

Each establishment mugt identify the point or
processes where they can best control the identified
hazards. They have to vary from plant to plant. Even when
we get to the setting the criticd limits-- will vary,

specificaly when were deding with foreign objects. I've

never heard such arguments among different companies on how

you're going to set critical limits, whether it'sthe
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functioning meta detector, which iswhat Mike keeps

bringing up in his questions and how do you define a
functioning metd detector, versusif it'sa specific limit

or level of detection. Every plant is going to have to know
what their equipment is and what they're doing. How are you
setting those? How are you verifying that the metd

detector is operating? What procedures are you using? When
Isit monitoring and when isit verification? And how do

you separate those two activities?
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Everything that we do, every control point,
critica control point that we pick should be based on
science and vaidated for the adequacy in controlling the
hazard. If you do that, | think it aso helps to make sure
that were truly picking CCPs. Becauseif you can go
through and scientifically show why something isor isnot a
hazard, or how that control, that activity that you have
chosen, how scientificdly it will prevent it from being
there, then you've done a pretty good job, based onif you
did the firgt part of it right in identifying the risk and
severity of theissue you identified as a potential hazard.

In summary, | think we al know and accept that
HACCP isour best tool, and it isjust atool, a place for
usto control food safety hazards, that every HACCP plan can
be different and yet Hill be effective, and that we, |

think both from an industry and from an agency standpoint,



17

18

19

20

21

22

23

24

25

the thing that we often missisthat we have to be flexible
and dlow the operations to design their programs, and |
mean the optimal HACCP program as well as the use of
prerequidite programs, to control the overal wholesomeness
and safety of the product, alowing HACCP to focus on food
sdfety.

And | think were going to hold questions 'til the
end? Isthat correct?

MR. DREYFUSS. Yes. Thank you, Kerri. Our next
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speaker is-- onyour agendais Dae Rice. Unfortunady,
Dae was not able to attend, but Jeanne Raede is here
representing Chef America. Sheis currently afood safety
regulation consultant. Until recently, she was the food
safety regulation manager for Chef America, manufacturer of
Hot Pocket brand sandwiches. She has over 12 years of food
safety and quality experience, and she has worked for many
of the industries, companies and consulting firms and now
runs her own consulting firm. Sheis going to spesk on the
impact of multi-component products.

(Slide show presentation.)

MS. RAEDE: Good afternoon, everybody. | want to
bring us back to the actud title of what these
presentations are to be about, " Perspectives on Controlling
Foreign Materia Contamination through HACCP," because,

again, thisisjust our perspective. For those of you that
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haven't heard of Chef America, hopefully you've heard of the
product Hot Pockets. So that will help kind of bring in
focus where we're going with this. 1t dso states Nestle up
there. Chef Americawas just recently purchased by Nestle,
s0 we actudly don't know if we till are Chef Americaor
not, but for the point of this presentation, that's who
well refer oursavesto.

We have two primary gods for this presentation.

Oneisto let the agency or help the agency understand that
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there isavery different pergpective on controlling foreign
materia contamination when you'e talking about multi-
component products. It redly has adifferent impact on how
you need to address that. We want to ask that effective
regulatory compliance encompasses al the ramifications of
food production.

| sarted my career in the meet industry I'm very
familiar with the mesat industry and | love the meat
industry. And as of the last five years, I've beenin the
frozen food industry, and I've redlized that not dl foreign
materia contamination comes from meat. And that's why we
bring this pergpective on multi-component products. And it
will hopefully help address some of those questions brought
up earlier on why is there such a big group of other out
there, and that's where we want to go with this.

Again, some basic examples of the multi-component
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products. Obvioudy -- well, not obvioudy, but these are
some of the examples. Pot pies, rice bowls, frozen pizzas,
those are dl examples of multi-component. And so I'll
continuoudy want to bring you back to that when you make
policy, please don't be narrow with the idea that we only

use metal detectors, or bone collectors, or what needs to be
used. Thereis so much more out there that does need to be
looked at that oftentimes our agency inspectors have no idea

about when you bring up certain means of foreign materia
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control and detection.

So each of these components relies on a different
drategy of managing foreign materia contamination.
Certainly the way you handle mest is very different from how
you would handle contamination in dry ingredients. Just
another pitch to say why we want you to be open to multi-
component products, the frozen food industry is over $10
billion in sdlesannudly. Thoselittle frozen hand-held
itemsare abig part of that. Roughly, that's about 20

million medl occasons daily, that those frozen, multi-
component items touch consumerson adaily basis. Soit'sa
very large category. And with this directive, we fed that

if you do encompass dl of these areas, you'll have a pretty
good program that will be encompassing everything.

A lot of thiswas brought up earlier, especidly

with Bob's presentation, which was very informative, about
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al these different items and different ways that you might
have -- d@ther A, you might control foreign materid, or, B,
you might have prerequisite programs in place at these type
of locations that provide you the data that tells you you
don't need it asa CCP. So dl these items are somewhat
different with what we have here.

Huids, easy to evaluate. Dry materid, sometimes
in fine matter that can be easy to evauate for foreign

materid. Coarse, dry metter is different, provides
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different levels.
| wanted to point out, it was mentioned earlier
and | think it was in acomment or question that was brought
up, I'm not sure which, about the zero tolerance when
something ese comesinto our plants. And I'd like to take
amoment to make this point, too. Chef America purchases,
you know, tomato paste and broccoli and items that aready
have pre-described contaminants in them, if that's what we
want to call them. And certainly to make a point here when
we tak about handling foreign materia contamination, we
don't want to be subject to being told that, yes, that's
great, but onceit hits your door, it's zero tolerance. And
s0 we somehow need to keep that in mind as we make policy
and we address foreign material.
Thisone -- Certain hazardous foreign materia

need to be controlled viaHACCP plan. Well, that's pretty
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obvious. | haveto sharethiswith you. | havedl my

notes here and | was al ready to discuss this topic, and

Baob brought up, in this presentation, about metd detectors.
And as you know, I'm presenting thisfor Dale Rice, and he's
not here and not able to be contacted at the moment, and Bob
pointed out that those meta detectors and dl those dides
about what does get through and what's -- how they're not
100 percent, how can people have those as CCPs? And |

thought, oh, my God, | have to crossthisout. | can't tell
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them that Chef America hasthisastheir CCP. But over
lunch | managed to come up with the conclusion that, you
know, | need to discuss that, and as Kerri mentioned earlier
about certain topics of lead, other areas, we need to throw
this one out on the table.

| don't think the intent of that comment was to
meake anybody run back and go, "How embarrassing. | have
thisas my CCP and these experts are tdlling us that metal
detectors aren't 100 percent. | can't haveit asthat,” or
"I'm afrad if | have it asmy CCP, what happensif, because
it's not 100 percent effective, a piece of metd gets
through and the agency jumps down my throat?' And certainly
that's afear | know that people have. And for the agency,
please know that. But the god, as dl of us from industry,
isto produce a safe product. And if that, a that time, is

our only means of ensuring that hazardous metal does not get
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to the consumer, please leaveitin. Pleaseput it in.

Now, apoint | want to make with metal detection
isthat the goal certainly isn't to leave it asa CCP
forever. The god with dl these foreign materid
contamination, CCPs that may be out there, is to prevent the
likeihood or the occurrence of finding hazardous metd.
That'sthe god. So the god, then, as you go backwardsis
to reduce or eiminate the need for thisto be a CCP, and

the data collected from that is what you would use to remove
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it, as Kerri mentioned earlier, from your CCP program that
tells you you're not finding hazardous metd.
| wanted to bring up something €se with the meta
detectors and asiit relates to Chef Americaand asiit
relatesto lead. That's another one | want to just throw
out on the table because we're here and we're speaking very
candidly, and it may apply to some of those that have wanted
to address it, that don't know how to addressiit.
Back to Bob's presentation, lead, for the meat
indudtry, is not highly detectable via metd detectors. If
I'm wrong, please tell me, but my experience has told me
that it is not easily detected. Now, there was a question
brought up recently, and it was made to believe that maybe
it's associated with metal that can't be detected and how
can you find its source, and da-da-da-da. Certainly, |

don't buy cooked product and expect there to be lead shot in
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it. Chef Americas products, because they are frozen solid,
because of the size of the product, because of the fact that
we do use redundant metal detector systems set at opposite
angles on each ling, it does highly increase our sengtivity
to finding items like leed.

The mesat industry, | would bring thisto you, due
to past experience, and I'll go into this further when we
tak alittle bit touching on prerequisites, though that's

for tomorrow's conversation, is that, you know, you can



10

11

12

13

14

15

16

179

control that. If that's a question out there and you don't
want to ask it, you can control it because x-ray is highly
effective on your incoming materids. And that's how you
prevent it from getting to your customer, to the end point
user, whoever it be. Soin casethat's aquestion, | want
to present that solution to you.

AsKerri mentioned, there's certainly hazardous
Stuations that might occur that don't need to be part of
the HACCP program. Here's some examples, as we mentioned,
about things earlier, but one I'll share with you that
happened prior to HACCP implementation being required, maybe
some of you have encountered it, too, and it was brought up
with Bob about sfters and dry ingredients.

Flour contamination. We had ourselvesasingle

occurrence of sgnificant magnitude, as not even enough to

say the magnitude of this Stuation that we incurred. And
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this didn't come from the vendor. This came from our
finding, our checking of flour tallings and finding glass

and other materidsin those tallings a the end of the day,
unfortunately. Aswe explored what occurred, we found that
the trucking company somehow was at arailroad site and the
hose for the truck fell on the ground, or the flour fell on

the ground, and he decided to take the hose and suck up
flour off the ground because he didn't want to have hisload

short.



10

11

12

13

14

15

16

180

Soin dl those years that that's happened, and
I'm not trying to put adate that saysit hasto be many
years between occurrences a dl, but what I'm saying is
sometimes you have incidents of just incredible magnitude
that are food safety aspects. And to satisfy the question
of, weren't our sfters able to Sft out glass, there was
chemica materid in there, so that takes away that, because
we did encompass everything possible. But that doesn't
requirea CCP. Wedon't fed that's one that would. Sol
present that one out to you also.

Again, aswe go down this, just to point out,
paper in bacon ends and pieces, just to bring you back,
foreign materia contamination occurs, but you have to go
back toisit afood safety hazard, and we want to emphasize
that, because alot of times were going to encounter our

ingpectors in the plant that go, "That's a piece of glove.
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That's a piece of paper.” | know that and I'll addressit
accordingly, but it doesn't require a CCP, so we want to
make that point.

Thiswas dl pretty much discussed earlier and so
I'm not going to spend too much timeinit. It certainly
relates to what Kim was saying earlier, o I'll move onto
thisnext one. Thiswas aso addressed. Thisquestion a
gentleman brought up about -- directly to the agency onis

it okay to consder that we don't haveto haveit asa CCP



10

11

13

14

15

16

181

because prerequisite programs exist. And to reiterate what
Kim was saying before, | don't believe that's exactly it.

What | believe on our perspective that the answer to that
is, that the data that you have collected to support that

you don't need a CCP that you have a Situation where a
hazard is not likely to occur, is then a means where you

say, "Based on this data that | have collected, thisis why

| don't need thisto bea CCP." Not to fall back onto

saying, "l don't need to control it because | have a
prerequisite program.” That kind of loopsiis right back to,
"That's a CCP, then."

Agan, thisisjud reterating the comment | just
made. The ultimate god with any CCPs for foreign materid,
and basicdly | think for everything, whether we're talking
chemicd, physica, microbid, isto go back to the main

source, isto diminate it completely. And thisisn't new.
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We point out that, you know, were big advocates of having
your prerequisite programs documenting that data because --
and that way it dlows you aso to go back to your source.
It's very source-driven. HACCP, of course, isasngle
point of control. I'm making the comment that together
they're both valuable tools.

Thisisan example. | brought up the comment
earlier about vendor programs. Thisis, again, | believe,

part of the reason why you're finding, as was mentioned
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earlier in the presentations, that you're finding vendor
programs have increased. And an example that Chef America
has encountered, and this is data from Q199 dl the way to
the present, Q202, we've had an extensive vendor program in
place since that time. And while, yes, we took the numbers

of incidents reported off the Sde, that kind of graphis
just what makes you really proud, makes you know that you've
gone back and you've worked with your vendors. And | can
tell you for the rest of the people out there, it's not just

for you. If you're avendor and you go, "Man, thisis what
they're forcing me to do or they're not going to buy from

me," it makes you better. It opensyou up to have that many
more people come to you and say, ™Y ou make good product.”
Soit'stwofold. Whileit canbeapain, it hasa

tremendous effect on the god, which isreducing dl that

foreign materia contamination that may be coming in to you.



17

18

19

20

21

23

24

25

Agan, in summary, just wanting to point out thet
as we address this to the agency and the draft directive
that's out, when you findize it, when you talk to your
ingpectors about it, we need that education, we need that
flexibility, as was pointed out earlier. There's many
different ways of handling foreign materid contamination.
Itsnot dl coming from the meet industry. Even so, within
that, there's many ways of handling it there aswell. But

we need to have recognized prerequisite programs in place.
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Certainly the vendor one has madeits point. But al the
other types of systems that Bob talked about, or that
industry may present, because indudtry truly is the expert
within their own product, that would be able to present what
the best way is of controlling it. So the messageis, you
know, flexibility. Thank you.

MR. DREYFUSS:. Thank you, Jeanne. Our last
speaker of this panel is Troie Burch. Troieis the director
of quaity assurance for Quik-to-Fix Foods, Incorporated,
Divison of Smithfield Foods. Sheis responsible for
qudity assurance, food safety and regulatory affairs for
the company, including two meet further processing
facilities. She has over 20 years of experience in the food
industry. She has aso spent numerous years in the medical
research field and has published on nutrition, drug

interaction, drug receptive bindings. She has served for 10
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years on the Board of Directors of Southwest Meat
Association and most recently is president and chairman of
the board. Troie?

(Slide show presentation.)

MS. BURCH: Good afternoon. | will be spegking to
you this afternoon not only from my company's perspective,
and our plants are classfied in the smdl plant category,
but 1 will aso bring perspective from my fellow companies

within the Southwest Meat Association. Some of what you may
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hear me speak about is alittle redundant, especidly being
the third speaker in arow, and maybe that's a good thing
because it shows that were on the same page. But dso I've
drifted alittle bit into talking about prerequisite
programs. One, as Kerri mentioned, you have to have the
foundation and the prerequisite programs to make your HACCP
plan effective. 1n spesking with some of my other fellow
companies, thisis some of the feedback that | had gotten
from them.
Agan, well sart out with definitions. Kerri

has pretty much covered these. And the find rule, food
safety hazard was defined as, in this case here, "physica
property that may cause afood to be unsafe for human
consumption.” And, basicaly, | think that weve had alot
of discussion about that this particular definition didn't

redly take into account sgnificance in risk to human
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hedlth.

The Nationd Advisory Committegs definition,
again, "aphysca agent that is reasonably likdly to cause
illness or injury in the absence of itscontrol.” Andin
this publication, there was significance taken into account.

Jud alittle bit on hazard andysis. | think
Kerri and Jeanne did areally good job on that. In any
hazard andyss, and | know you've dl done this, you have

to take into account your product higtory, which includes
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ingredients, and your processes. Customer complaints, and
Kerri gave agood example there, of how thet helps you
decide if the hazard isredly part of aHACCP plan or not.
And then you have to dso ask yoursef the question, isit a
food safety hazard or isit a contaminant?

In the definition of extraneous métter, it's "any
object which may become a part of the product being
produced, which is not designed to be a part of such
product.” Usudly, and this has been discussed, it's not a
sgnificant risk, but it does depend on the size, shgpe and
type.

Adulteration, "the bearing of any deleterious
substance which may render the food injurious to hedth.”

And asweve tdked alittle bit about contamination, this

should be addressed in your SSOPs rather than in your HACCP

plans.
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And hazard analysisis part of HACCP. Weneed to
evauate the information on the hazards to decide which ones
are 9gnificant and reasonably likely to occur and those
that must be addressed in the HACCP plan. If they're not
ggnificant and reasonably likely to occur, they shouldn't
be part of HACCP but in the prerequisite programs.

Onething to look at, and you've probably seen
this scenario in different Stuations, but you need to look

a therisk, the frequency and dso severity. Soif you
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have ahazard that has alow risk and alow frequency of
occurrence, then that probably is not going to be part of
your HACCP plan. If you have, in your hazard analysis, an
incident that has low risk but high frequency, that's when
you haveto look a the individua Stuation in your plant

and what the incident is, and that -- it would depend on if
that would be part of your HACCP plan. An incident that has
high risk but low frequency, it could be an isolated

incident, like the one Jeanne mentioned about the flour.

So, again, that would just depend. But when you have an
incident which has high risk and high frequency, this should
be covered in your HACCP plan.

Now, I'm going alittle bit into the prerequisite

programs. These are multiple points of evauation which do

form the foundation before HACCP should be even implemented.

We tdked alot today about supplier certification, and |
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think we can dl see that the supplier certification process
redly pushes the respongbility upstream, and we dl look

at that in aHACCP program and in any process control
program. The responsbility or the control needsto be
pushed as far upstream as possible. We have incoming
Ingpection programs, sanitation and preventive maintenance,
processing steps, employee practices, finished product
inspection, employee training.

Some examples I'm giving here, on supplier
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certification, you may require your supplier of your meets
to do ametal detection at, say, 10-and-a-haf millimeter
ferrous. That'sjust an example. That's not necessarily a
recommendation. On dry ingredients, probably everybody has
got letters of guarantee, and you could have requirements
for sftersand magnets. In packaging, letters of
guarantee.

In the definition of package integrity in the food
code, it's defined as "food package shdl bein good
condition and protect the integrity of the contents so the
food is not exposed to adulteration or potential
contaminants.” And I'm just mentioning that because that's
some of the incidents of foreign materid that have been
found have been due to the package integrity of the incoming
materias.

Sanitation and preventive maintenance. Proper
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assembly of the equipment, no extraneous materia and no
missing or damaged parts are dways important in the
prevention of foreign materid entering the process. This
has been brought up, and | think it's something that, you
know, every grinder redly looksat. Andin order to limit
your lighility, it's something that probably needsto be
done on afairly frequent basis throughout your processing
shift. And that'sto have alarge object meta detection

before pre-grind or alarge object visud ingpection. The
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grind plate and knife blade checks are very important in
limiting your ligbility and isolating any contamination.
Bone mesat checks, looking in your bone mest for any other
foreign materids. A knife plate and plate sharpening
program will help you identify if the plates and the knives
were intact at the start of the day. And then theres meta
detection before find grind. Those are dl just some
Suggestions.

Wetaked and | think it was Bill that talked
about gfters and magnetsto a great extent. Thisis sort
of anew thing from my experience on usng magnets on
incoming dry ingredients. But | could probably use alittle
feedback from some people. One sort of negative thing that
weve noticed on magnets on Sfting our dry ingredientsis
that weve pulled the enrichment out. So, you know, weve

had to look at some different things to address that.
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Employee practices. The use of colored gloves
versus plastic gloves. Weve tdked today about plastic,
but just the difference in the color can sometimes prevent
the entrance of aforeign materia into your process.
Employee practices such as proper placement of gloves when
they're not in use and asmall tool palicy.

Finished product. Of course, any operation that
has their finished product handled by an individud,

somebody that's looking at it, | mean, that's most your
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last line of defensg, is actudly the visud ingpection a
packing. Then therés different standards that we have dl
heard today about metal detection.

Agan, foreign materid that you're likely to see,
wood, plastic, cardboard, metal seems to be the one of
biggest concern, and then these unidentified foreign
objects.

Some likely sources of wood in our particular Sze
plants and probably throughout the industry are pallets.
And some ways to prevent entrance of wood into your process
are pdlet ingpection programs, palet rebuilding programs,
the transfer of, say, combosto plastic pallets, the use of
dipsheets, and wrapping the combo and the wood pallet
together beforeit's used in the grinding operation.

Plagtic. Likely sources of plastic, process and

measuring tools. And that's where we mentioned the small
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tool program is to account for the tools that you usein the
day. You know, not to let the employees take them and put
them in their lockers so that they can have them for the
next day. There needs to be an accounting of what is handed
out and then turned back in, to make sure that that scoop
Isn't missng and somewhere in your process.

Also, plastic entrance can be from packaging of
raw materids. Plagtic linersin boxes that get frozen into

megt. Sometimes we process product that has come in chubs,
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especidly in the school lunch program. And there are specs
set up by the agricultural marketing service, but they will
find pladtic that's frozen into the chub itsdf, which makes
it, you know, hard to prevent that from entering the
process. And, of course, weve talked about gloves.
Cardboard. A likely source of cardboard is faulty
incoming packaging. The frozen boxed mest, the box itsdlf,
if it's not properly designed and properly waxed, it
actually sticks to the meat, or pieces of the cardboard are
frozen into the meet itsdlf.
Lead shot. We probably haven't redlly talked
about that enough today. Coming from plantsthat arein the
southern part of the United States, this may not be so
frequent in plantsthat are in other parts of the United
States, but lead shot is definitely an issue that hasto be

addressed.
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In some of the operations that do injections, they
have ingpection programs for their injectors to make sure
thet the needles are intact. Metal aso comes -- Incoming
raw materid from meet hooks and boning knives. We taked
today, and especidly in grinding operations, metd-to-metd
rubbing. The ingpection of equipment before Sart-up to
make sure there are not any piecesthat ale missing. You
know, when did that bolt fal out?

Now, the one thing that 1"'m going to emphasize
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here a the end, | mean, we've talked so much about metal
detection today, but really for the smal processor, this --
| mean, to be perfectly frank with you, thisis not
something that dl of small processors have the capabiilities
or the resourcesto havein their plants. It's very
expendve, and, you know, in addition to that, therésthe
employee training and the proper cdibration, and the set-up
and the timing of the belts and the rgjection systems. So
they have to look for different waysto control that
particular hazard.

| believe the gentleman from the United Kingdom
talked about bone, and even though it's not specifically
mentioned in the directive, from a product liability
standpoint, my experience has been that bone is probably the
highest incident of product ligbility daims, mainly for

broken teeth or mouth lacerations. So even though it's not
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inherent -- it isinherent in the process, but it's not
redlly consdered aforeign materia under what were
defining.

There are ways that we can prevent or reduce this,
and that is, one, visud ingpection in those raw materias
that should not have bone in them. Proper incoming
specifications to your suppliers. Grinding specifications.
Y ou know, if you are grinding down to, say, one-eghth inch,

you should not have any bone particles or cartilage
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particles that are greater than that in your process. The
use of bone dimination equipment and the proper use of bone
elimination equipment. 1'm sure we could dl tell stories

on that. And then the use of -- reuse of bone meset, even
though it may go through a subsequent process.

Now, in suspected contamination, and hopefully
when we get into the panel well have some discussonand
maybe even some of the audience can give us someinput on
this, alot of smal processors, like | mentioned, do not

have finished product metal detection. Buit if they do have
a suspected contamination from metd, they can often use
other resources that have equipment to inspect. There was
one story that wastold. A processor that found that
injection needles were missing, and he went to hislocd
physician and had the ham x-rayed. Just someidesaslike

that. 1 mean, we have to keep the smdl guysin mind. You
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metd detectors. Possibly they would let you use those for
reinspection.

We talked about x-ray. And even on x-ray and
reingpection with metd, again, | beieve the directive
mentions lack of vighility or to the lowest detectable
level. And we heard some of that. | put .8 millimeters. |
think somebody even had mentioned today down to .5

millimeters on x-ray. Jeanne mentioned Chef America
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requires the double pass on meta detection. Oftentimes if
you have a suspected metd contamination, you can have your
meta detectors set up at 90 degrees to each other, at the
lowest sengtivity, and do the reingpection like that.

Now, with the use of metal detection, again, it's
pretty much the same thing, to reingpect the product, use an
X-ray or reinspect it a ahigher sengtivity and with a
double pass.

Padtic from x-ray. Information we heard today,

it depends on the density and the materid characterigtics
on what you'll be ableto pick up. And x-ray seemsto be
the method of choice for reingpection on plastic.

As|'vetried to present today, some of the
chalengesthat are out there for the small plants, one,
they don't have the resources that alot of the larger

plants do for capita expenditures and for, let's say, on
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Ste laboratories or other types of hazards. They havea

smdler number of employees and alarge number of products.
As Jeanne mentioned, and it's funny how we kind of

came to some of these same conclusions here, but in any

directive that is put out, we do ask that the agency

consder the flexibility for implementation, that were able

to look at non-capitd dternatives, the best means

available for the company, and opportunities for

implementation of the directive based on the strengths of
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the individua company.

MR. DREYFUSS. Thank you very much. Applause for
al three of our speakers.

(Applause.)

I'm looking at the time right now, and we're
scheduled for abreak. If you have any questions for the
speskers, | suggest you hold them until after we get through

the scenarios and the pand discussion, by which the
microphones will be open for any open discusson. Why don't
we reconvene at 3:25 and well begin panel discussion then

(Off the record from 3:15 p.m. to 3:34 p.m.)

MR. DREYFUSS: Welcome back. Thiswill bethe
second of our three pandls. We're going to discuss Control
of Foreign Materid Contamination through HACCP. Weve
invited Kerri Harris, Jeanne Raede, Troie Burch, Bob

Richardson and Charles Link to be members of the panel to
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discuss various scenarios. The only onewho | didn't
introduce is Charles Link, who is the Director of Regulatory
Affarsfor Cargill Turkey Products, headquartered in
Springfidd, Arkansas, and has been with Cargill for the
last 15 years, and a graduate of the Univerdaty of North
Cardlinaa Wilmington.

The moderator who will be presenting the various
scenarios that are in your handout is Lynve Johnson, who is

the current branch chief of the processing operation staff
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for FSIS here at the Technica Service Center, and I'm going
to turn it over to Lynvel now to run the pand.

MR. JOHNSON: Good afternoon. So this afternoon
we're going to have some -- afew scenarios. Try to make
them as practica aspossble. They're closeto red life.

We're going to be talking about HACCP. Tomorrow it will be
prerequisite programs. So well have three scenarios

dedling with the control of foreign particles through a

HACCP program, and then well have some discussion and aso
questions from the audience.

The firgt one, and you'll find in your packet,
scenario H1. And there is the overhead, and then you'll
have asummary of the scenario dso. We just summarized it
in the overhead just for visual purposes.

So scenario H1 islarge beef processor. They

control aphysica hazard, metd, through a CCP &fter the
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find grind. Thelr criticd limit isafunctiond metd

detector, monitored hourly. Metal detected in the product

a one point, and this was found one day, approximately 30
minutes after the metal detector was tested to determine if

it was functioning properly. Some product which was meta
was discharged. Quality assurance was notified, and records
show that the last monitoring check was made and everything
was functioning. The establishment visudly ingpected the

discharged product and found various sizes of meta
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fragments. What they found was a grinder blade had broken
goart during the operation.

So with that setup, we can go to the pandl. And
based on the facts provided, how would we proceed or how
would the plant proceed? And | guess we could start, maybe
Dr. Harris might want to start, how maybe you'd proceed
after you find -- after they found their metal and they have
aCCP and so forth.

DR. HARRIS: I'll givethe easy answer. First you
would identify, hold and segregate al product back to your

last acceptable good check.

MR. JOHNSON: Okay. So in the opinion of the
panel, isthe HACCP plan working at this point? Doesthis
affect the hazard anadlysis a dl? Do they need to go back
to the hazard andlysis, or isthe HACCP plan working?

MS. BURCH: | would say that the HACCP planis
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working. The CCP was the meta detector in this case.

MR. JOHNSON: |sthe meta detector after the
final grind? Wasthe CCP in what they monitor with a
functiona metal detector for the critica limit?

MR. RICHARDSON: It looksto melikethey had a
catastrophic fallure, so basically they've got 10 kick-outs.
Y ou may want to put the stuff on hold back to the last good
check. You know, we have alot of off-line metal detection

where you can basicdly try to reassemble the blade, if
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possible, just to find out if anything is there, the nature

of how the blade broke up, you know, if it wasin big
pieces, smal pieces, if there was secondary damage. You'd
want to certainly take alook at the grinder itsdf and take
care of that. 'Y ou may want to throw away any product, you
know, between the grinder and the actua packing system.
But then it's a matter of, you know, doing an evauation and
finding out what actualy happened. Thiswasn't a drip-
drip-drip where you had chubs, you know, kicking out over
the last three days where pieces were fdling gpart. It
sounds like this was a pretty dramatic occurrence. Y ou've
got 10 chubsto work with. Likel say, we use off-line
metal detection to actually get you down to the red smdll
pieces and see if you can reassemble the blade, that you've
got it al accounted for, that your decision on the release

of the rest of the material back to the last good check
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could be made very eadlly, potentialy.

DR. HARRIS. And asfar aslooking at the action,
since it was a CCP, you would not necessarily require
reassessment of the HACCP plan or any changes. | know you
st the scenario up that they had numerous instances over
severd years, but if | was Stting in that company's shoes,
| would want to look if those were Smilar ingtances and did
| need to do anything else for the process. But | would

probably do that from outside of my corrective actionsin
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response to the CCP.

MR. JOHNSON: There's also sometak onthe
critica limit and what's verification, what's critical
limit. Thisis something we see alot out there, and
functiona metd detector isacriticd limit. | guessis

that apractica critica limit and what would be

verification? Can maybe someone address that, since we had

aquestion out there?

MR. LINK: Since |l haven't said anything, I'll
try. | think it might be more appropriate to establish a
critical limit. 'Y ou know, weve heard that these metal
detectors don't work anyway, but to establish a critical
limit based on Size of a particular type of materia you're
looking for. | guessif it's tainless, to maybe go for a
particular sze of dainless materid rather thanisthe

thing on.
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MR. RICHARDSON: Yegh, obvioudy, your decisonis
going to be based on what you physicaly can actually
achieve there and, you know, what is the blade made up of.
How did it actualy break up? How fine could you set the
meta detector? If you did have the opportunity, there are
meta detectors, if you wanted to put it on hold, that you
can rent, that you could bring in to do further evaduation
with asmadller gperture that might get you much better

sengtivity. There might be some other things that you'd
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want to do. But, obvioudy, any kind of meta detector that
you have set up on any kind of asystem isgoing to only be
dependent on what that specification actudly is. And, you
know, so long as everybody understands that, you know, it
does have physicd limitations, you know, in terms of what
its capability actudly is, then if everybody -- induding

-- | see everybody aso gladly walk hand-in-hand down that
risk assessment aide, you could end up with marriage at the
atar.

DR. HARRIS: I'll add a comment to the critical
limit, whether it should be a detectable level or whether it
would be appropriate to have the functioning metal detector.
I mean, | think that comes to what the plant has defined as
how they're going to et the limit as a functioning meta
detector, which most often is based on the parameters on the

piece of equipment and the fact that it is functioning as
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designed, monitoring at the detectable level and the product
Is passing through there. | mean, | have no problems with
the critica limit being set as functioning meta detector
monitored hourly.

MR. JOHNSON: And | guessthat'swhat we learned
today, was that not only functioning, it'sworking, but dso
the kick-out alsois--

DR. HARRIS: Whichispart of that functioning. |

mean, when I'm talking about -- When | think of functioning,
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| think about the whole component, that it's detecting at
the level designed and that it is kicking product out.
Otherwise, to me, it's not functioning as intended.
MR. JOHNSON: So you'd be looking beyond just
what's on/off, whether it's on or off.
DR. HARRIS; (Nodding head.)
MR. JOHNSON: Any questions on the scenario
from --
MR. COBLE: Jod Coble, Tyson Foods. Question.
We heard an earlier presentation that when you select a
criticd limit or define a critica limit, that there should
be some scientific basis for that, perhgps. So I'm curious
to know what the pand'’s opinion on what scientific basis
you would use for just setting afunctioning metal detector
as opposed, for example, maybe taking alook at the Olsen

article and saying, "Well, you know, | need to have ameta
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detector that maybe works at a 7.0 millimeter or less
levd," asan exanple.

MR. RICHARDSON: | will -- Let mejust take a
brief little stab. I'm just trying to understand. If we
say that the seven millimetersis somehow going to set our
specifications, then weld need to basically understand what
that meant in terms of some sort of sphere. And if that's
the case, then the question redlly could be whether or not

the meta detector is going to be capable. So it could be
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that the meta detector isn't capable if we basicdly
define, you know, the worst case scenario, of any wiry piece
that would be long and thin going through that metd
detector with a certain gperture, then how would we actualy
st it up.

| think that in alot of these Situations, you
know, it's that hazard andysis that -- not the hazard
andyss, but the risk andysis was actudly determining
what got kicked out, what its shape, how did it actualy
break up, that can help you determine what is the potential
overdl risk. If you can recover most of the blade, you
know, maybe then your risk is pretty dim.

| would aso say that this case basicaly shows
that do they set acritica control point metal detector
because they had an identified potentia source. | mean, |

think part of it has to do with this whole idea about some
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sort of improvement and process improvement, and that isif
over the years we know that thisthing is proneto this kind
of behavior, if weve got some sort of incident tracking,

then could we do something earlier on in the system. |
mean, the worst case scenario is that we have one critical
control point that's a the end of the system and it goes

off. Isthere something that we can do ahead of thisthing
that basicdly is going to help us, you know, make a better,

clearer decision later on?
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MR. COBLE: Jod Cobleagain. If | could follow
up, what I'm trying to get drilled down to is, isthat
according to this scenario, weve dready determined that we
have afood safety hazard. So somewhere dong the line
weve determined that the object in question that we found
that's reasonably likely to occur is afood safety hazard,
whether it's because of Sze, or because it's particularly
sharp. | mean, so that'sin our hazard andysis. And so
what I'm trying to get at is, if weve determined that we

have afood safety hazard based on potentia for traumatic
injury, when we go to set a criticd limit, how can we not
turn around and set a Sze definition based on our origind
andysis of afood safety hazard? How can you just say a
functioning metal detector if it does not relate back to
ether a hedlth hazard eva uation board determination of

what may cause a potentia injury or because you had a
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customer that had a potentia injury? That's what I'm
trying to drill down to.

DR. HARRIS: Okay, and | think -- Let metakea
gtab at responding here. If you identified the food safety
hazard, which in this case they have, a whatever level they
have determined, based on their past incident, their thought
it would be there, remember in setting the critical control
point you have to set that to control the hazard that you

identified. So when they put the meta detector in place,



10

11

12

13

14

15

16

203

they had to have sdlected a metal detector that would detect
a alevd aufficient to control the hazard they had
identified.

If you know that about your equipment and you've
gone through your judtification on, you know, whét the
hazard is and how that point of control, or identifying it,
in this case, will meet the detectable leve that you have
set, whether that's the, you know, whatever size, shape,
whatever it is, if you know that -- those parameters of the
equipment, then by knowing it is functioning properly, you
are, in fact, meeting both. Y ou're detecting at the level
that you've determined to be safe by having a properly
functioning piece of equipment. If you go out and you pick
one that doesn't have that detector and detection leve,
then I'm going to say you don't have a critica control

point to begin with because you're not controlling the



17

18

19

20

21

23

24

25

hazard at the level you have identified it. So you cant,
you know, put in one that will only detect to the 10.5 when
you're worried about a different level. And | think that's
the point that you're trying to make, that you have to know
your equipment to make sure that it can detect at the level
you have determined is safety. |Isthat what you're --

MR. COBLE: Yes.

DR. HARRIS: Thank you.

MS. RAEDE: Jod, | just wanted to comment on what
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you said, just to further kind of reiterate that before
Kerri jumpedin. | think what you dso mean -- | mean,
certainly we're limited to these scenarios and they have
their room for improvement as well, but 1 dso think what
you mean, dong with what Kerri said, is that your HACCP
program has to identify that limit. You can't just say, "My
CCPisafunctioning meta detector.” It really should be
identifying capable of detecting and rejecting, you know,
1.5, 2.0 ferrous, nonferrous. | think that's where you're
going with that, correct?

MR. COBLE: (Nodding head.)

MS. RAEDE: Okay.

MR. JOHNSON: Katie?

MS. HANIGAN: Katie Hanigan with Farmland. |
don't mean to muddy the waters, but | do think it's

important to note that Farmland had their critica limit set
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like this and within the last 90 days the agency told uswe
did not meet the definitions of 417.1 because the critical
limit had to be a maximum or aminimum value, and,
therefore, we were going to have to state amaximum or a
minimum vaue, if were talking about metd, obvioudy,

here, that we had to control metal so it wasn't afood

safety issue. So we were mandated that we specify whether
it was going to be 2.0, 1.5. They said maximum or minimum

vaue. I'm sorry, but that came from the agency to
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Farmland.
MR. JOHNSON: Yesh, | mean, | don't -- | mean, we
can talk later about your specific plant, but the policy has
aways been that it has to be measurable and so forth. A
functiona metal detector, as written here, would be
acceptable. 1t can be measured. To tdl a plant they have
to come up with a particle Sze, unless policy has changed
in the last week or so, that would not be correct. \We would
not say you have to come up with aparticle size. You can
come up with acritica limit that you can measure, and it
controls the hazard, it would meet the intent of the reg.
So you could have afunctiond meta detector aslong as
you're controlling that function of it. It has taken out
the hazard.
Lee, did you have --

MR. PURICELLI: That'swhy wereissuing the
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directive, one of the reasons, anong many. But once the
directive goes out, that will be the policy, that it would

be the functionad metd detector. But you have to have dl
the provisons. | mean, you just can't say it'sworking.

It has to function to what exactly. The point s, if you

Set -- | mean, you can set your criticd limit asa particle
gze, that'sfine. But if the metd detector isworking and
catches something bigger than that Size, then you have a

deviation from acriticd limit, and then you have to do
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your corrective actions. Soif you setit at asze--

DR. HARRIS: | don't think we want to go there.

MR. PURICELLI: Right, you don't want to go there.
So that's why you want to do it -- That's why you have the
criticd limits with everything. | woke them up this
afternoon.

MR. JOHNSON: Lee Puricdli right over here. He
wants to retract that. So properly functioning would be
acceptable. Again, if it's measurable, it would be

acceptable and that's what we -- that's what policy has
dwayssad. If there's specific issues, we can tak later,
if you'd like to, or with anybody in the Tech Center.

MR. GIOGLIQO: It's not whether or not the machine
isturned on. It'safunctioning detector.

MR. JOHNSON: On or off, yes, functioning.

Exactly, everything that Dr. Harris said about it's



17

18

19

21

23

24

25

functioning. It can detect what you want detected. It can
kick it out when needed, dl the above. Just not whether
the little green or bluelight ison or off. It hasto be
functioning.

MS. CRAWFORD: Cathy Crawford, Advance Foods.
Under this scenario, nothing went wrong with ther HACCP
system. The check previoudy wasfine. The metal detector
found metd, likeit should. It kicked off the product,

like it should, and a subsequent check showed that your
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meta detector was il functioning properly. So the
hazard was, essentidly, diminated. Why, then, would we
have to go back to the last acceptable check?

DR. HARRIS: If | wasthe company, | would want to
go back to the last acceptable check to evauate that
product to ensure that there was nothing that had occurred
that could be in that, you know, particular set. 1 mean,
from a due diligence standpoint, | would want to do that.
From aHACCP standpoint, remember, the way thisis set up
from your CCP, isthis occurred 30 minutes after your last
acceptable check. So theresatime period of product in
there that you don't know that it was dill functioning
properly. And so you would want to ensure -- Y ou may want
to, you know, verify that the machineis operating as
designed and run that last 30 minutes worth of product

through there because you don't know if it was functioning
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or not.

And, | mean, standard protocoal, if you think about
what happens in the industry when we have metd detectors,
when they kick something out, when we have them set asa
CCP, what do most of you do first and foremost? Y ou check
to seeif the metd detector is functioning, don't you,
before you start searching through al that product. Y ou
seeif the metal detector is functioning.

MS. BURCH: Cdl maintenance.
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DR. HARRIS: You cal maintenance. Y ou check to
seeif that -- because then that will determine whether --
what action you're going to start taking on the product.

MS. RAEDE: If | can add to that, Cathy, your
question, you know, | can't help but fed that the company
has an ultimate respongbility aswell at that point. You
know, if we know we have broken blades, we have the
respongbility, A, to ether piece them al together and
find out where they went, or if we determine, you know,
contrary -- Joel mentioned that we've established we dready
have afood safety hazard et this point, maybe it's not
something sharp that would cause a hazard so you have meta
through there, but, you know, if you know -- once you know
you're missng something, you should, just as agood quality
practice, want to make sure that you've removed that from

the product, if you're able to do that, if you're able to
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detect it.

MR. TILINSKI: Bill Tilinski with Premium Standard
Farms. | have just kind of afollow-up on what she
mentioned. ThisHACCP plan here, your criticd limitisa
functioning meta detector. There's no deviation from your
critical limit. So nothing about this would be documented
in the HACCP records whatsoever. |If your criticd limit was
finding meta with the metd detector, then you would

document this as a corrective action. But would you
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document thisin your SSOPs? Would you document this under
astandard operating procedure for what you found on the
metal detector? What kind of documentation would you have
to provide to satisfy the agency tha you handled this
appropriately?

MS. BURCH: Wi, not only to satisfy the agency,
but by the chance that you may not have detected al the
metal and you get acomplaint later and you want to go back
and check your recordsto seeif you had an incident, it
would be documented under what, you know, an SOP or, you
know, whatever program -- prerequisite type program that you
may havein place.

MR. TILINSKI: If metal didturnupina
subsequent check after this happened, would that be a
hazard, unforeseen hazard? Would you need to reassess your

HACCP plan to seeif it's adequate because you missed that
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metal?

MS. BURCH: Y ou mean metal on your reingpection or
that showed up as acomplaint, or either?

MR. TILINSKI: Say you followed your standard
operating procedure, you know, tried to piece the blade
together or whatever, and you had a different piece of meta
show up. You know, seeing how that wasn't covered in your
HACCP plan, your HACCP plan didn't addressiit, | would think

that that would be some type of unforeseen hazard.
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DR. HARRIS: Ancther piece of metd?

MR. TILINSKI: Well, apiece of meta related to
this incident.

DR. HARRIS: | mean, the hazard andyss, from
what limited information we have, just determine metal of
any size, shape, et cetera, that they decided to be afood
safety hazard -- we don't know what it is because we don't
have dl| the information in the scenario -- didn't have to
be the grinder blade. So if you found metd in subsequent

product, you've aready addressed that as being a potential
food safety hazard or identified it in this case as a hazard
reasonably likely to occur, so it would not be an unforeseen
hazard, according to the scenario that they've described,
based on what information we have.

And | think the other point to your question on

where you would document it, most companiesthat I'm
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familiar with that have metd detectors, keep metd

detection logs o that they know if theré's, you know, a

rapid rate of kick-out, on what's being kicked out, what's,

you know, in there, that -- going back to find out what was

in the product to begin with type of issue. And those are
usualy documented on some type -- whatever you cal them,
but usualy meta detection logs. Yes, they probably are
outsde of your HACCP program. They may or may not bein

your SSOP program, but most plants have some information on
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the documentation of what was found, when it was truly an
ingtance such as this with rapid succession of metd.

MR. TILINSKI: But consdering under this program,
say you didn't have alog, would this even need to be
documented anywhere?

DR. HARRIS: If it was my company, |'d document

MR. JOHNSON: If you're asking from an agency
perspective and required by regulation, obvioudy, no. If
it'swithin your HACCP plan, you need to keep the records
that's required in your HACCP plan. But as an agency, we
aso expect you to investigate the Stuation. |sthere more
metd out there? Take account for any affected product. We
would expect that. In the back.

MR. JONES: Don Jones with ConAgra Foods. A

follow-up question relating to the corrective actions that
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we would take. Weve isolated this product. I'll go back
and assume that we've held from good check to good check
here, or good check to when we found the incident and
stopped and did appropriate corrective action with the
sysem. In trying to ded with that product and disposition
of that product, some of the assumptions are well send it

to x-ray or direct it to another metal detector that will

detect at alimit that's deemed appropriate to address any

food safety issues. Let's say based on some of the numbers
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we saw earlier today, two millimeters or greeter it would
detect and kick out.

Y ou would take whatever kick-outs you would find
from that process, weigh aknife and a blade and say that's
200 grams, and al of the kick-outs you get, plus what
remaining blade and knife that you've got left, and you come
up with 190 grams. Y ou've been through your reingpection,
deemed it to not be afood safety issue, but you've ill
got, quote, contamination potentid, that you don't know
whether it'sin there or not. You don't have any
information to determine that it's not, but you have gone
through your food safety evauation and reingpection.

Weve got into discussons with loca level agency
folks regarding the contamination issue or their perception
of adulteration in this particular case. Isthere any

guidance from -- and maybe thisis more to the agency than
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to the pand, but any experiences there or any guidance that
we could have in regards to, once we meet the food safety
threshold, on alot of these theré's so aregulatory type
aspect to this that we redlly haven't talked about.

MR. JOHNSON: Yes. There'saHACCP aspect and
then there's dso the definition of adulteration and so
forth, which the directive does get into. So eveniif it's
outside of your HACCEP, it's not afood safety issue. If

you've got meta in your product, obvioudy that's not
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desirable either, and you would have to account for that.
And some of the things that you've explained that you do,
you know, re- -- putting it back through your meta
detector, trying to account for al the metal that's there,
| mean, those are al things that we would look at and how
you're accounting for that product, and showing that you got
al of the contamination taken care of.
MR. JONES: The follow-up question would be, in
that scenario, is there a chance that that product could be
released, even though you've been through x-ray and there's
aposshility that therés 10 grams of metd, very smal in
nature, that could possibly -- you don't know for sure, but
could be intermixed in. Let's say there's 100,000 pounds of
ground beef here. Isthat evidence, then, going to lead us
to condemn that product? Or isthere any possbility of

savaging that?
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MR. JOHNSON: | mean, | think in the past we've
had precedent where plants have gone through alot of steps
to show, to account for dl of that meta and had theories
of where they're missing very smdl amounts, where it could
be. And based on those theoriesand just logic, it'sa
potential, sure, that you could account for dl of it that
way. | don't think | answered your question.

MR. JONES: Just to make sure | understand,

theoretically what you're saying isif therés atheory that
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where that 10 grams could be, other than the mest, there
would be a chance of saving the meat?

MR. JOHNSON: Sure. | mean, there's been things
that came through the Tech Center that way. They said, you
know, "We can account for this much, but there's these other
placeswhereit could be” And it waslogicd, and it made
sense where -- et cetera, as a posshility.

MR. JONES: Okay.

MS. KOLL: DianeKall a Pilgrim's Pride. You
can't redly answer if your HACCP system worked until you go
back to that last acceptable check and see if there was
meta found in that product, correct, that was bigger?

MR. JOHNSON: If you went back to your --

MS. KOLL: You'd go back to your last
acceptable -- 30 minutes ago you did an acceptable check.

MR. JOHNSON: And it was functioning.
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MS. KOLL: You can't say whether your system
worked or not until you've checked that 30 minutes of
product and determined whether theré's metd or not metd in
that that was not kicked out.

MS. RAEDE: Y ou mean bigger than your critical
limit that you've set?

MS. KOLL: Correct, correct, larger than your
criticd limit, right?

MR. JOHNSON: Yes. | mean, | --
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MS. KOLL: Soyou can't determineif you need to
reassess or not reassess until you know the results from
what the metal detector did not find 30 minutes earlier.

MR. JOHNSON: Yes, and | think what was part of
what the panel was saying, a prudent plan. Go back first
and make sure the metal detector isworking. Look at that
last 30 minutes to seeif there's anything in there.

DR. HARRIS: And can | just clarify, because |
know weve dl used the term corrective action, and | think
the point was made earlier, if you did not have adeviaion
from your critica limit, o if in your check you showed
that the meta detector was functioning as designed and at
the leve that you had set, and it was working from a
regulatory standpoint, you would not document 417.3(a).
Now, | know throughout the discussion severa people have

sad they would take corrective actions in looking at the
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following things, but | don't think the intent in those
terms was to mean 417.3(a), regulatory corrective actions.
So | just wanted to clarify that.

MR. GREGORY: Mike Gregory. Again, | guessi'm
going to phrase the question alittle bit differently and
put Charlie and Lee on the spot. But were mixing, in this
scenanio, alot of, in my estimation, verification versus
monitoring, and it's going to be hard to figure out where

that lineis on this scenario. And, you know, | can build a



10

11

12

13

14

15

16

216

case -- whether anybody ese would buy it or not -- thet if
you have a 30-minute check, you now have ameta
contamination. 'Y ou come right in behind the metal
contamination. 'Y ou run your seeded samples through and they
are -- meet every criteriathat you would normaly do.
Y ou've now supported that the metal detector is properly
running, it's monitored correctly, and it's kicked out
everything.
And let's change this. And | know thisis not

fair, but let's change the scenario alittle bit, and it's

not aground up blade, but, Terry, it's your infamous
buckshot, and you get your two pieces of buckshot coming
through. 'Y ou know, now you verify that your machine
monitored it, whatever term you want to put on thisthing,
and now every time that you find that the machine has done

what it's supposed to do, are we going to automaticaly go
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back and retain that product and rework it? And I'm not
trying to betrite on this, but | think it's some issues of
monitoring, verification and what we do on these things, and
| think to be so bold to say as | think, you know, | would
suggest that thereis no pat answer, that you don't dways
go back and tie that 30 minutes up. | mean, let's be
careful that we don't set a scenario down here.

MS. RAEDE: Mike, | would ask you, is one of your

criticd limits on your meta detector checking for lead?
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MR. GREGORY': In some cases, yes.

MS. RAEDE: So you run aseeded lead sample
through and that is part of your process?

MR. GREGORY: We don't expect to look for lead,
but I've had past lives where, yeah, | mean, we would look
for those kinds of things.

MS. RAEDE: Because| guess, just on your basic
comment of, you know, if you find lead, well, | would say if
you're not originaly set up to show that your meta

detector is capable of detecting and rgjecting lead at
whatever given sze and you don't have a history of tht,
now you've got a different materia that you need to detect
that you haven't previoudy set precedent for that you're
capable of detecting in, aswe know that familiar term, of
subdivided.

And then as brought up earlier, lead isavery
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different item, and | -- again, it may not necessarily be
addressed that, "W, did your meta detector work?' "It
kicked out meta.” | think you redly -- you, in generd --
Y ou know, we need to go back to the real prudent fact of
what we're trying to accomplish here, and that's providing
food safety. And if we fed that thereis that chance that
our metal detector -- we're finding lead, it's subdivided,
it's potentialy toxic levels, it could harm somebody if it

got through, we have aresponsibility to at least
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investigate a little more in depth before we determine that
we should continue on asif it's just acommon practice. |
know that may not dways be popular, but --

MR. GREGORY': Let me make the point I'm trying o
make, and that isthat | think what you just described is
there are alot of scenarios that you play out each time you
look at one of thesethings. And dl I'm sayingis| dont
want to St here and say that we're going to automatically
not go back for 30 minutes or automatically go back, either
way. That's not ascenario that | want to lay out that
we're going to set a precedent that we're going to just "Oh,
well, the machine is working fine so we don't have to go

back." That's not the scenario.

The point being isthat | think you have to look
at some of these things dmost on a case-by-case and an

gpplication and a kick-out-by-kick-out basisin some cases.
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And | know Kerri or somebody mentioned earlier that you take
the contaminant, you look at it, and you make an informed
and educated decision, not just based on some automatic
procedure because some of these things don't
automatically -- the rules don't gpply themselves every
time.

MS. RAEDE: | agree with that.

MR. JOHNSON: Question?

MR. SEWARD: Yesah, Skip Seward, AMI. If |
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understood some of the presentations earlier today, the
criticd limit for these metd detection machinesisrelated
to the shape of the test object that you put through. Is
that correct? Like you have atwo-millimeter sohere,
diameter sphere or something? When you tak about the
limits of the meta detection, it's related to some
dimension of an object, right?

MR. RICHARDSON: Right.

MR. SEWARD: So when you st up your -- Inthis
particular case, when you were setting up your HACCP plan,
wouldn't you -- and maybe people are -- but you'd want to be
very specific, right, about that limit, specificaly about
what it is dimenson-wise and shape-wise that you're setting
asyour limit, so that in the event that someone comesin, a
customer complaint or someone ese brings in a piece of

metal that's longer -- along, thin object or something else
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like you showed today, that realy wouldn't be afalure of
your HACCP plan if you decided, in fact, to make that a CCP.
Isthat -- Do | understand that scenario right?

MR. RICHARDSON: Wédll, if | understand the
question correctly, yeah, | think that that would be the
case because, you know, what we were trying to demondrate
today and the work that Safeline and others have done is
smply to demondtrate thet -- acouple of things. One,

orientation can have a huge effect. And, two, the good
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nature of the materid going through that meta detector in
terms of the product itsdf and potentia foreign materias
al combine to give you a capable system.

MR. SEWARD: Right.

MR. RICHARDSON: And it'sintringcaly important
for everybody to understand what those physicd limitations
actualy are. And | think that alot of that is dependent
on whereit's located, what the gperture size is and nature
of the products going through there. 'Y ou might have the
same metal detector that's used on two or three different

products that go through there, and each of those could have
adifferent capability in terms of how your meta detector
could actudly be set up, depending on its physicd
characteristics. But it'sredly important that everybody

who has ameta detector set out, testing it with spheres

because it appears to be the easiest way to go through a



17

18

19

20

21

23

24

25

monitoring process, and specify a degree of sengtivity,
aong with equipment settings -- is bascdly to understand
what that natureis.

And if you encounter lead shot, for example, the
example that we had, would be to understand, can your metal
detector actudly find that? If you get consumer complaint
materias that alegedly comes from your product, you know
which lineit came off, et cetera, would be to actudly test

that materid through there, bass your existing
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specification to find out, isit cgpable of that, to get a
further understanding of that potentid risk factor.

So when we get akick-out, it bascaly
demonstrates something happened that maybe we expected to
happen. Now the question is, does that kick-out represent
some continuing threet? Are we on the borderline of some
other, you know, potentia risk that we can't detect? And |
think it reglly getsto that case-by-case evauation and
understanding what the equipment can do. Whether it's x-
rays, whether it's, you know, meta detectors, | think all
of those things go into that whole idea of the evauation of
the process.

MR. SEWARD: Wadll, | think that's very helpful.
So would you recommend, then, for people who are thinking
about using acritical control point for metal detection,

that it seems like you'd want to do a great job of
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deliver for you in the event that metd is found in your

product that passed through there, that would not be

detected because of your criticd limit. And, therefore, if

that was found, it would seem to me that that would not be a
fallure of your HACCP plan because, obvioudy, your HACCP
plan was not designed to detect that kind of meta. And

there's redly nothing you can do about it because you're

limited by the senstivity and the dimensions of your
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product and dl the other thingsthat you said. Do |
understand that right? Would that not be afailure, then,
under those circumstances?
MS. RAEDE: Can | answer that?
MR. RICHARDSON: Please do.
MS. RAEDE: Now, | might be mistaken in my
interpretation, Skip, of what you're trying to say, but |
think if | cameto the agency and said, "Yeah, | have this
consumer complaint, but this piece of metd is not spherica
1.50r 2.0, so you can't say | had aHACCP failure,” |
guarantee you the agency is going to say, "Okay, that's it.
Now you fix it." And | don't think that's what you mean. |
hope that's not what you mean because | don't think that's a
Stuation that agency would -- or industry would even want
to attempt to go to because it's wrong.

We may test our metal detectors in a spherical
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manner, but maybe it means, no, maybe we better go test them
in alittle curly piece of metal, and maybe we better go

tedting them this way. | don't think | want to do that

because that's really burdensome on a plant to Sit here and
have al these different Szes that we have to set our

criticd limit around. | think it'sfar to say thet if |

get a consumer complaint for metal, I'm not going to sit

here and tell the agency, you know, "Wadll, it's not

perfectly spherica. It'snot what | set up my CCP for, so
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you can't say | had afailure.”

| might say, "You know what? It's smadler than
the limitsthat | have set,” but | certainly wouldn't go to
the point of saying "It's not the exact spherical

dimenson.” Maybe that's not where you were going.

MR. SEWARD: Wél, it isexactly where | was going

because from aregulatory standpoint, I'm not -- | don't
think the establishment istrying to build an excuse for
that metal object that wasturned in to FSIS and somehow
came back to the plant. | think what I'm trying to say is
that it'simportant to have the facts out in your plan
becauseit's not afault of your plan.

Y our plan iswritten based on the equipment
capabilities that you're using to pass product through. So
if the capability of that equipment is such that you're

using the best equipment you can and it doesn't detect a



17

18

19

20

21

22

23

24

25

piece of metal because of its shape, or itsSize, or

whatever, | don't think that your plan should be viewed as
somehow having failed because -- | guess that was my point.

| was looking for some clarification on that and how

detailed a plan should be in order to accommodeate that.
Becauseif you wereto -- If someone was to come back to you
and say "Your plan, obvioudy, failed because we found meta
inyour product and you say you have a CCP for this, and,

you know, obvioudy, you didn't catchit. You havetodo a
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reassessment or do some sort of activity,” what are you
going to do? | mean, you can't -- You know, asfar as| can
tell, you're limited there.

So | just think it'simportant to sort of lay it
out so that everybody understands. It's not an excuse, but
it'saredity check on what the capability is.

MS. RAEDE: Absolutdy, and what Bob has said
earlier isthat metal detectors and x-ray aren't 100
percent, and | think that is very valid to point out and yet
alot of ususethose as CCPs. And | guessto present that,
then, back to the agency is that, you know, going along with
maybe what Skip is suggesting isthat wejust dl be
sengtiveto that. And if acompany is, you know -- hasa
gtuation like that, certainly want to be given the
opportunity to go back, seeif that actudly, you know, is

from their process. Wherewasit astuaion? Just to be
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flexible, | think, might be a good way to resolve that.

MR. JOHNSON: And from an agency perspective, if
you're getting this new information, of course wed want you
to look at it and see how it does impact upon your original
hazard andysisin your HACCP plan. Obvioudy, it's
something new that maybe you didn't consder. Maybe you did
congder it and now your equipment is not catching it. B,
again, how does that impact upon your hazard andyss and

HACCP plan? And we would expect at least you anayze that
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to meet the requirements of the reg.

MR. COBLE: Joe Coble, Tyson Foods. | wonder if
part of this question isn't dready answered. When you use
adecigon tree, one of the decision tree examples, question
two of one of the decision trees does say, "Eliminate or
reduce to an acceptable level.” Dr. Harris, in your
opinion, would that cover less than perfect HACCP, CCP -- or
HACCP plan CCPs?

DR. HARRIS: | mean, when you're dedling with a
piece of equipment such asameta detector, we're not
getting to aleve of zero, and we al know that meta
detectors, there's awide variety of things that can impact
the detection rate when product goes through metal
detectors. | mean, so the industry as well asthe agency,
and | think goes back to the case-by-case, the flexihility,

did you do what you had designed to do in your HACCP is
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where | hope the agency would be focusng. And did it work
asit wasintended to work? In other words, had you
designed it adequately? Y ou selected ametd detector that
you thought would detect at the leve that you had

identified to be the food safety hazard. It was operating.

Y ou were following your procedure, and now, then, you have
this that has been, you know, turned back in. That should

be evaluated, and | hope, from an agency standpoint, that

that would never be taken asaHACCP fallure. It's outside
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of your limits. | mean, we could take thisand put it on
the standpoint of microbid interventions on a daughter
floor. They are there to reduce microbia contamination.
It isan unfair expectation that they will meet aleve of
zero. The sameistrue with ametd detector. They are
there to detect at that level, but were not anticipating a
zero and we know there are parameters within the operation
of that detector.

MR. GALLAGHER: My nameis John Galagher with
North Side Foods out of Pittsburgh. And just to best this
horse alittle bit more, | don't think anyone in the
industry wants to put metd out in the product. | think
what industry islooking from the agency for is give us some
type of definition of afood safety hazard asfar as meta
goes. If you're asking for documentation or reference

literature and you reference the Olsen study, we can say
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that metd larger than saven millimetersis only then
considered hazardous.
If we're ingpecting &, let's say, 1.5 or two
millimeters, it sounds like, if that's the cgpability of our
detectors, it sounds like we're establishing afood safety
level for metal based on our capability of metad detection.
DR. HARRIS: Which goes to the difference between
an operding levd and a criticd limit.

MR. GALLAGHER: Explain that for me. | don't
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understand.

DR. HARRIS: You will have operding levelsin
various parts of your facility in operation, such asthe
detection level of the metal detector. When you did the
scenario of what you determined to be the food safety
hazard, you should have clearly identified what you
considered to be the food safety hazard. And if that was
gregter than the seven millimeters and whatever
documentation, scientific support you have for thet, the
Olsen document, and any other documentation that you used to
st that, well, then, from that standpoint, through your
judtification, and this goes back to the standpoint, |
think, Skip was trying to make earlier, you should do avery
good job of documenting your thought and support and
decison on what you have identified as the food safety

hazard and how that processis contralling it. 1t may be
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detecting & aleve lower than what you would have
anticipated as being afood safety hazard through your
science and support, just because that's the nature of the
equipment.

MR. GALLAGHER: Okay, | understand that, but in
thisinstance, then, when they held the product back to the
last good check and were to reingpect that product, the
recommendation was that they reingpect it back through the

same metd detector, if | understood that correctly. Well,
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if you ingpected it once a two millimeters and you'd do it
again a two millimeters, you're not going o find anything
smdler than two millimeters,

DR. HARRIS: Provided it was functioning during
that 30 minutes.

MS. BURCH: It depends on the orientation of the
metal, too, on the reingpection.

MR. GALLAGHER: Soyou dont -- You wouldn't
recommend going back to the old .8 metal reingpection that
the agency once lived by? That'swhat I'm asking. | mean,
| don't know where to reinspect product back to if we're
reingpecting it & one level and --

MR. JOHNSON: The directive yourereferringtois
one where there is known contamination. We have alot of
product that -- Y ou ground up ablade. Y ou know ther€'s

suff in there. That gave guidance of how to reexamine that
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product.

MR. GALLAGHER: Isn't there known contamination
here?

DR. HARRIS: Whichisthe scenario that you gave
us, known contamination for a blade.

MR. JOHNSON: But that 30 minutes, | guess, you
don't know. | mean, you know that it starts kicking out at
this point, and anything from that point on, obvioudy, is

suspect, but you're dso looking at stuff behind and that
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may not be contaminated.
MR. GALLAGHER: So not dl of that haf-hour you
would have to be as sensitive as .8, for instance?
MR. JOHNSON: May not if you don't believe that it
occurred at this spot and not backwards.
DR. HARRIS: That'scorrect. And | think part of
what we're sruggling with hereissncethisisa
fictitious scenario, we don't even have the detection limit.
| mean, there's so much information that's missing in here
which goes back to that case-by-case, what did you have set
up and what were you expecting the system to accomplish.
And, you know, when these were made up, | don't know who
meade them up or what information they had, but | think if
you, as a plant, can show that your system was operating and
that you have done what it was supposed to have done,

according to the parameters that you can scientificaly
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support, that is what the agency should expect out of you.

MR. JOHNSON: And the scenarios were for that
purpose, just for discussion, because there could be a
million different scenarios out there, and there are. We
tried to just come up with a generic one, just for
discusson. Sothereésalot of information that's missng,
obvioudy.

MS. BURCH: John, are you trying to get some

guidancein that if you do have metal rejected or product
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regjected for metd a a certain limit, and you go back to
the last good check, what is the agency's expectation for
your reingpection of that product?

MR. GALLAGHER: Right.

MS. BURCH: Isthat what you're wanting to get
some guidance on?

MR. GALLAGHER: Yesh, becauseif | do it back
through the same metal detector -- Yeah, that ismy
question. Isit sufficient from the agency's sandpoint to
just run that back through ameta detector again?

MR. JOHNSON: 1 think I'd go back again case-by-
caseiswhat were saying. | mean, what happened? What are
the parameters? When did it occur? How did it occur? |
mean, it would have to be case-by-case.

MR. GALLAGHER: | mean, this happensto us

throughout the year. | mean, we have instances where blades
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break and to Bob's point, we're looking at some process
improvement to catch it in the early stages of the stream
rather than the later stages. And wélll hold the product
and segregate it and try to reinspect it, but we're trying
to get, you know, liketo a.8 leve that's hard to do.

MS. BURCH: And my experience has been on
reingpection. If you go down to such alow limit there's so
many other interfering factors, that you get o many fdse

positives, that you might aswell dump the whole thing.
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MR. GALLAGHER: Right.

MS. BURCH: Sowhat isaredigtic expectation for
the reingpection level without dl the false rejections?

MR. GALLAGHER: And that'sredly what I'm asking,
isat what level isthere afood safety hazard? Isapiece
of metd a one millimeter okay to eat and one at .8 not --
or 1.2 not okay to eat? | know | won't get an answer there,
but --

DR. HARRIS: Wél, and | think, though, from an
agency standpoint, they should look at what you set your
critica limit for the safety of the metal, and when you set
that, on the detection level and what you had determined in
your plant, your scenario, how you defined the food safety
hazard. If thisisfor safety purposes, now, remember, we
have awhole different issue over there on adulteration --

MS. BURCH: Of contamination.
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DR. HARRIS: -- and contamination, whichisa
different issue, but for safety purposes, you should have to
detect at the level for safety. For product release, to be
able to show it not, you know, not being contaminated,
adulterated with meta that may not meet a safety definition
but is still a contaminant, those are two separate issues,
inmy mind. |1 mean, | know they both impact product
release. They're the same thing on getting the product

released, but they're different if you're defining whether
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oneisasafety versus oneis a contaminant.

MR. GALLAGHER: If | said that | could inspect to
acertain leve but | know there's metd in there, | would
hear that it's adulterated product.

DR. HARRIS: Wdll, and that's adulteration.

MS. BURCH: That's not food safety. | can't arg-
-- | mean, | agree with you from standpoint, but that's an

agency adulteration issue.

MR. JOHNSON: And the agency would look &t it the

same way, aHACCP issue and an adulteration issue. 'Y ou may

show that your critica limit isthis and that's a safety

issue, and you can show through your supporting
documentation that thisSzeis a safety issue, but if you
know there's metd in there, now we have a contamination
issue also.

MS. BURCH: And maybe the question is, what'sthe
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agency's guidance on contamination, a what level?

MR. JOHNSON: That will be the next public
meeting.

(Laughter.)

MR. GIOGLIO: Let mejust -- I'm going to ask
Lynvel a question, though, based on this. Would we not,
okay, have an expectation thet if were deding with the
adulteration question, if aplant has done everything in

their due diligence to try to find where the metd may be
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and segregate that portion of alot and so forth, and then
use the equipment, cdibrated as sengtivity asthey could,
you know, and have confidence that the equipment will find,
you know, metd and cdibrate it down to the finest
sengtivity thet they can, and the old directive, asyou
pointed out, was point A, because that's what we believed on
aroutine basis, you know, the equipment was capable of
doing, would we not then dlow and have we not in the past
alowed reexamination of product, and for it to pass that
reexamination and then be released so werre not in a
Stuation where -- and I'm truly asking this question, |
mean, to sort of bring up the discussion so werenot in a
Stuation where we get in this sort of circular proving the
negative argument. 1'm going back on my past experience
and, you know, some of my old buddies here.

MR. JOHNSON: Yes. | mean, again, and we look at
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each case, case-by-case and using some, you know, common
guidance. And one of them used to be that old directive.

But we always looked at each one separately, and that's how
we continue to look at them separately. How isthe plant --
What isthe problem? What did they find, you know? How do
they want to screen thisif they think theréds meta in

there, so forth? So it hasn't changed that much from the

past, asfar as the adulteration issue.

Quedtion in the back and then well cometo the
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front.
MR. MARVIN: My nameis Andy Marvin. I'm with
Swift & Company. I'm the Director of Quality Control for
their Pork Divison. My question kind of goes off of what
Skip was talking about eerlier as far as setting the limits
on the metd detection. A Stuation where you have a piece
of metd that makes it out into the marketplace. A good
example that we fight with al the time are injection
needles and Sainless sed, little, bitty tiny piece and
they go through my metd detector. It isnot picked up.
Gets out into the marketplace. | may have oneayear. |
may have fiveayear. You know, itsardatively, what we
consider asmal occurrence, but yet we gtill get them.
We're il out there fighting, trying to take care of them.
My question would be to Charles or to Lee on the

vaidation and verification. Isthis something where I'm
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going to go back and reevauate each time that happens, or
once ayear, or how often? And to kind of add to that, the
other situation we run into is a customer calsup, says, "l

have aamdl piece of unidentified ainless sed that we
found a our grinder plate. And we think it came from you
because we had your product in our house, running it & the
sametime-- or running it And | say, "Wel, that'sfine.

Y ou know, all of our metal detector checks checked out. Do

you have gainless sted in your fecility?' So, there
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again, the quedtion, I've got a Situation where I've got,

you know, ameta occurrence. How often am | going to go
back and reevaduate what I'm doing in-house as far as my
metal detector checks and my capability of picking this up?

What we're running through, and | know some of
these places here you're talking about small pockets and
things like that, I'm running, you know, chucks and butts
and picnics and things that have amuch larger dimension,
and my process capability, | can't go any smaler than .7
millimeter on Sainless stedl.

MR. JOHNSON: Charlie, are you going -- Do you
want meto answer again? | mean, | guess you answered part
of that question. Y ou're evauating the Stuation. | mean,
you know -- Y ou've got the customer complaint. You
investigateit. You know itsaneedle. It only happens

very infrequently throughout the year, so maybe it doesn't
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impact upon your HACCP plan because it's just such an
isolated incident that hardly ever happens. But, again, you
are, in asense, evauating those things coming in, o you
are conddering that information and seeing how it redly
does impact upon your HACCP plan.

MR. MARVIN: But that's not something that any of
my ICsare going to buy off on. If it happened three or
four, fivetimes ayear, they'regoing to say that it is

reasonably likely to occur, and | may look at them and say,
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"WEell, congdering the -- you know, | only had it happen
once or twice in the firg million hogsthat | killed this
year." So what's reasonably likely for us versus what's
reasonably likely for what we're being inspected under
sometimes are different.

MR. JOHNSON: All I could say is, | would hope
with this directive, this meeting, plus with the Tech
Center, | mean, issues like those, those individud issues
could be resolved through al those means, the directive,
the notice, this meeting, the information that came out of
here and the Tech Center.

MS. QUIDAS:. Teri Quidas, Allen Family Foods. I'd
just like to clarify what the documentation would be under
this scenario. And | redlize we've kind of best thisto
degth, but I'm till confused. The metd was found by the

metal detector. It says "detected in product,” but it
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wasn't detected in product after the metal detector,
according to the scenario. It was detected by the metal
detector, which was the CCP. So there was not aHACCP
fallure, so --

MR. JOHNSON: Therée's no deviation from acritical
limit.

MS. QUIDAS: Sothereisno HACCP incident report
required or documentation as far as that is concerned.

MR. JOHNSON: By regulation for HACCP regulation,
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there would be no -- other than your norma monitoring,
there would not be documentation.

MS. QUIDAS:. Correct. All the documentation that
we're talking about is really coming in under our SSOPs for
adulteration, isthat correct? Isthat what the pand is
saying?

DR. HARRIS: SSOPs or other plant programs or
procedures, whatever you have.

MS. QUIDAS: But from aHACCP point of view, this
isnot an incident. The HACCP planworked. It did what it
should have done,

DR. HARRIS: (Nodding head.)

MS. QUIDAS:. Okay, thank you.

MR. JOHNSON: Any other questions? Were dill

having fun. We can go right on to the next one. That's

even better.
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The next oneisH2. We talked about the -- I'll
go ahead and read the whole thing, | guess. | had a
request. We covered the red meat. Now well cover the
poultry. Okay, on establishment B, it'salarge processing
establishment. Conducted their hazard andysis. It'sa
poultry cut-up operation, and they determined there was no
physica or chemica hazards reasonably likely to occur
concerning foreign particle materids a any of the sepsin

the process. As such, there are no associated CCPs or
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critica limits in their combined daughter/cut-up HACCP
plan. And this was supported by extensive historical data
showing thereé's no plant history of this occurring.

One day while at the establishment, a quaity
control technician was performing a scheduled post-chill
finish product sandardstest. Metal and white teflon-like
plastic was found on the 10-bird sample. The size of the
meta in question ranged up to spira shavings severd
inchesin length. The QC technician immediatdy informed
their supervisor, who placed dl affected product on hold
until further action could be determined.

After an investigation, it was determined that the
foreign materid in question was aresult of a bad bearing
in the ice augers feeding the chillers. The metd plastic
shavings found in the product were from the metal auger

grinding through the pladtic lining and down to the
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danless sed metd in theice chute, aswell asthe
deteriorating sted bearing itsdf. So the sted bearing
also deteriorated and broke up. This materid was then
trangported into the chiller dong with the ice running
through the chute. So that's the set-up.

They bascdly found no hazard likdly to occur as
foreign particle examination in their hazard andyss. With
thisincident, | guessthe first question iswhat effects

doesit have on the origind data determined that -- that
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they used to determine they did not have a hazard likely to
occur? If anybody wants to tackle the -- Mr. Link?

MR. LINK: I'l try.

MR. JOHNSON: Y ou're the poultry expert.

MR. LINK: I'm the poultry expert. | guess under
this scenario they've been operating three years without any
incidents.

MR. JOHNSON: No problem at all.

MR. LINK: So they've got some history that
supports their hazard analysis, and then this appears to be
another one of those what I'd call acriticd failure. |
mean, something happens, something broke. Obvioudy, they
need to kind of reassesses and look at their HACCP program
because they do have a problem. But I'm not sure that this
isgoing to result in them establishing a CCP for foreign

materid or ther chillers. It may be that their
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preventative maintenance program wasn't working. Maybe they
weren't doing it. Maybe they needed to take another look at
that prerequisite program asfar aslooking at the ice
auger, but | don't think an isolated incident of this sort
will necessarily result in establishing a CCP for foreign
material.

MR. JOHNSON: So you're saying their datais ill
accurae in saying they don't redly have ahazard likely to

occur? Thisisjug afluke thing that happened within
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thelr system?

MR. LINK: In my opinion, yes.

MR. JOHNSON: Okay. Youredl in agreement?

MS. BURCH: | would agree. Buit this should be
added to the historical data.

MR. JOHNSON: Yes. So thisshould be part of

ther filesasto, they investigate it, saw what it was
and --

MR. LINK: They may find out the bearing bresks
every three years.

MR. JOHNSON: Yeah, yeah. Any questions on this
one? Thiswas an easy one, | guess. Pretty
sraightforward? We have one back here.

MR. TILINSKI: One question on this determination
of what's reasonable and likely to occur. 417 saysif it's

historically occurred, it's reasonably likely to occur. And
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DR. HARRIS: That's an agency question.

MR. RICHARDSON: That's an agency question.
MR. JOHNSON: Yeah, it -- You want to answer it?
MR. POCIUS: Sure.

MR. JOHNSON: Go ahead.

MR. POCIUS: Joe Pocius with Rilgrim's Pride at
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the mike. That's an unforeseen hazard. It's covered in the
regulation as an unforeseen hazard. All the documentation
that you referred to is correct, and it would go into the
file as an unforeseen hazard. 1t's covered within the HACCP
rulein and of itsdlf. It'sgot aspecid section right
there of al the stepsthat need to be taken, the
documentation required. 1'm not sure that -- We had a CS
that came and tried to pull -- you know, it happened oncein
fiveyears. "You have ahigory of thisin your plant.” We
had a very interesting conversation about that. He did not
win, and | don't expect that one time in three years on this
argument would win ether. | redly -- You know, | mean the
district made that decision.
MR. JOHNSON: And based on what we have here, the
agency would probably agree. Y ou have the documentetion, as

the pand issaying. You investigated that. 'Y ou brought
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that back to the data you had and added it to it. 'Y ou know,
one time occurring in three or four years, you know, that's
probably not going to be judtification to say it's a hazard
likely to occur.

DR. HARRIS: And just to make this scenario more
complicated, before | would have documented 417.3(b) for
unforeseen hazard, | would have first looked at these
shavings and plagtic pieces to determine if they were food

safety hazards. If they're not food safety hazards, then
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you would not address them under 417.3(b), which is reserved
for unforeseen food safety hazards.

MR. TILINSKI: Jugt to make thisalittle more --
What if your ingpector in your plant told you that this was
an unforeseen hazard and you needed to do reassessment
because you had this, even though he didn't do any
assessment on whether this was a hazard or not? Isthis--
This issue has come up for materids found. Therésno --
Say it's awrench, a seven-inch wrench and the guy is saying
it's an unforeseen hazard. | mean, do you want for your 30-
day lettersto answer it or what do you do in acase like
that?

MR. JOHNSON: For the sake of the public meeting,
those are obvioudy issues you can always apped. You can
talk to the circuit supervisor. You can tak to the

digtrict. You can tak to the Tech Center. | mean, if you
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truly have that information to show that's not likely to
occur, the decison in thefidd, obvioudy, is not agreeing
with you, you have your gpped options open to you.
MR. POCIUS: | think we established that a seven
inch wrench isnt ahazard. You can't ingest it.
MR. JOHNSON: We have 20 minutes. We can moveto
the next one, last one. Thisisacanning facility. It's
scenario H3. They produce poultry broth for usein canned

soups and gravies in large 300-gdlon tanks. Dry broth
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ingredients are mixed with spicesin alarge combo holder,
lifted mechanicaly, dumped into the tank, mixed with water,
heated, and held at 180 degrees Fahrenheit until used. One
day athree-inch by sx-inch piece of plagtic was found
floating on top of the tank after digpersing the broth for
canning had begun. The object was removed from the tank.
The firm decided to empty the tank and dispose of the
remaining broth. That wastheir decison. Then they
cleaned and sanitized the kettle and resumed production.
Plagtic piece found to be from the palet on which
the combo -- the last combo holder was sitting. When the
ingredients were added to the tank, the combo holder and
pallets were lifted together and tilted into the tank.
Evidently, the lifter was too close to the tank and the
plastic fell and broke off. The broken piece was a clean

break and no smaller pieces had been broken off. So, again,
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thisis an issue where they don't have it addressed in their
HACCP plan, or they have addressed it in their HACCP plan.
They don't have a hazard likely to occur, obvioudy, for
foreign materid, and this case -- this Stuation occurred.
S0 | guessin the HACCP environment, how would you handle
thisstuation? Isit ahazard? Isit aproblem? Isita
fluke?

MR. JOHNSON: Wédl, first | would go back to

you're going to look at that three by six piece of plastic
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to determine if it's afood safety hazard. If it's not,
itsanon-HACCP issue.
MS. RAEDE: To takeit from there, though, as

well, you dso -- you know, aside from the size of it, you

need to ask yoursdlf if you have any prerequisite programs

in place that would prevent this from getting to the

consumer. Filters done, as we talked earlier, probably
wouldn't dlow this Sze of materid to even get into a can.

So, you know, | would take this one and say it doesn't

require any action under HACCP. Y ou know, asaplant, you
might want to come up with things. Look at the pallets.

Make sure somehow you don't get it close enough to break off
plagtic or -- I'd investigate it that way. But | don't see

this as being necessary to be part of the HACCP program.

MR. JOHNSON: So it'smore of a prerequisiteissue

of handling pallets and the dumper.
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MS. RAEDE: (Nodding head.)

MR. JOHNSON: Any more questions? Getting close
to quitting time, | think, so -- Grady?

MR. OLIVER: | haveone. Do you rdateto this
piece of plastic -- Grady Oliver with Manda Foods, Baton
Rouge, Louisana-- related to the three-by-sx inch piece
of plagtic and it was previoudy a pdlet, part of apalt.

Now, don't we have a sanitation problem here? Or could it

have been a sanitation problem? It broke off. How do we
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know that piece of plagtic was clean? Should it beina
product?

DR. HARRIS, They dumped it.

MR. JOHNSON: They dumped it.

DR. HARRIS: The product was dumped.

MR. JOHNSON: They eected to dump and sanitize.

MR. OLIVER: What I'm saying is, though, should
that be addressed under sanitation rather than HACCP on your
hazards anayss?

MR. JOHNSON: It could in that sense. The way
you're presenting it, it could be, yes, if they seeitasa
sanitation problem, which they, obvioudy, in this scenario
did, and they cleaned it.

MR. PURICELLI: LeePuricdli. Theway we-- That
last scenario, that would be that you determined it wasn't a

hazard, but it would be a sanitation SOP problem, and I'm
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sure you wouldn't make any changes, but the ingpector would
check it under that to make sure you took care of it.

MR. JOHNSON: Isthat it? Okay, so | guesswere
donefor the day. Tomorrow in the balroom, right, Moshe?

MR. DREYFUSS. Thank you very much. Appreciate
the pand. Tomorrow we will be beginning in the ballroom,
which is somewhere, | guess, on thisfloor, or down below,
one floor down. My apologies. WEell seeyou a eight

oclock. Thank you very much for your participation.
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1 (Applause.)
2 (Whereupon, the meeting was concluded at 4:45 p.m.

3 on September 24, 2002.)
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PROCEEDINGS: (Morning Session, September 25, 2002)

MR. DREYFUSS: Good morning, everybody. If we can

get seeted and begin, now that hopefully we have dl of the
technical glitches out of theway. That wasfirst on our
schedule. 1'd like to welcome you back to the second day of
our discussions on foreign materia contamination.

Our first gpeaker was given the opportunity to
retract everything he said yesterday, but he decided to stay
on what he said. So DuWayne has passed along that
everything about the Tech Center dill exists. So well go
right into our third pand, our Pergpectives on Controlling
Food Materid Contamination through Prerequisite Programs
and SSOPs. We have three very distinguished speskersthis
morning. | am pleased to announce that not only they came,
but they dso brought their presentations, and | understand

they aredl complete.
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Our first speaker is Dr. John Marcy. He'safood
microbiologist, has over 25 years with the meat and poultry
industries. He received his doctorate in food technology
from lowa State, and he has worked for companies such as
Stokely-VanCamp, Swift & Company and Jerome Foods and
Denny's Restaurants. Over the last eight years Dr. Marcy
has been the extension food scientist for poultry processing
in products at the Univergity of Arkansas and has held a

gmilar pogtion a Virginia Tech for the preceding five
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years. Dr. Marcy?

(Slide show presentation.)

DR. MARCY: Thank you, Moshe. | gppreciaethe
opportunity to be herein Omaha. A lot of friends herein
theroom. This subject came up alot yesterday. It's hard
not to. | wanted to vist with Dennis and Bill Sveum, talk

to you about how to manage foreign materid with
prerequisite programs. 1'm going to concentrate on
basically one aspect, and that's employees.

A lot of what was talked about yesterday was
HACCP, and there will be alittle bit more yet today, but if
you look at the concept of HACCP in controlling a process,
there are things within the production of food that are not
part of the process. Not al foreign materia comes from
the process. If you look at your flow charts, there are

things that enter in there separate from it, such aswhat
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can be contributed by facilities and employees. For
instance, not that this ever happens, but yet we know we can
find, you know, insulation, duct tape, you nameit, if it's
overhead, it can fall. Sooner or later, it can work lose
and gravity works againg you, and it will get -- it can get
in the product.

Contributed by employees. They mean well, but
every once in awhile something they havein their hand is

no longer in their hand. Something they had in their pocket
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isno longer in their pocket. Something that used to be
indde their glove is no longer ingde their glove.
Something that was in their mouth is no longer inside their
mouth. They don't do this on purpose, but it does happen.
So how do we control this? These are things that
won't be controlled by HACCP. Thereisno critical control
point that's going to affect the way these people act. But
that's not to say it'sa problem. It's an opportunity.
Employees as prevention. If welook at how to stop those
sorts of things, | don't know if you remember Nurse
Ellington (sc), Lieutenant, Elenberg, | think her number
three foreign materid was fingernails, right? It was
farly high onthelig. All of you working in plants
understand where those fingernails are coming from.
So how do you get employees to prevent it? Proper

training. That came up severa times yesterday. It can't
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be said enough. And reminders. As| was putting this
together, | remember my first days, my fird yearsasa
production supervisor in aprocessing plant, day in, day out
on the plant floor, running an 1QF chicken line, cooked
chicken, and even though, you know, my background in food
science, | lost track of what we were doing. If you work on
that shop floor day in, day out, and most of you don't, most
of you are in offices handling paper, just remember that

these people working on the shop floor may look at this as
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pounds of product, widgets, you name it, anything but food.
And so0 every once in awhile you've got to go back and
remind these people they're working with food and someone is
going to eat that, not by the case, not by the pound, but by
the ounce, every serving. So it'simportant to remind them,
and yourselves, that it's not just widgets they're dealing
with.

Management must be fair, firm and consistent, you
know, like being a parent, not that | dways do it, but |
guess| can preach it. Enforcing and rewarding employee
adheres to company palicies. Setting the tone for those
employees, those detections. On the RTI survey, looking for
foreign materia, you know, visua ingpection was their
number one report of ameans, and that's being done by
employees.

Employees should be encouraged to help others.
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What employees do isalot of repetitive actions, and they
will do things differently depending on moods. They can
help each other do things correctly, and that's the only way
that you will prevent those sorts of things.

So what are the motivations for employeesto do
the right thing? Now, human nature, and we need to take
advantage of it, human nature is employees redly do care to
do theright job, or maybe | should say they're not usually

going out of their way to do the job wrongly. Soif they're
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not doing it correctly, it may well be management's faullt
for not making sure they understand the right way to do it
or giving them the corporate culture with which to do it by.
Consumer protection. No one wants to make someone
sck or hurt someone. "No one" is a blanket statement, but
these people will dmost dways take product home. You
know, the employee stores. 'Y ou know, what they make they
will feed to their families. They are consumers of this
product. Job protection. If thereis problemswith the
product, their jobs may be at risk if it'sidentified back
to them.
Of course, they dways may lose that Chryder,
too, and brand protection. That's an important part to
management. Most product is branded these days. Most
companies that are here in this room have a branded identity

in the marketplace. So you trust your employees. You
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depend upon them to keep foreign materid out of the
product, because the long and the short of it is you don't
have achoice. Mos of the foreign materia that getsin

the product you depend on an employeeto tell you when it
got there because alot of it is not detectable, plastics,

et cetera, the gloves, the knives, you know. Y ou employ
(9c) on systems and employees to tell you when they've done
something.

| guess this one goes to Dave Bernard in his
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absence when he wrote the book on HACCP. He made the point
that no management plan, whether HACCP or GMP, if you've got
an employee that wants to commit sabotage, you're not going

to prevent it, just to get that on the record. And we had

an incident in one of the plantsthat | worked at where an
employee put abrick in aV-mag. Whole new meaning to grand
dam breakfast. And with that, I'll turn it back over to

Moshe. | want you to keep in mind that if you're going to

ded with employees, you're not going to do it with HACCP.
Thank you.

MR. DREYFUSS. Thank you, John. Our next speaker

isDr. Bill Sveum, isthe Associate Director of Regulatory

Affairs a Kraft Foods of North America, has over 24 years

of indudtrid experience in identifying, developing and
implementing practica food safety, quaity and regulatory

management systems for the manufacture of fresh process
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mests, low acid and acetified therma process foods, frozen
foods and beverages, and has served on the Nationa Advisory
Committee for the Microbiologica Criteria of Foods and has
received his doctorate from lowa State University. And he
has something written down here about Cyclones and Nebraska,
but I'l let him explain that.

(Slide show presentation.)

DR. SVEUM: | couldn't pass up the opportunity.

Being in Nebraska, and an lowa State grad, the fact that
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lowa State is ranked higher than Nebraska and the fact that
Nebraskais going to play Amesin Ames. We have the best
quarterback, and they aways kick our butt, so this might be
the first time that owa State might beat Nebraska. So we
have to make that -- and it's probably, likely to occur. So
use some language like that.

(Laughter.)

What I'd like to do thismorning istalk to you
about the role of prerequisite programs in managing
extraneous materia and kind of give you an overview of how
prerequisites would fit inaHACCP plan. I'm going to take
you through a hazard andlys's of a comminuted sausage
product, where prerequisites would fit in there, and just
kind of the overdl concept of how PPs, as we're going to
refer to them, fit within a HACCP system.

So let's gart out with some definitions of
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prerequisite programs. Thefirst definition comes from
NACMCEF, and it says that prerequisite programs provide the
basic and environmenta and operating conditions that are
necessary for the production of safe, wholesome food. And
as an example, some of the types of prerequisite programs
could include GMPs, equipment and process flow design,
sanitation, maintenance, recelving the storage and personnd
training, as John dluded to. And the key with

prerequisites, and it was hit yesterday by Kerri and Troie,
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isthat PPs must be devel oped, implemented and documented
before conducting the hazard analysis and implementing the
plan. So you don't do a hazard andysis and say, "I'm going
to put aPP in hereto avoid having a CCP." That's not the
gtuaion. There are the basic foundations for food safety
control. They'rein place, and then you use them to manage
your HACCP plan.

Now, I've seenthisin atriangle. I've seenthis
inawadl. Thereare eight blocks, eight foundations for
food safety management prerequisite programs. | want to
take you through some examples here because they came up in
the discussions yesterday.

Generd qudity systems, monitoring programs. Do
you see thefirst one? It says "use gpproved suppliers.”
And that was discussed yesterday by Kerri because part of

that approved supplier processis feeding them information.
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And well talk about meet receiva as astep in this process
where well actually be providing data back to that vendor
s0 they can improve ther process. And that's one of the
vaues of these prerequidtes, is you're constantly
obtaining data that helps you formalize and document your
hazard anayss.

Other idess such as extraneous detection and
removd, recdls, specifications for raw materids,

packaging for your finished product, equipment performance
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and maintenance, dl the category such as PMs, equipment
cdibration, filtering compressed air, personnd training,
as John dluded to, pest control, equipment cleaning, the
premises itsdlf, the floors, wals and ceiling those outside
auditors dways want to look at, recelving and storage, raw
materia management.

And one of the things that's interesting about
thisis| also have acheese hat that | wear, not because
I'm a Packer fan, but also because what | do within Kraft
has alot to do with the FDA sdeaswel. And we havea
pilot study with the NCIMS on HACCP for the milk industry.
And they're regulated under what's called the PMO, the
Process Milk Ordinance, but they want to move towards HACCP.
And what they've done is recognize the importance of
prerequidites. So if you participate in this HACCP plan,

you have to have alist of eight prerequisites established
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before you even become amember of that pilot study. So
they have recognized the role of prerequisitesin
establishing afood safety system.

S0 these are examples of dl these different
prerequisites, and as you recognize them, you'll see where
they might play arolein minimizing a hazard.

Now let'stak alittle bit about some of the
groups that have recognized prerequisites. Of course,

because we have this public meeting, part of theissueison
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the recognition of prerequisites by the USDA. The
manufacturer of safe food requires the use of aHACCP system
built on afoundation of well designed and administered
prerequisites, as we discussed. NACMCE, inther origind
document on HACCP, outlined that it was very important to
have this foundation or prerequisite, so in there they're
edablished. The Codex Alimentarius for their food hygiene
document came out about a year later, has the same

principles, where they look at the recognition of

prerequisites and need it be for afoundation. And then the
Canadian Food Inspection Agency has the same requirements,
and they've actudly outlined specificaly what those
prerequisite programs are. And lo and behold, the U.S.
generic modd for fully cooked, not shelf stable processed
poultry does have reference to prerequisite programs.

So there is recognition by many different groups
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that prerequisite programs play arolein HACCP management.
Now, one of the issues that came up afew years

a0 is because of some of the conflict that we had with,

let'ssay -- not "we," but some folks, maybe a confusion by

the ingpection force on the requirements for CCPs and

questions about using prerequidtes. Industry actudly,

then, petitioned FSI S to amend the HACCP regulations, and

one of theissues was adefinition of a hazard and then aso

the incluson of prerequistes. And | pulled thisfrom
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comments from NFPA, and it redly dedswith degree of risk
assessment, risk presented to consumers by a potentia
hazard. And I'm going to read thisto you, becauseit kind
of playsinto thiswhole concept of prerequisites.

"And NFPA proposed that if aviolation of a
control limit clearly represents an ingppropriate food
safety risk that should lead to action againgt product, then
incluson of the potentiad hazard within aHACCP program is
generdly warranted, CCP. However, if nonconformance with a
control limit is undesirable, but unlikely to have hedth
implications, and, therefore, unlikely to require action
againg the product, then inclusion of such a potentia
hazard in the HACCP plan as a CCP is not appropriate.” And
s0 it kind of gets that concept out in front of everyone.

o let's have afew definitions and then well get

into the details of prerequisites. A critica contral limit
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within 417.1, it saysit'sa"point, a step or a procedure

in afood process at which control can be gpplied and asa
result, afood safety hazard can be prevented, diminated or
reduced to acceptable levels™ And then prerequisites, what
we're going to be talking about, this foundation for food
safety, it represents "the sum of programs and practices, no
individua step, but the series of basic control programs

and procedures which must be gpplied to design, produce and

digtribute safe products in a clean and sanitary
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environment.”

So what are the benefits of these PPs,
prerequisites? | believe that by relying on prerequisites
and building them into your dtrategy, it focuses food safety
management on process control. And thet was aluded to by
our speakers yesterday aswell. And it redly doesnt rely,
then, on the limited effectiveness of after-the-fact
ingpection practices. And if you look at the tatitics of
trying to inspect a defect out, you know it's not very
effective. 1t may be 10 percent effective. Infact, |
think that first case study yesterday where therewas a
meta detector and the folks put it in process because they
had often had meta problems, that was redlly an inspection
process, and they needed to figure out what the root cause
was for process control and figure out where the metd was

coming from, rather than trying to grade it out with a meta
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detector.

By using prerequigites, it redly directs your
resources to effectivdy manage, then, those scientificaly-
based CCPs. Because we know the records that are involved,
the training, the vdidetion, the verification, the document
review with CCPs. And effective implementation of HACCP
requires a sound foundation of prerequisites capable of
reducing or even diminating the likdihood that a potentia

food safety hazard will occur in a process.



10

11

12

13

14

15

16

259

So when we talk about food safety systems, what
are they really supposed to accomplish? Control al
potential food safety hazards, of course. And that's what
will work when you have your CCPs and your prerequisites
supporting that sysem. And afood safety hazard thet is
reasonably likely to occur must be controlled by a CCP. But
when we think about prerequisites, some hazards are not food
safety hazards reasonably likely to occur because you've got
prerequisite programsin place. And the difference, of
course, with a CCP and a prerequisite is you have to
vaidate your CCPs and they must be supported by implemented
and documented prerequisites. Prerequisites must be audited
for effectiveness, though. And then prerequisite programs,
the records associated with aHACCP plan, are accessible for
review. Because you have said that this part of my HACCP

system, those records are available.
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Now, we are under TQC, o all those records are
well documented in our prerequisites. The I1Cs know where
they are and they can review them. But we've gone to that
kind of extent in documenting the prerequisites, and it's
redlly helped some of the operators as well because the
details are there.

S0 because I'mwith Kraft, | thought we would talk
about how we conduct a hazard analysi's, because this has

been an issue with us with prerequisites, and it's very
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smilar to what the discussons were yesterday. But as with
anyone, we would identify every potential food safety hazard
that's associated with ingredient packaging materias or
processing steps. So the same thing that was done
yesterday.

And then as we would go through and look at the
ingredients or the package, we'd look, isthere alikelihood
of occurrence. And with foreign materid and raw meet, you
would have to say there's a possihility that thereis bone,

glass, maybe not glass, but wood, those types of things.

But then you would have a potentia control mechanism. We
would ligt the prerequisite, and I'll go through what those
types of thingsare. We would do through mest receivd,
through our supplier audits, those types of things. Aswe

go through, then, what the control mechanism is, we would

list prerequisites, then, for some of those things where
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it'snot likely to occur.

Of course, you have to look at the potentia
frequency occurrence and severity. That would tie in to how
you then determine whether there's ahazard or not that's
likely to occur. And | think we had aredly good
discusson yesterday, the physician from USDA taking about
Sze and relative risk, and we have al referred to those.
And if you think about your processes, the potentid isvery

amal, minima that something the size that would exceed
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that seven millimeterswould get through a system,
particularly in comminuted products, through grinders,
things like that.

And ared essentid thing with prerequiditesis
they redlly generate the information that supports your
hazard andysis, because you just can't say, "Well, ther€'s
not alikely occurrence that theré's going to be meta in
raw materiads." What you haveisdl the results of your
ingpections, how you work with avendor. And the fact that
you find ameat hook once every year doesn't mean it's
likely to occur. Y ou have the data to support that. And
the fact that you don't have wood in your system becauise you
invert pallets, go to dip sheets, those kinds of things,
that's data from your prerequisites and support your hazard
andyss.

So we would recommend you use a prerequisite



17

18

19

20

21

23

24

25

whenever a hazard can be reduced or diminated through a
series of basic control programs. And to try to put these
inling, foreign materiad. GMP's could be equipment checks,
can be raw materid inspection, can be routine sanitation
and metal detection. And dl those in series, not one by
itsdf, but in aseriesis how thesework. And then what it
dlowsyou to do isredly focus your efforts where there's
aCCP and ared food safety risk.

Now, the key with a hazard andysis, it'sgoing to
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be specific for every process. And I'm not saying that
extraneous materia isnot acritica -- not ever acritical
control point. It could be a hazard that's reasonably

likely to occur, depending on your process. 'Y ou might not
have enough ingredient data to support that, or you might
have ingredient data. Y ou might be dedling with a process,
cherries that have stone pits, olives that have pits. You
know that there's a potentiad hazard there and you don't
have a control mechanism. So you might not have the
ingredient history to judtify that you can manage with a
prerequisite.

Or, for example, you might be packaging with
materid such asin glass. And | would mention to guess
anybody that has a glass operation, you have acritical
control point for broken glass, not maybe just because of a

breek in thefiller, but someone might forget and not temper
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the glass, bring it in from outsde and it'stoo cold. Gets
together and it cracks, those kinds of things. So there are
going to be definite critical control points for foreign
meateria, depending on your process.

So when we look at a hazard analysis for
extraneous materid, what's the rationae for classfying
extraneous materiad as a hazard not likely to occur? And
that's what I'd like to spend sometime on. And that's

going to begin with ingredient history. And that's redly
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going to be based on the kind of programs you have in place,
beginning with meet recaiva, beginning with other raw
materids. We heard someone from Chef Americatalk about
the mixture of materids that comein. Y ou might be
producing an entree of a soup product that has al kinds of
different streams, and there could be foreign materia
options there you have to monitor. But you have that
through these records that you're monitoring. Y ou've
documented what you've found, and then you can feed back to
the supplier rand make improvements.

Process history aso indicates introduction of
foreign materid large enough to cause injury isnot likely
at each specific step. And well go through those steps,
the kinds of things, the interventions you do at eech step
to control the process, to limit your exposure by looking at

each batch, what you monitor, and you would then have data
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from those types of inspections that demonstrate that
foreign materid is not ahazard likely to occur as well.
And then the effectiveness of GMPs and prerequisites and
minimizing the likelihood of occurrence. And, again, that
gets to those records.

And then scientific references. | didn't list --
we have the same ones, the Olsen article, Hymen, (phonetic)
those types of things. And redly what those get into is

the likelihood of injury, and that is what you get into your
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hazard andysis. It'snot just occurrence, but it's the
potential severity, and that's based on size. If you look
at the kinds of -- the process that I'm talking about,
comminuted sausage with afine grind, thereisnot a
likelihood that there is a severe potentia injury based on
the foreign materid in that process.

So let'sreview ahazard andysis. We haveto
identify dl potential hazards that pose afood safety risk.
So we're going to say yes, there's a potentia for metd,
for bone, for plagtic, for wood. But were going to have
control mechanisms. And well utilize a series of
prerequisite programs that reduce or diminate those risks
that those hazards might create. And it'skind of tied
together. We would have an integrated approach to food
safety management, so these concepts of prerequisites and

CCPs, wed salect the CCPs based on science. And that's
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reglly what HACCPis dl about. Support them with
prerequisites, and then really what it does; it dlowsyou
to focus your attention on those redlly criticadl HACCP
activities. And that'sredlly the issue with CCPs and
prerequisites.

So | mentioned, let's talk about how we would
control and eliminate extraneous materid, and this process
isaflow diagram for comminuted cooked sauisage,

frankfurters. And al these various steps have some type of
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prerequisite program associated with them, that overal work

to minimize a potentid risk and then end up with not

needing a CCP for foreign materid in this process. They

al have arecord with them. And, in fact, what you'l see

on hereisthereisameat ingpection. There's another

meta detector and another metal detector. There's actudly

three metal detectors in sequence in this process, but

they're not there to minimize -- to protect a consumer from

ahazard likely to occur. They'redl part of the process.
Theféat -- Thelast metal detector isa

verification of al the controls prior, because we have

ingredient history from mest receival and meet inspection

that we have avery low probability of foreign materid. We

have actions at these various steps. We were going to

ingoect this grinder between every lot of materid that goes

through. We're going to ingpect it for broken blades, some
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things behind the plate. We're going to run dl of our
rework through ameta detector. We're going to limit the
amount of rework to asmall batch so that we can control
that.

We're going to have whoever is running batching is
going to observe combos of meat as they're dumped to look
for materids. Well look at the bottom of the output of
the batch, at the pump rotors after every load so that we

seeif there's anything that was caught there and we might
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have damage in arotor. So you do that with every batch.
The corn syrup filter isgoing to have asock onit. Your
water is going to have socks onit when it goesin. Well
have ametd detector following thisthat basicdly is
preventing anything getting to the emulsfication sysem,
because if you think about al those fine blades, you
wouldn't want to cut something up there. So you prevent any
damage. You aso will then take that emulsfier gpart every
time from batch. WEélIl have arare earth magnet in line
after that, and Bob talked yesterday about the power of the
rare earth magnets, and particularly the riffle magnets as
that stream goes across. It redlly can pull things out.
Then welll have afinished product metal detector

that verifies dl those other controls arein place, and

with ameta detector, it's afunctioning metal detector,

but the definition of functioning isit must kick out five
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of fivetries. And that's alittle different than we talked
about the light. Really what the requirement is, it'sa
functioning meta detector set to a certain requirement, and
then it must kick out five of five, ferrous and nonferrous.
So you have those kinds of requirements.

Youll have visud inspection. Wed actudly have
operators take a sample of finished product at certain
intervals, cut it open, and then clean-up. And thisisa

real powerful one. Unfortunately, some operations that are
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run 20 hours, it's 20 hours of product that might be at
risk, but you might find, looking a equipment, you might
find excessive wear, and this might be an indication that
you had a problem as well.

But al these work in sequence. And asl
mentioned, it's a series of basic control programs. No one
point in this process works by itsdf to give you an
absolute guarantee. But what it does, they work in sequence
because you've got a hazard that's not likely to occur and
you've got a system of interventions at various pointsin
the process.

The way we would put these prerequisiteson a
HACCP process flow diagram is beginning with areceiva, and
then you'll see that the prerequisites would be referenced
with anumber. Now, we would use prerequisites for

temperature control aswell, condition of the truck. So
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some of these at recelva aren't just related to condition

of materids. They might be related to condition of the
incoming trailer. They might be related to the temperature
of the meet or the Storage temperature that we would put it
in for the prerequisites. What we would aso do at
receival, and people have talked about the likelihood of
wood as a hazard, we would then transfer al paletainers
(phonetic) of product to captive -- ether to dipsheets or

captive plagtic palets. So then you would minimize that
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potentia hazard. Any pdletsthat were pierced, there was
damage, forklift, that kind of thing, those would be
rgjected. So you have dl these things even before it comes
into your receiving areato be processed that you're going
to diminate potentid hazards.

Ingredient storage. This prerequisite relates to
temperature, but then large foreign object ingpection, and
weéll kind of go through what that is, but weve got
prerequisites for that, metal detection and grind.

So for our process for mesat ingpection, and this
comes after the meat receiva, wed be running alarge --
running the mesat over the ingpection belt prior to grinding.
So there's going to be an operator making a visua
ingpection, and thisis-- | had aguy that used to work for
me years ago and he said, "Well, this is where we catch the

car bumpers.” But redly what you're looking for isthe odd
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foreign object. Thisisagreet place that you might see
that glove thet comesin on occason. And thisiswhere you
generate data now. Y ou support your andyss. You get
ingredient history, and then you provide feedback to that
vendor, "Thisiswhat we found."

All the trimmings are run through arather large
meta detector, alarge orifice, if it saysit's 10.5
millimeter ferrous, but that's to catch that car bumper.

In-line metd detector, check for proper function. And then
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we would have, within the plant, a policy for the plant

manager's standard ingtructions. And then these are the

kinds of documents that come from this. And so wed have a

foreign objects and raw materidsreport. That's what's
going to go back to purchasing. Purchasing is going to use
that information to work with a vendor as part of that cycle
of improvement to inform if there's foreign materid.
Therésametal detector verification, and then
thet lot istied into agrinding log. With grinding, and |
think we talked about this yesterday, but we would
disassemble grinders after each lot, vendor or a species
change. We would then look for damaged or extraneous
materid behind the plate because thisis where, maybe,
cardboard could get caught or plastic. And we would also
ingpect at any time, disassembled or during cleartup.

Change the knives in the plates daily. Take them back to
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the shop to sharpen them up. Again, there's a stlandard
ingruction. And then wed have agrinding log, apre-op
sheet, the condition at start-up, and then from those points
forward.

Sinceit's not the company I'm with now | can
refer to the fact that for 24 years, I've been around a
while, no gray hair yet, but that's my Norwegian genes --
was in a plant overseas, and there was ametd issue, and

they did an excdlent job of documenting every kick-out.
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And they had them al taped to a piece of paper, but they
never went in the plant to look where they were from. And |
said, "Well, let's go take the grinder gpart.” And they
hadn't been doing this except for clean-up. And there were
holes that had been broken spots between them. Therewasa
blade and they just never put two and two together to go
back and do the preventative action to find the root cause.
Youd find wirein things. The standard mechanic
aways had a spool of wire on histool belt because that's
how they would put things together. Hadn't heard of a
cotter pin, hadn't heard of those kind of things. So they
just didn't do the root cause andysis. That'swhat this
log and pre-op sheets let you do, because you go back and
determine what the sourceis.
Then the finished product metal detector, again

what were doing here is we have a verification sep of dl



17

18

19

20

21

22

23

24

25

these series of basic controls prior to this. Inline, it's
checked for proper function at start-up, every two hours and
a theend of therun. And what we would st it for isto

be able to detect 2.5 millimeter sainless. And the
discussion yesterday isthat's the most common source of --
type of meta that we've come across, so we'd look for that
type of sengtivity. Agan, thereisaplant manager

standard ingtruction, and then if these records were going

to be reviewed, they're available and they're called the
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metal detector check sheet. And then that would be the
record that we would use, then, as part of our process.

So to summarize some key takeaways, the approach
that we have with HACCP management is we use an integrated
approach to food safety management. Of coursg, it'sthe
foundation of prerequisites. It's verified prerequisites,
validated CCPs. We use science to select the CCPs for the
hazard analyss, just aswas discussed. Use the ingredient
history, the data that we gather from the prerequisitesto
support those conclusions, and redlly would take a position
that failure to recognize prerequisite programs diverts
attention and resources from critical HACCP activities. And
that prerequisite programs are used whenever a hazard can be
reduced or eliminated through basic control programs, GMP's
equipment checks, temperature controls, sanitation, metal

detection. But they have to bein place, implemented and
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functioning before you do the hazard anadlysis and before you
implement your HACCP plan. Go Cyclones.

MR. DREYFUSS. Thank you very much, Bill. Our
third spesker this morning is Dr. Dennis Burson. He's the
extenson mesat specidist a the University of Nebraska a
Lincoln. He received his bachelor's degree there and his
master's and doctorate from Kansas State University. Heis
the extenson meat specidist in the Department of Animal

Science and conducts cooperative extension programs and food
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safety in HACCP programs and beef and pork programs,
emphasizing quality, consstency and vaue of meet products.

He has dso received the Digtinguished Industry Award from

the American Megat Science Association, the Achievement Award
from the Nebraska Association of Meat Processors, and the
Digtinguished Extenson Specidist Award from the University

of Nebraska Cooperative Extenson. Dennis?

(Slide show presentation.)

DR. BURSON: Good morning. | wasset up. | got
invited to this conference and then have to follow somebody
from lowa State, and the Nebraska team loses the last time
they play. 1 just -- | sat my whole time over there, Bill,
while you were talking trying to figure out what it is that
I'm going to say just to get going. Y ou must have been
around about the same time | was when | was in school and we

had scholarships from Aksarben, and lowa State and Nebraska
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both had scholarships. And so | got to travel to lowa State
to afootbal game with the Aksarben scholarships, and |
think the lowa State people came to Nebraska on alternate
years. And I'll never forget the one story that was related
during the time that we were over a lowa State. One of our
students got up and said, "Boy, we were out on the streets
last night before the game and things were getting pretty
tough. The lowa State people were getting redly mean and

nasty, and lowa State was on one side of the street and
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Nebraska students were on the other.” And the next thing he
says, "They were throwing dynamite at us" Hesays "And |
really got worried when the Nebraska people were picking up
the dynamite, lighting it and throwing it back.”

(Laughter.)

Let'stak alittle bit about physca materid,
prerequisite programs, and | work mostly with smdl and very
small operationsin the State of Nebraska and in the region,
actualy. And | want to put some perspectives on what | see
as examples of these programs that they might put in place
to try and assist them through their control of physica or
foreign materid.

And | was hoping that somebody would cover this,
and Bill did anicejob, and you've seen diagrams like this
over and over again if you've been to trainings and

workshops and discussions about HACCP and the good
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manufacturing practices, and the SOPs and so on, and you can
probably put alot of different blocks and bricksin that
diagram, as Bill did. But thisis something that we dl

believein, that if you're going to build towards some leve

of qudity or process control in your facility, there are

different things that you have to build on in doing that

process. And so we dways tak about that when we go
through our trainings for HACCP. We try to include standard

operating procedures and good manufacturing practices as
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part of the things that a company should be aware of and
should be doing.
One of the challenges, though, isthat -- Wdll,
before that, the prerequisite programs, as he said, will
influence the likelihood that a food safety hazard will
occur. And as we talk about HACCP and teach HACCP, we
adwaysthink of the hazard andyss as conddering
occurrence and severity of the hazard. And | thought Bill
did anice job in outlining those two things. He used
different terminology than | have here, but we il look at
it from an occurrence and severity standpoint, and then you
can say what are these prerequisite programs doing to help
you with occurrence or severity of the potentia problems.
So smdl and very amdl plants are unique in some
of these waysin terms of prerequisite programs and the

application of HACCP. Firg of dl, therésasmal number
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of employees. Well, that may have some advantagesin that
if you have asmdl number of employees, they can be focused
on their observation of equipment or the product that you're
working with, and the -- many times also would have aclose
relaionship with the management or the owners of the
operation. And so0 those would be some red positives about
asmdl operation in terms of number of employees.

Of course, there are dso some negatives. Some

that | don't have listed here in that maybe you don't have
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the right human resources, or the right people for the job,
especidly if youre trying to put some thingsin for

datistical process control or prerequisite programs that

some of these employees may not have had any exposureto in
the past. And so that's one of the chalenges that we work
with as extenson specidigts a the universties, isto try

and bring some of these companies and these employees that
work at these companies up to speed in those aress.

Also, small operations tend to use fewer pieces of
equipment used in their production, and so they have a
fairly amplified process that they're working with. That
aso meansthat they're challenged if you want specidized
things. If you were counting on metal detection to bein an
operation, you probably won' find it in most of these
operations. The operations themsdves are close to the

consumers. Many of the very small operations thet are the
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owner-operator types, their cusomers are basicdly their
friends and their neighborsin their town. And so many of
these operations will depend, in some way, on prerequisite
programs, athough many of them are not written down
formdly within their operation.

So what | wanted to do is go through and give a
few examplesto kind of back up some of the information that
Bill had talked about, and welll point to three different

areas of operation for prerequidte programs that would dedl
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with aphysicd maerid.

Firgt of al, theres an example | know of, and |
guess that yesterday this was talked about some. | was not
ableto be here dl day yesterday because | had to go back
to Lincoln and teach class, but there was areference to
some of thisin daughter, and hopefully | can expand a
little bit on some of the thoughts about a daughter
program. Where in this case were talking about daughter
of cows and bulls and, of course, the concern that's usualy
raised in that type of operation deals with BBs or buckshots
that can occur on the carcass. | can never figure out why
cows are picked out as targets or whether it's the angry
rancher or whatever it isthat causesthat. But we know
that it does occur.

And s0 this plant had amultiple-step system for

identification and imination of this problem. Onewasto
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have visua observation on the daughter floor by the
employees. And, S0, again, smal number of employees, you
can increase the emphagis to look for something like this.
They dso had visud identification as they went to the
fabrication floor, and then at the very end of the

fabrication line, this plant has meta detection of the lean
trimmings as another follow-up. And so kind of many steps
within the process, the same kind of thing that Bill talked

about in terms of controlling this physical contamination.
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To expand alittle bit more, the detection on the
daughter floor was put in place that the plant actudly
rewards the employee for discovery of the BBs or the
carcasses that haveit. And so this emphasizes again the
importance of the employee. And then, secondly, they
maintain records of the employee findings. And my comment
hereisthat if they are able to identify the carcasses
early in this process, why, then that would help them to
come back and identify the supplier of that product. Now,

in marketing of cows and bulls, the person that sellsto the
daughter operation may not be the person that actualy
owned and produced the cattle or the bull, the cow or the
bull. But by bringing back this identification, perhaps you
can make some tie with where the origina root of the
problem is at.

The metd detection in the lean trimmings kind of
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provides a second check in the system, detection of metal
that cannot be seen by the workers. Y ou have to come with
the redlization that when you're running various checks of
meet through the metd detector, the accuracy may not be
where you want it to be. One of the chdlengesin this
system, though, is that they are less able to connect to a
supplier because usudly by the time the meet gets onto the
fabrication table, it's difficult to identify it back to the

carcass or to the supplier where it came from.
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Now, in addition to those things, I've seen this
plant do other things that redlly try to addressthe
industry as awhole. And the beef producing industry has
become concerned about quality issues in their products, and
over the years there's been some time spent talking about
quality assurance. There are programs for training for beef
producers on beef quality assurance. And o this plant
assisted with some of these programs. They provided
speakers. They went and talked with the committees that
helped develop some of the materids and the educationa
items for the quaity assurance programs. And so asa
result, there are things about the educationa programs and
quality assurance about physica contamination, especidly
concerning buckshot for cows and bulls.
Some plants have gone beyond that even and require

quality assurance training by producers before they can bea
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supplier to their plant. 1 don't know that we can
specificdly target or give an example for a cow and bull
operation, but there are some that require quality assurance
training before sdlling animas to their operation.

And so the conclusion | get out of thisisthat
this plant is not only taking actions interndly, but is
taking actions outsde of their operation to help reduce the
occurrence of physica contamination.

Fabrication, another fairly smple example. Well,
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two examples here. One isaknife inventory control and the
other one is an equipment monitoring, which | gather you've
talked about a number of times aready. This one plant, we
were going through the hazard analysis and talked about the
possibility of materia being |eft on the table and then
ending up in the product. And, in fact, yesterday one of
the first speskers talked about finding aknife in abox of
meet. And this plant has a knife check-in and check-out for
al of their employees. And 0 & the start of the work day
and at the end of the work day, they would know where their
knives were and basicaly an inventory check.

Whilethisis effective in kegping the knivesin
control, the program probably doesn't provide alot of room
for improvement. Are there ways that they could avoid these
potentia problems by improving it further? Instead it's

more of a police action type of step, and it's probably
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effective, but where does the improvement come?

Another example isin equipment monitoring. In
this case, this plant was working with a needle tenderizer,
and the plant had a-- found out it had a history of
equipment breakdown. They had found a couple of needles
that had been broken over the past year or so. And so the
plant established a standard operating procedure for
checking the equipment, and | wanted to share what it is

that they wrote.
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They established a pre-operationa standard
operating procedure where they said the needle tenderizer
and other mechanica tenderizers that they had would be
ingpected prior to the start of production by their
operationa manager, and that the ingpector would focus on
the intactness of the needles or the blades. Oncethey did
that, then that would be recorded on their standard
operation procedures log for tenderizing equipment.

They dso established something during operations
in that they would check it twice daily, in the morning and
afternoon, and the terminology reads about the same asthe
pre-operational, so | won't read the whole thing, but they -
- checking in pre-op and then twice during the day. And so
they went from no checking on these items to where they were
checking three times a day during operation. And maybe that

doesn't seem like alot, but yet for asmaler operation it
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may be sufficient. And then they would record and gather
al thisinformation on their ingpection log, and you can
cregte logs however you want to, but thisis an example of
what they did.

And so what does this type of ingpection do?
Wl firg of dl, in the past they knew they had a problem
because they had to replace some needles, but they also did
not have any kind of arecord of what the dependability or

the faults of the equipment that they were using had. And



10

11

13

14

15

16

281

S0 thistype of an gpproach gave them some information and
data to be collected. In the future this data, then, could
be used to make better decisions about what their monitoring
frequency should be, or whether this is something that needs
to be focused on, replacing equipment or so on and so forth.
And 0 they've gone from basicaly keeping no information to
now they have some information, and hopefully that will help
in decison-making into the future.

Now, thefind onethat | want to talk about isa
very small processor that | worked with here in Nebraska.
And, basicdly, if you talk to small processors, there's
very little recordkeeping that goes on in terms of
prerequisite programs. That doesn't mean that they don't
have some idea of what they should be doing in terms of a
prerequisite program. And that's one of the challenges that

| see in working with these people. Because aplant
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operation, in this case, had set up a ham pumping operation
and had ingtructed the employee to pump the hams. And this
isahand-held unit. Mogt of you are familiar with needle
injection systemsthat are on abdt sysem. Butinasmadl
operation they'll just use ahand-held unit. And S0 he set

the thing up, and he knew that it was in functioning,

working condition when he set it up. He told the employee
to go in and pump the hams. And after the employee had

finished that, the operator, the owner-operator went back
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and checked it found out that there was atip of aneedle
that was missing on thishand-held injector. And this guy
is concerned to no end about this. | get aphone cal late
in the afternoon and we talk about things and dl
possibilities, what he should do in order to try and
discover whether the tip of this needle had been left ingde
of one of the hams that the employee had pumped that day.
And | don't know how he came about the decision to
do this, but we talked about, well, you could dice the hams
amall enough, thin enough sections that maybe you could find
it, and so on, and finally he decided to take the hamsto a
locad medica facility and they x-rayed the 15 or 20 hams
that they had pumped that afternoon in order to try and find
the needle. Wdll, they went through the whole process and
didnt find aneedle in any of the hamsthat they were

looking for. And so they were concerned whether it was
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picking it up or not, and they actually took a needle off
and put it in aham, and sure enough, you can seeit just
bright asday in the x-ray. And so he was pretty confident
that it was not in the x-ray.

And the only thing he concluded is that it must
have fdl off onto the floor somehow during the operation,
and he couldn't find it in hisfacility. And s0 he never
redly did know where it went to, but he was confident that

it was there when he sarted. He knows that it wasn't there
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when heleft and he did his best to try and find it. |
think he dso natified his customers when they came and
picked up the hams as to what his problem had been.

And so with this very small processor, no records
were being kept on the equipment. However, the plant
operator was aware of what his responsbilities were, and he
aso was able to detect the problem when it did occur. And
the other thing | would say is that this plant operator was
truly concerned about his customers when we went through
trying to solve this problem.

So, in summary, I'd like to say that there are a
number of things about prerequisite programs for foreign
materid. Prerequisite programs can work to reduce physical
contamination by utilizing many approaches. And so we don't
have to think about metal detecture, or we don't have to

think about visua inspection as the only ways to look at



17

18

19

20

21

23

24

25

preventing it. We can apply a number of different measures,
and maybe some of that is education of the suppliers of your
product.

There are some prerequisite programs that are
probably just going to have to be ongoing, the knife
inventory thing exampleis one that there's probably no way
they'll get away fromthat. They'll just keep on doing that
kind of an inventory. Increased ingpection may provide

additiond information, and so the plant that was picking up
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and checking equipment more frequently not only was going to
try and help prevent things, but they were a'so going to get
more information to help make decisonsin their process.
And, findly, very smdl processors know their equipment and
they are concerned about their customers for the most part.
Thank you for the opportunity to be here, and |
look forward to the discussion of the scenarios later.
MR. DREYFUSS. Thank you very much, Dennis. Were
going to take a break now until 9:30, and well reconvene
and begin our pand discussion then.

(Off the record from 9:10 am. to 9:35 am.)

MR. DREYFUSS: Just want to remind you for
something we said yesterday, that the presentations that you
have seen yesterday and today will be posted on the USDA
website within the next couple of weeks, now that we have

al the presentations and certainly the ones with errorsin



17

18

19

20

21

22

23

24

25

it well correct. So we will have it available to you
shortly.

We ask, for those of you who do have questions,
please approach the microphone so we see you ahead of time,
and announce your name and your associaion. These meetings
are being transcribed and part of our record, which will
also, a some point, be up on our website.

We are now at the point of our last panel

discusson, which we will present the pand with severd
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scenariosin foreign material contamination involved with
prerequisite programs. Our three speakers are here again,
aong with Charles Link, who | neglected to say yesterday is
amember of the Nationa Advisory Committee on Mest and
Poultry Ingpection, the organization for which gaff | am

on. So, again, welcometo dl of you and | will turn this

over to Lee Puricdli who will act as moderator.

MR. PURICELLI: The scenarios are attached to the
handouts, but well just go through them, starting with the
first one. I'll read through it and then we can discussiit.
Thisisjust alittle breakup of the scenario, too.

Thefirg oneis, it'sasmal ground beef
processing facility that manufactures fresh coarse and fine
ground beef products. The establishment conducted its

hazard andlysis and determined that they had a physica

hazard for wood when the combos of product are dumped into
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the grinder hopper. However, they ded with thisthrough a
prerequisite program. And the prerequidte program the
establishment has involves shrink-wrapping the combos of
product and its associated pallet to prevent any possible
wood from entering the grinder when the product is dumped.
The employee running the meat dumper is responsible for
assuring the combos of product are properly wrapped prior to
placing them into the dumper hoit.

One day during production the batch blender
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operator was about to run out of ground product, and to
continue production he decided to not shrink wrap one of the
combos. A short while later while the batch blender
operator was completing a 5,000 pound batch of ground
product, he noticed brown pieces of material mixed in with
the batch of coarse ground beef. The blender operator
notified the production supervisor and upon further
examination, it was determined that the foreign materid was
pieces of wood. So the supervisor halted production to
further investigate the situation. That's the scenario.

And would anyone like to start on the panel?

MR. LINK: I'll just make a comment or two about
the scenario, | guess. Obvioudy, you know, thinking about
the product, but obvioudy they had -- the prerequisite
program was not adhered to. And | think getting -- trying

to identify why, you know, why this new employee didn't do
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the job and wrap the pdlet properly, obvioudy he was
behind, but you've got to wonder if he even understood the

reason for doing it, other than, you know, maybe it's

"Heresyour job. Wrap the pdlet, put it on there and go.”

Maybe if he had understood the reasoning behind it and the
seriousness of what would happen if he didn't do it
properly, he may not have had the Stuation. So it may get
back to training the employee properly to start with, make

sure they understand, | guess, the reasoning behind some of
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the things they have to do.

DR. BURSON: | guess!'djust add to that in that
if you look at employess, if this was a new employee, one of
the things that we proposeis that you should go through
some of the food safety requirements of the job with them
before they're even hired. They should be aware of that and
maybe many of you do that. But even with that, there's
probably the possibility that this could happen with a new
employee. And so1 think that you've hit on the right thing
in that here you have a system that's supposed to work for
you, and it failed, primarily because you had somebody who
basicaly forgot to do their job or did not know what their
job wasin order to conduct it properly.

DR. SVEUM: I'd like to make apoint that thisis
agood example of what a small processor has put in place to

manage a potentia hazard and, of course, that's wrapping
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the palet. But it gives you an example of the different

ways to gpproach prerequisites. And as| mentioned, with
larger company like ours with Oscar Mayer, and Tombstone,
and DiGiorno, weld have more resources. We would have the
same prerequisite program like this, and to manage wood and
decrease the potentia, but we would use captive palets and
dipsheets. So theré's different approaches, but you're

dill accomplishing the same thing in aprerequiste. So

you wouldn't expect to see dl the prerequisites look the
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same, just how you would tend to manage it and then document
it.

MR. PURICELLI: Okay. Any questionson this
scenario?

(No response.)

Nothing? | guess not.

Let's do the second one. In the second scenario
we have an establishment that has produced over 750,000
sdamisin the past two years. In that time the QC director
has received only five cusomer complaints. Of the five
complaints, three have dedt with strange blue materia
found in the sdamis. Two of these complaints were received
inthelast sx months. In the investigation, the QC
director had 100 recently packaged salamis that were ready
for shipment, pulled from storage and examined. More blue

materia was found visudly in two of the 100 sdamis. She
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a0 noticed that employees in the plant used blue gloves
when working with -- in the processing area. On further
examination, she noticed that the gloves, a the end of the
shift, are frayed and that the supply department regularly
replaces its supply of blue gloves every three to four
months. The establishment has a prerequisite program to
visualy examine product for extraneous materids, but
sometimes such materias do get through the screening

process. That's the scenario.
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DR. MARCY : It would appear that the company has
the opportunity to be alittle bit more generous with
replacing blue gloves and aso working with the employeesto
meake sure they understand that they can trade in gloves more
often.

DR. BURSON: | think they ought to use white
gloves so that they wouldn't be ableto seeit inthe
product and then they'd get dong just fine, right?

(Laughter.)

One of the things we argue about in our facility
isif you're dedling with a cooked mest item, do you have
employees wearing gloves in the process before cooking?
And, obvioudy, there are some cases where you would like to
wear gloves, but if you follow norma hand-washing
procedures in the handling of emulsonsand so forthina

small operation, isit redly necessary to have aglove on?
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And so that might be one of the things they want to look &,
what is the purpose of these glovesin their operation, and
are they redly concerned about -- What's the reason for
them there in the firgt place? And, obvioudy, if they are
necessary to have in the operation, why, then, they've got
to do something to make sure that they don't fray and get
into the product. That's an obvious answer, but many times
welll talk about just the emulson production sde of the

operation, which was where this blue glove would have to
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come from. Isit really necessary, Snce you're going
through a cooking process, for them to wear gloves, unless
you have injury or something like that? Then maybe you do
need aglove. But in norma work operations, is that
necessary?

DR. SVEUM: | guessthething | would comment on
isthe firgt thing is from a prerequisite perspective, they
probably missed this concept, as John talked about, of
looking at these gloves more frequently, so there wasn't

maybe adequate training on employee practices to think about
what these frayed gloves would have meant. But 1'd be more
concerned that this sounds like just a random ingpection of
100 recent packages and you have a 2 percent defect rate.
And how long have you been running with a defect rate like
this? And here you've had information and you saw blue

materid quite awhile back. So thereredly isn't an
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effective root cause corrective action programin this
facility, in my interpretation of this case sudy. Andto
go thislong and then now do arandom sample and find 2
percent, how much moreisin that product? | would be
concerned about that.

MR. LINK: To havefive complaintsin two yearsis
pretty awesome, | think, but it appears that maybe this blue
materia problem just recently started happening. And, you

know, maybe the purchasing guy decided to get a cheaper
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glove or something. | mean, who redlly knows? But you've
got to wonder, if the gloves are fraying, it doesn't sound

like they're probably rubber or plasticized materia ether,
which probably isn't agood ideato be using inthe
processing plant either. So they need to -- Obvioudy, they
need to look at what's causing it. Did we change gloves?
Did something happen to sart creeting this problem, to get
usthis defect rate that were getting this blue materid in
the product? And gpparently their prerequisite program just
to visudly ingpect, obvioudy, is not catching the blue

glove. Soit'snot -- maybe not as gppropriate asit should
be.

MR. PURICELLI: Also, what would the pandl suggest

in terms of what would this establishment look at and how
thiswould affect -- impact their hazard andlyss and that

program. Would you have an opinion? What would you do?
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MR. LINK: Wsdll, | don't think that the blue
materid -- a least | didn't get the indication here that
the blue materid was afood safety hazard, more aquality
defect that's in the product. But | think, obvioudly, do we
need the glovesto start with? Do we have the right kind of
gloves? Isthere something we -- maybe a different glove
that would work just aswel? Obvioudy, change colors.

DR. SYEUM: Or pay more for amore expendve glove

that doesn't fray.
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MR. PURICELLI: Okay. Any questions?

MR. QUIDAS: Teri Quidas, Allen Family Foods. In
this scenario you have a prerequidite, a program that
appearsineffective. In the previous scenario you had a
prerequisite, a program that gpparently wasn't applied. Is
there a difference in how those two Stuations affect your
HACCP program?

MR. PURICELLI: Yeah, | think that'sagood
question.

DR. BURSON: I'm gtting here, kind of just
thinking that the first scenario, you're looking at that and

it occurred. But things happen, right? And so that's maybe
looked a differently in my mind than in this scenario when
it gppears to happen over alonger period of time and you
should have been able to pick that up probably before they

did, according to the way the scenario iswritten. And so
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not knowing detalls, if they had been using -- The redl

guestion is how long had they been using this blue gloves?
And if it's been for an extended period of time, ayear or

two, then you have to wonder how long this has been going on
or the potentid for this has been going on without them

redly picking it up in their prerequisite program. And o

you might have more concern about how they're operdting in
their process contral in this scenario than you did in the

first scenario where they smply had one incident where it
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happened.
DR. SVEUM: Thedifferencethat | would look &t in
these two Stuations, in the first one, when the pallet
wasn't properly wrapped and you had wood in the product, the
batch was controlled, it's going to be destroyed, but that
was aspecia cause. That was nonadherence to a policy.
It's an occurrence and you can address that because they're
going to counse the employee and explain the process. It
was a new employee.
This one here, as previoudy mentioned, thisis
more systematic with aglove. There's something that's been
going on for awhile. It may not creete any kind of hazard,
but it's a qudity issue, and, of coursg, it's not on the
label. So you've got an issue with the product. And this
ismore over time and something should have been caught

through your norma monitoring procedures, whether it'sin
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communications with the employees, whether it'sthe
preventative program, but it just seems to have gone on for
awhile. And particularly now when we found 2 percent
defect rate. Yes, therewas alow level of complaints, but
has something occurred recently? Have they changed the
process of vendors and now there's more potentia for gloves
fraying?

MR. PURICELLI: I think --

MR. DERFLER: I'm Phil Defler from FSIS. You've
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got this blue materid that's from a glove that's never been
through any sort of color additive approval process by FDA.
How do you know it's safe? How do you know it'sjust smply
acontaminant? How do you know it's not a sgnificant food
safety issue? And what you're seeing is migration from the
gloveinto al your product. Why shouldn't we do a 750,000
sdami recdl?
DR. BURSON: That sounds like the industry
response to me. But to start with, you know, we don't use
glovesin our processing plants that aren't approved.
MR. LINK: Nor do we.
DR. SVEUM: That'safar question, but thereis
going to be an approval process, and you're going to buy
from an approved vendor, and you're going to understand what
that materid isthat -- Y ou know, you aways run the risk

that someoneis going to buy outsde the purchasing plan.
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But the ideaisthat what you bring inisfood grade
materia and this would be gpproved for use, as Charles
said, and there would be letters of guarantee and an
andysdis that comes with it that it's gpproved for contact
with food.

MR. PURICELLI: Anyone?

MR. POCIUS: Joe Pociuswith Pilgrim's Pride. |
just want to play devil's advocate here for aminute and

question whether the prerequisite program actudly failed.
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At a2 percent leve over five years you had two incidents.
Recently, you've found a 2 percent leve, but you found a 2
percent level. Did you redly fail? It depends on how you
act now, I'll grant you that, and what actions are taken and
disposition and whatnot. But did the program actudly fail?
You found it.

DR. MARCY:: | would think the short answer isyes.
It hed failed in that they only found the 2 percent because
they went looking. It wasn't through a norma ingpection
methodology that she was looking for that root cause. And |
think Bill characterized it correctly, you know. A
systemétic problem, indicative by the frayed gloves. Now,
whether or not they should be wearing glovesat dl isa
whole different issue, but, yeah, | think the -- you know,
the company culture was not the best possible at that

particular moment in time.
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DR. BURSON: Perhapsto help back that up, whether
it was along-term or short-term issue would be to go back
and look at the supply department ordering and inventory of
the gloves. In our scenario we said the gloves were
replaced every three to four months, and so hes that
practice been going for every three or four months,
replacement for along period of time, or isthat just
something that happened in the last three or four months, or

s0. And s0 you would, as your quality assurance person, be
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able to go back and look at afew details like that and try
to make a decison as to whether it's along-term or short-
term issue.

MS. HANIGAN: Katie Hanigan with Farmland, and |
have a question for the agency. | am wondering, in light of
the scenario that's up there, how the agency viewsthis as
it would apply to the operational SOP program. Would the
agency say "Y ou, the company, have failed to prevent direct
product contamination™? 1'm wondering what the agency's
view ison this, now tha, if you will, therés adulterated

product in the field and they've determined it's not afood
safety issue. But what about the operational SOP program
when you have a 2 percent incident rate? Can you give us
direction on that, please?

MR. PURICELLI: Aswrittenin thedirective, |

guess, the corrective action would be in the SSOPs. And
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then | think we would expect -- Again, it's a prerequisite
program, so the supporting documentation should be donein
the hazard analysis, and that's kind of why | asked that.
Wed want them to look at the prerequisite program and do
al the things that were suggested up here to see whether

the program is il -- | think two things. It'sthelast

page of the directive. | mean, you would look to make sure
at the conclusion, that the materia isn't hazardous. If it

is, then it would be treated as an unforeseen hazard and
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then you'd have to determine whether you'd have to now put
it in your HACCP plan or not or whether the prerequisite
program isworking or can be adjusted. And then if it's not
hazardous, then, you know, what are you going to do in terms
of looking & the prerequisite program and fixing it?

So you walk through -- What I'm trying to say is
you walk through thet last part, thet last flow chart. You
have to make al those decisions.

MS. HANIGAN: Just one more point of
carification, | guess. I'm looking for redlly ayesor a
no answer. At this point, is the agency going to say to the
industry, "Y our operational SOP program has failed because
you now have direct product contamination"? Because when
you look at the pathogen reduction rule, the operationa SOP
program isin place for -- or to prevent direct product

contamination. So I'm sure you'd at least draw an NR on
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this, and I'm sure it would &t least be directed towards

your operationad SOP program. That's my question. Hasthe

SOP program failed to prevent direct product contamination?
MR. PURICELLI: It didn't prevent it, but |

wouldn't say it's necessarily falled. | mean it'sexactly -

- Wewould write an NR. There would possibly be an NR, and

we would want to see what actions you take to addressiit.

Would you have to change your SSOP? No, maybe not. | mean,

it redlly depends on what you decide. But | can tell you
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we're not -- Automaticaly were not going to say you have
to. 1 mean, therés nothing automatic. The agency isn't
saying there's anything automatic in how you ded with it.
What's automatic, though, is that you ded with it and you
consder dl the particulars. We want to seethat. B,
no, it'snot like, "Now you haveit. SSOPisgone," or "Oh,
no, now you haveit. You've got to makea CCP." That is
not what were saying. That's not what we're saying with
any of this. And then that's where the documentation is o
vita for al these programs, so you can judtify it and we
can seeit. So | hope that helped.

MS. HANIGAN: Thank you.

MR. LEON: Hedlo, Pedro Leonwith Advance Food

Company. Y ou know, when we listened yesterday to Lieutenant

Elenberg, she said that two complaints would trigger an

investigation. How would that correlate with the findings
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a the plant leve to have a progressve enforcement action
from FSIS?

MR. PURICELLI: I'mredly not sure. She's not
here today and not -- Y eah, go ahead, Charlie.

MR. GIOGLIO: ThisisCharlie Gioglio from FSIS.
Let metry to address and maybe clarify what Lieutenant
Elenberg was talking about yesterday. Shewas, | think,
bringing up if there were two consumer complaints about the

same ot of product and so forth that had come into the
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agency, that she would dispatch or ask to have a compliance
officer go to the plant to -- and they would, you know,
inform the plant and so forth of the complaints that we

found or that were reported to us, and expect the plant,
then, to initiate an investigation into what happened. That
would not necessarily equate to any enforcement action that
would happen to that plant or at that plant, provided the
plant followed through, then, and did maybe the same type of
actions that were, you know, suggested here by the pandl to
go through, try to figure out exactly, first of al, whether

or not they're dealing with afood safety hazard, that the
materid that was found that triggered the complaints were a
food safety hazard.

Assuming it's not, then sort of go through and
look at their prerequisite programs and look to see where

the failure may have occurred and to see what changes they
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need to put in place. So | don't think that we should think
about, you know, natification of the plant, that weve
gotten "X" number of complaints, and even the dispatching of
a CO out to the plant as something that's automatically
going to trigger an enforcement action.

MR. PURICELLI: Any more?

(No response.)

WEell do the last scenario and then continue

discussing. Thelast scenario, we have alarge red mest
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daughter and packing company and dedls with many suppliers
and regularly produces alarge quantity of mest for aloca
grocery chain. The establishment conducted a hazard
andysis of the daughter operation and found that while
physical hazards for metal were unlikely to occur, based on
historical data, they knew it did occur infrequently and
they could not stop it from coming into the plant. So to be
on the safe Sde they ingtalled a meta detector prior to
the packing areafor the smdler wholesde and retail cuts.
One day the meta detector indicator sounded on
severd cuts of skinlessmeat. The meat was segregated and
found to contain buckshot. Examination of the tissue dso
showed smdl penetration holes. The QA supervisor was
cdled and production was stopped until al the contaminated
meet was found. The source of this meat appeared to be a

carcass whose anima 1D was left intact. The paperwork for
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thisanima showed that it came from a amdl independent
ranch that sold its stock at auction and that this was the
only anima purchased from that lot.

MR. LINK: I've never found buckshot in aturkey,
but gpparently it's a problem with cattle. Y ou know, at
fird blush it looks like -- | mean, | know they can't stop
it from coming in. They're going to get some cattlein
gpparently that has some buckshot. Without getting into the

lead contamination issue, just from aforeign materia
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perspective, it appears that their program worked as
intended. The meta detector went off. They were ableto
isolate dl the product, actudly identify the anima back
toitssource. So it appearsthat it worked, without

getting into the contamination issues. | can't go there. |
don't know.

DR. BURSON: | think there are some things here
that the plant could do. The last part of the scenario that
talks about identification of the supplier, you'd certainly

want to contact them and provide notification about it. If
it came from aranch in Nebraska, they may not have any
knowledge that it had buckshot init. You get out in the
middle of the Sandhills and the cattle out there, you can't
watch them dl thetime. But it is something that should be

anotification back to them and certainly education of the

producers and maybe even the hunting population would be a
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good idea a some point.

But one other thing that confuses me somewhat in
trying to work with companiesisin this portion where we
talk about the physical hazards were unlikely to occur. And
then based on historical data, they knew it did occur
infrequently. And so in doing your hazard andlys's, do you
recognize that and then say, no, you're not concerned about
it because it's infrequent, or do you leave it off? Weve

run into those kinds of decisonsin putting together HACCP
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plans, and we've dways been taught, from aHACCP
standpoint, from science that weld like to brainstorm and
recognize things that could occur during the process. And

S0 here's another cases where that kind of comes out, you
know, that it infrequently happensin your facility. So do

you recognize it on your plan, or do you not? And my sense
isthat you recognize it and judtify it in thet it'san

infrequent occurrence, but sometimes that's not how it comes
out through companies and working with loca inspection.

DR. SVYEUM: Just to follow-up on what Dennis said,

| think what they've done with this hazard andysis, they've
looked at the occurrence and redlized that it's not going to
be that frequent. So what they have doneisput ina
preventative measure or prerequisite for the metal detector
and it worked. But what's redlly unique about thisisthis

animd D source redly dlows you to segregate this smdl
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portion of the product that may have the buckshot and allow
you to do a salvage and probably x-ray this and know that
it's not throughout your system because you've got animd |D
and know the source. You've got it rglected to the Side,

and it probably doesn't say that your entirelot is at risk.

And | think that's what the records here dso alow you, and
the controls they have, to then minimize your potentid
exposure. | think it's an example maybe of additiona

prerequisites such as recordkeeping, things like that, and
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your conditions with your vendors.

MS. CRAWFORD: Cathy Crawford with Advance Foods.
Under this scenario and the proposed directive, doesn't this
point pretty clearly that you are going to be essentidly
forced to have a CCP for metd at this facility?

MR. PURICELLI: | think what it does, this
scenario, it says thiswould be an unforeseen hazard. And
50 it would be a reassessment under 417.3(b), which they've
met some of that aready by segregating. So in the scenario
they've covered that. And what we would, again, expect them
to dois, you know, just to show, isit now reasonably
likely to occur, | think, based on, you know, the research?
Isit just this supplier, or can they do something about it?
And I Hill -- You know, the quick answer is no, it doesn't
mean they automaticaly would have to have a CCP for it. It

depends on what they can show in their records and what



17

18

19

20

21

22

23

24

25

their corrective actions are.

MR. LORIMER: I'm Gary Lorimer with Henningsen
Foods, and | had two questions. First of dl, on metal
detectors, would you require a scientific Satement that
metal under the detection limit is not a health hazard?

And, secondly, in the case of the wood in the combos, what
if that wood was found in the combo before grinding and thet
combo was destroyed and not used? Would the rest of the

product from that day be contaminated and condemned? Thank
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you.

MR. PURICELLI: Anyone cantakeit. | don't think
therés aquick answer. | think it depends on the
Stuation. | mean, we-- | don't think we're going to say
we would necessarily require a certification that hasto be
from anything, but, yeah, wed want to see what the plant
does, you know, what can they justify and how much they can
detect. | mean, therearetwo levelstoit. Thereésthe
food safety, the hazard part of it, and then therés dso
the removd of anything. Soif | say at ahazard it's .8
millimeters-- I'm just guessing at something. Let's say
you've determined it's a hazard of .8 millimeters, so we
expect you to get that out. But if you can detect lower,
weld like you to get that out, too. But the directive says,
you know, any visible or detectable needs to be removed. If

you can't do any better, and you can show to us that you
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can't do any better, then case-by-case. The product would
be released, like we said yesterday.

The second part was the wood in the combo. That,
again, depends on what the establishment did in terms of
showing that they had isolated it or they had evidence that
it was only in the amount of product they found. Nothingis
automatic. They wouldn't say, "No, it'sthe whole day's
production,” or whatever. | mean, you'd get achanceto

show us the steps you were taking and the evidence you have
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to judtify your decisons. And I think -- And like we would
expect the inspectorsto review that, and if they have
questions, to tell you what else they need. | mean, that's

-- Nothing is autometic.

DR. SVEUM: Just acomment on the wood on the
pallet of product. Another way of looking at that iswhen |
talked about the series of controls that we have at Oscar
Mayer, at a batching operation when apallet is dumped like
that, the operator is making avisud ingpection. So that

may be where that piece of wood was found. And since
they're doing that with every batch, it would be isolated
just to that particular palet. So that's one way of
minimizing your risk, aswell as having many intervention
points in the process for reingpect. So rather than going
al day before you look and redlize potentialy wood was

ground up, you know, taking apart the various pieces of



17

18

19

20

21

23

24

25

equipment you easlly get to different segments between
pallet, between lots. Those kinds of things will minmize
your exposure and justify why you would limititto a
smdler portion.

MR. PURICELLI: Question?

MS. KOLL: Yeah, DianeKall a Pilgrim's Pride.
What was the prerequisite program here? Was it the metal
detect -- Putting in ameta detector was the prerequisite

program?
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MR. LINK: That'swhat | understood.

MS. KOLL: Okay. Sowhy would you have to
reassess your HACCP program if this happened, because
clearly it worked, because you found the metal before it got
past your plant?

MR. LINK: | think the answer is, you found the
potentid food safety hazard through your prerequisite
program, SO now it's a question of going back and looking at
the hazard analysis and determining, "Did | addressthis
properly? Isit going to happen again? Isit going to

happen at afrequency that | need to do something
different?’ So | guess you haveto just go back and look at
the hazard andysis and see if you've doneiit properly.

MR. PURICELLI: Right, yeah, thank you.

MR. TILINSKI: Bill Tilinski, Premium Standard

Farms. All three of these scenarios, it looked like in the
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hazard andysis, in the origind one you said there were no
hazards that were likely to occur in your hazard andyss.
And | wasjust curious on these, what changes would you make
to your HACCP plan? Would you do areassessment for an
unforeseen hazard for each of these and document that and
have that on record? Or what documentation would you
actualy do to show that you handled this gppropriately?
Because it looks like, you know, Leeis expecting

the plant to do a reassessment on each of these and have
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something available to be looked at by the agency. And |
was just curious on what exactly you guys would do asfar as
documenting each of these things and addressing it
specificaly with your HACCP plans.

MR. PURICELLI: Let'ssee. Weredl the scenarios
the same?

DR. SVEUM: I'll take ashot and then Charlesis
going to back me up. The easest oneto meiswherethe
employee didn't follow practice. Thet, again, thiswas the
wrapping of the palet. That'sa specid cause. That'sa
training issue. To me, you had a prerequisite program in

place. That's not areason to review your HACCP plan, it's
to review your training procedures and smply to document
that you've worked with that employee and explained the
correct process.

This scenario three with the metd detector, to me
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thisisasuccess. The prerequisite program was designed to
meet an infrequently occurring hazard. Occasondly,
buckshot is going to come through. Y ou redizeit's not
going to be of consequence every time, so you putina
prerequisite program to control that, and it worked, and
you've got it isolated. And, to me, the system isworking.
So | don't see the need to reassess the hazard analysis on
this point because you determined that it's an infrequent

occurrence, except in the Sandhills of Nebraska. But you
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have that kind of control.

And what was the first scenario? The wood. And
the second one, unfortunately, from my perspective, it looks
like dl of a sudden the defect rate is spiked. The point
was made earlier that there was avery low leve of
complaints over two years, five, but now al of a sudden
when you went in and did an audit you had a 2 percent defect
rate. Something has changed in that process, not
necessarily that these gloves would cause any kind of

chemical hazard, and it doesn't sound likethe size -- |
mean, you'd be asking these questions, if Sze would cause
any kind of choke hazard. But you've got something that's
not on the label and something has falled within your GMPs
or within your purchasing system that you've got some
materid that you're working with, employee protection

materid that's not functioning. That's kind of how | would
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look at it. Now, | redize I'm not with the agency, but --
MR. LINK: | don't even have anything to add,
other than, you know, we just talked about that third
scenario, and | guess you could debate whether you do
actudly do a-- go back and look a your hazard analysis
and seeif you need to do something different or not. |
agree. The syslem worked. The program worked. It found
the buckshot. | guessit depends on how often that's redlly

happening. If initidly you sad once ayear it might
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happen, and if it happens to be more, we don't know that.

But -- So you may have to go back and reassess and you may
not. | guessit depends on the Situation. The short answer
isaways.

MR. TILINSKI: Just to ask the people from the
agency here, if a dtuation happens where therésa
prerequisite program in place and the HACCP plan says
theré's not a hazard reasonably likely to occur, if a hazard
occurs, would the inspector write an NR because that hazard

has occurred, and request that a reassessment be done? Is
that what they're being asked to do? Because that seemsto
happen on a frequent basis when there is a prerequisite
program in place and your plan says there was not a hazard
likely to occur. If any type of hazard occurs, there's an

NR written because the HACCP plan did not specificaly

address that.
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MR. PURICELLI: I'mtryingto-- | don't -- |
would say -- Yeah, | mean, if that occurs, it'san
unforeseen hazard and we expect you to do the 417.3(b). |
don't know if we'd always necessarily write an NR. | think
that would -- | don't think it's-- Y ou know, I'm not saying
you would automaticaly -- yeah, it depends-- | think in
the two scenarios, let's do the first one where they made
the mistake. Inthat case, you are more likely to have an

NR because they didn't do what they said they were going to
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do. Then wed want to see the reassessment addressed. You

know, are they going to get it in order? That doesn't mean

they automatically have to do a CCP or anything. They just

have to retrain the employee or whatever. That could do it.
Inthelast one, it'strue. You know, I'm reading

it closer. It worked. So at mogt, you know, we would

expect the establishment to make sure that it now hasn't

become a hazard, you know, because it is a prerequisite

program. So we do want them to make surethat -- | think

the best way to say it, that the prerequisite program il

is showing the judtifications that thisisn't a hazard

reasonably likely to occur. But | don't think -- There

would probably be no NR in this Situation because it worked.
MS. KOLL: DianeKall a Pilgrim'sPride. Ifl

got an NR for an unforeseen hazard here, wouldn't |

successtully be able to appedl that? Because how can it be
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unforeseen if | put ameta detector in because I've had
incidents of buckshot coming in the plant?

MR. PURICELLI: Right, yeah, | would say you
wouldn't get an NR, that you would not get an NR for that.

MS. KOLL: And it would not be considered an
unforeseen hazard, correct, because | have a prerequisite
program that deds specificaly with --

MR. PURICELLI: Exactly. | would think it

probably -- | dill think it may not be -- haveto be
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treated under the 417.3(b), this last scenario, but, again,
you know, | think as the directive does say, you know, in
your prerequisite program, athough this one is catching, so
it'sworking, but we'd want you to look to make sureit's
not a problem. | think that would be part of the corrective
action that described it. 'Y ou know, someone said like call
the establishment, or call the supplier, or the farm and let
them know you've got something with buckshot. Handle it
that way. But | don't -- | would say that probably no, in
this scenario it wouldn't be a417.3(b) type of unforeseen
hazard, because you did have the program and it caught it.
MS. KOLL: Itwould be grest if the agency could,
like, write their opinions of what would happen in each of
these scenarios because we do have so many differenceson
our own in-house ingpectors on how they would interpret

whether this was an unforeseen hazard, whether our system
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worked, whether we had to put in a CCP.

MR. PURICELLI: Okay. Any more questions?

MR. BROWN: Mike Brown, Cloverdale Foods. I'm
bringing this one up because the scenario has not been given
here. But, briefly, it'sametad detector was on the HACCP
program. The morning before it started up, coincidentdly,
it happened to be checked and was vaidated that it was
working, it was calibrated, et cetera. At start-up it was

checked. Thirty minutes later it was checked again. It was
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working. Thirty minutes later it was checked. It was not
working. So the line was stopped, et cetera. The metal
detector was checked out. At that point it was found that a
board had to be replaced. The board was replaced by the
maintenance department and the line was started up again.
Thirty minutes later the line was checked again. The metd
detector was not working. The line was stopped. At that
point the meta detector was checked to see what was wrong,
and, again, it was the same board.

The answer to the first one was the board was
going to be replaced and that would prevent it from ever
happening again. | wrote the same thing for the second one
and received an NR because I'm told &t that time that the
replacement of the board the second time is not going to
prevent this from ever happening again. So, therefore, |

was aso told this could not be a CCP because you cannot
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prevent this from ever happening again.

MR. PURICELLI: That'skind of case-by-case. |
don't know how to answer that one. It doesn't seem -- You'd
have to appedl it.

DR. MARCY: Leg, I'vegot aquestion. You know,
currently if product falsto the floor, alot of plants
have been told if they have a stlandard operating procedure
for dealing with dropped product, that does not constitute

an SOP deviation. With this new directive, will that change
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that, or can you give guidance as to what should be
consdered, you know, on foreign materid -- possible
foreign materia contamination through prerequisite
programs, like a standard operating procedure versus SSOP?
MR. PURICELLI: Yeah, | don't -- Thisdirective
really wouldn't address -- we're not talking about
foreign -- That Stuation wouldn't be covered in this
directive in terms of foreign materids. 1t would ill
continue to be an SSOP type of activity that the plant would
ded with or the sanitation performance standards. | would
think that -- it worked into their SSOPs, they could have
procedures to rectify products faling on the floor, and |
would assume that would be acceptable based on the
inspectors agreeing to those procedures. But | don't seeit
redly as something in the foreign particle area or materid

area. It redly falsunder, | think, that paragraph C on
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page 2 where we talk about it just doesn't ded with, you
know, rail dust or finished product standards.

MR. GIOGLIO: | have aquestion for the pand just
redly to maybe generate some discussion here. If an
establishment is usng the data from its prerequisite
programsin its hazard analys's and possibly based on that
data has concluded that it does not have a hazard reasonably
likely to occur, let's say for foreign materia, and that's,

you know, this ongoing datathat's been -- you know, it's
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being generated over time. How often should, you know,
should you as the establishment, we as inspection, be
looking at that datato -- and how do you go about making
the determination, based on some of the scenarios here, that
incidents did happen and the incidents may or may not have
been food safety hazards, but let's say that some were.
How, then, do you go about andyzing that information to
determine whether or not your hazard andysisis, in fact,
gill vaid and that the decisions that you made, say, a
year ago or year-and-a-hdf ago are dtill the correct
decisons with regard to the way your HACCP plan should be
written and operating now?

DR. BURSON: | think one of the thingsisthat
there's supposed to be a yearly reassessment, right? And so
the plant has the responghility to check those things out

intheir reassessment process.
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MR. LINK: If we reference in our HACCP program
that we're going to -- you know, | guess data that we've
collected is supporting the decison we made, wetry to
review that data on at least amonthly basis and look at, |
guess, asummary of what we've seen, what we're finding over
time, to seeif it's consgtent with where we were a year
ago when we made that decision, or if were garting to
trend upwards or just what's going on. So wetry to take

that data, summarize it, review it routindy throughout the
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year just to make sure that we're till on track.

DR. SVEUM: Yegh, | would just follow up on what
Charlessaid. Wewould do an internd summary, and the
frequency is going to depend on the kind of infrastructure
you have. Sometimes it might be a quarterly review, but,
you know, often when you have aforeign materia issue, you
might -- you're going to do an immediate investigation, and
that's dmost an assessment on ste. And it could be for
something that is a specid cause, that'saonetime

occurrence, something got behind a grinder plate and you do
the assessment. But redly the structure is what Charles
referred to, and particularly if you have alarge

organization, you're rolling up this information,

particularly to purchasing, because alot of the things we
look at isfrom the incoming raw materiads. And therésan

interaction that's going on with that group right there and
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there's follow-up that's constant, and, of course, the
annua validetion.

DR. MARCY: And | would make the comment that both
prerequisite programs and HACCP, you know, may or may not
prevent something from happening. Thewhole god isto
prevent it from leaving the plant. And any occurrence of
foreign materid in commerce should trigger avery dose
scrutiny of how best to make sure it doesn't happen again.

MR. BREHMER: I'm Brent Brehmer with Horme Foods.



10

11

12

13

14

15

16

316

And maybe | missed it, but | just want to know how story
number two ended with the blue glove. 1 just wanted to know
what's going to happen with the product, the product that's
inthe plant. According to Mr. Derfler, if weve decided or
been able to prove that it is not afood safety hazard,

il it's adulterated, what's going to happen?

MR. PURICELLI: Thereagain, intermsof -- they'd
have to look at the prerequisite program, you know, go
through the steps to determine -- Okay, they determined it's

not afood safety hazard. Then make sure the prerequisite
program is il effective. And | guess-- and then take
actionon -- Let's see, they pulled 100 sdlamis, and | guess
they found it in two. So | guessthe other 98 are going to
be okay.

DR. SVEUM: Depends on how hard you look.

MR. PURICELLI: Wdl, yeah. Wéll, | wasgiving
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everyone the benefit of the doulbt.

MR. LINK: Then what do you do with the other
8,000 sdamisthat are Stting in your cooler?

MR. PURICELLI: | thought you were on my Side.

MR. LINK: I'mon your side.

MR. PURICELLI: Charlie?

MR. GIOGLIOQ: | canonly give my just an off-the-
top- of-my-head answer, not necessarily saying that this, you

know -- what's going to be written in the directive or
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whatever. But | would think that it would then become
incumbent on the establishment to come up with a
reexamination plan if, one, they've determined that the
product is, in fact -- that the materid in the product, the
foreign materid was not presenting afood safety hazard.
Let's put -- answer that question that way.

Then | think the next step, and maybe we talked a
little bit about this yesterday, isto come up with a
reexamination plan to sort or, you know, you want to call it
asalvage plan, or asorting or whatever, to sort that
product thet, in fact, has the adulterant in it and that
which doesn't. And, you know, in this case with, you know,
threads of -- blue threads of a glove or whatever, you know,
I'm not exactly sure how you would do that, and | don't know
if thisis, you know, based on ared life Stuation. But |

think there has -- Y ou know, we have to work to try to come
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up with areexamination plan to sort through what product
is, in fact, adulterated and what's not.

And | think it comesto some point where, you
know, there may be, you know, some such low level amount
that, you know, the agency would, you know, work with the
establishment on making a decison on the disposition of
that product. But | think what you need to think about is
what the particular materid isthat you're looking to sort

for and then try to come up with the best either equipment
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or system to sort through to find that contaminant in that
product.

I mean, in the case that was brought up, you had
consumer complaints and so forth that triggered it. So at
least the cons- -- | mean, it is something that the consumer
is objecting to, to some degree, even though it may not make
them sck. | think, you know, from some of the data that
was presented yesterday, consumers can sill have violent
reactions, even though they're not, you know, maybe
dinicdly ill. They ill have, you know -- They dill
react to something that they don't expect in their food.

MR. POCIUS: Joe Pociuswith Rilgrim's Pride.
Charlie, let me ask it adifferent way because | was going
to ask the samething. | don't think we got the rubber
glove thing, or cloth glove, whatever it is, resolved yet.

Let me ask firgt onething, and thisis, again,
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thisisjust devil's advocate. | don't necessarily hold

this pogtion, but | redly love the debate. If weve gone

from two in 750,000 now to two in 100, according to the
discussion that we've had, our frequency went up. In
reassessing, well, the frequency has gone up; therefore,

maybe now it belongsin our HACCP plan. If weve had a
prerequisite failure and the frequency has increased, do we

now have a CCP that we have to put into the HACCP program?

That's part one.
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But part two, Charlie, with the product, our table
back there seems to think we have a Class 2, maybe at least
aClass 3recdl. | think that was what you were asking.

If it wasnt, that'swhat I'm asking. Are you going to
classfy usand cometo usand say -- | mean, thereésalot
of different ways of handling this product. But the first
reaction to most people is you've got arecal on your
hands.

MR. GIOGLIO: Let mejust say, and | don't mean
thisto just be a conversation between Joe and [, but I'm
not in therecall busnessso | don't -- | don't know. |
mean, | think that's going to be a completely different set
of decisonsthat have to come into play there.

| think the first question, Joe, to answer your
point, is you need to decide whether or not thereis, in

fact, afood safety hazard. 1nthe case | thought we were



17

18

19

20

21

22

23

24

25

talking that there was not. If the product isin the
marketplace and it's a, you know, 2 percent defect level

and consumers are complaining and there may be some
unreported complaints and so forth, | think possibly a

recdl decison hasto be made. I'm not saying, you know,
one way or the other based on afictitious case here, but |
think that is something that would have to be considered by
the establishment and, you know, if the information had come

into the agency, they may ask you to consder that. And it
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may probably be a Class 3.

MR. PURICELLI: Anybody want to touch that first
guestion on the CCP?

MR. GIOGLIO: | thought we had said redly, |
guess, that the question of the HACCP plan wouldn't redlly
comeinto play if you've been able to show that, in fact,
the hazard -- the materid that was found is not a food
safety hazard. | mean, that would be the firgt threshold
question, | think, that has to be overcome. That doesn't
say, you know, otherwise -- yegh. It wouldnt fal into the
HACCP plan. You may need to look at your other prerequisite
programs and other controls that you have in place a the
establishment.

DR. MARCY: The other concept, Jog, isthat just
because a prerequisite program wasn't working doesn't mean

you can't change that. Y ou're going to diminate that
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Stuation. That doesn't put it in your HACCP plan. | would
assume you're not going to choose to put it in your HACCP
plan. | can't tell you what you'll be forced to do.

DR. SVEUM: Yeah, | would just add the answer to
the first question as we've discussed, it'sfood grade
materid. We don't have any pieces here that present any
kind of choke hazard, those kinds of things. So we're not
talking about the need for a CCP. Y ou know, it could be as

sample asjug daily evduation of the glove or aglove
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change every day, so aprerequisite. Redly whereit'smore
of anissue, thisis probably a Class 3. There's no food
safety hazard here. What we have is something that's not on
the labd and now you get into that negotiation, and you've
got product on hold that has a 2 percent defect rate, and it
may have only occurred in the last few days, that these
things fray the most towards the end of the fourth month.
Infact, | read right here thisisthe end of the fourth

month, so they frayed just yesterday.

(Laughter.)

But, you know, and so you can look at what you
have on hold and do an aggressive sampling plan to determine
what the defect rateis, but it's not on the label. That's
the issue.

DR. BURSON: | think there's some things you need

to consider as acompany, too. What kind of image do you
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want to have? The customers are complaining about something
and you know it's out there in the marketplace. Areyou
willing to St there and say, geg, it's okay to passthis

suff on? Or are you going to take some action to ded with
the product in some way, whether that's retaining everything
that you have in control or going through a Class 3 recdll

or whatever. But, you know, | know it costs money to put
thingsin the landfill or wherever you go with it, but

what's the reputation of your company worth, too. And so
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there's some other considerations here.
MR. PURICELLI: Okay, very good. Anything else?
MR. HONTZ: Lloyd Hontz with the National Food
Processors Association. | had a couple of comments and
questions, not so much related to the scenarios, but more
related to the directive and the direction that the agency
is headed. In the 1999 HACCP petition that NFPA and AMI and
anumber of other trade associations submitted to the
agency, one of the points we made was that there was,
indeed, a need for a dialogue between the agency and the
industry on therole that prerequisite programs would play.
It seemsto me that with the two-day conference that we have
here, we are initiating that dialogue and are, indeed,
opening the door to more forma agency recognition of the

importance and the role that these prerequisite programs

play.



17

18

19

20

21

23

24

25

One of the comments | wanted to make was in regard
to aprovison in the directive that if the inspector finds
that a company is-- does not have a HACCP/CCP because of
the existence of a successful prerequisite program, the
procedure, | presume, isto call for a CSO to come vist the
plant. 1 would like to mention that this policy isin
effect now and some of our members have had very good
experiences with recognition of their programs by a CSO.

| wonder, however, though, as this knowledge of
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agency policy becomes more widespread, are there going to be
enough CSOsto vigt dl the plants who might be doing this?
And | wonder if at some point in time the ingpectorsin the
plant will be able to acknowledge the existence of these
programs on their own, without the need for a CSO to vist?
And dso in regard to the inspection personnd in the plant,
we have had concerns that possibly, if you're mentioning in
your hazard anaysis the existence of a prerequisite
program, then we acknowledge that the agency does have
access to thisinformation. But we have a concern that
ingpectorsin the plant possibly could spend their day
looking at prerequisite programs as opposed to looking at
HACCP issues, which, in our view, are much more important.
Any comments or discussion about what kind of accessthe
ingpection personnel in the plant would have to these

prerequisite programs, and aso whether possibly a summary
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of data as opposed to individual daily records might be
suitable?

MR. PURICELLI: | would say for -- what we're
trying to -- the indructionsin the directive and other
indructions we give -- what ingtructors should be looking
for with the prerequisite programs would be that the records
and the judtification remains il that it's not reasonably
likely to occur, and then aso look at them. If thereisan

occurrence, to make sure everyone has responded. We are
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giving no indructions to routingly check prerequisite

program records. That's not -- | mean, they are-- It'sdl

part of HACCP. It's417.5. Soif they are checking records
or checking a certain activity and there is a prerequisite
program involved, then they may, you know, end up looking a
those records. But they're not going to do record checks.
They're not going to check for, you know, isit monitoring,

you know, the prerequisite program and look for monitoring
records for that. That's not the purpose. It'snot -- The
record review requirements are different for HACCP. HACCP,
when we have record review requirements, you miss arecord,
you would get an NR. It's not the same type of thing for
prerequisite programs. They support adecison. It's not
individua activity that we're looking a. Were making

sure that the decision is till supported by the records.

| can't reelly comment on, you know, the number of
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CSOs and the plansfor that. That would be more, | think,
fidd operations. Did you have alast part that | missed?
Did | getitdl?

MR. HONTZ: About being able to ook at summaries
as opposed to individua records.

MR. PURICELLI: If it's-- That would probably be
If it's suitable to the ingpectors. If the inspector would
get the information that he or she would need, again, that

everything is supported, that would probably befine. It's
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case-by-casg, | think, and the ingruction is not to have
the ingpectors look at every single record related to a
prerequisite program.
DR. BURSON: A comment was made about making sure

that we have didogue. And | guess | would echo that.

There are some things that are alot easier to ded with

ahead of enforcement action mentality. And soas| look at
the audience here, we talk about prerequisite programs for

very small processors, those that are in that category, |

don't know how many would raise their hand in the audience
here and say they're in that group. And so ameeting like

this may work for some audiences and may not work for other
audiencesin terms of didogue. And so | would encourage

the agency to think about how do you dialogue with everybody
if you're going to put more emphasis on things like

prerequisite programs.
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MR. PURICELLI: Any other comments?

(No response.)

| think that pretty much wrapsit up. | will say
the directiveison-line, and | believeif | counted
correctly, probably come off today. It was put on the page,
if you're familiar with it, where we ask for the commentsin
seven days. Y ou can continue to send commentson it. It
was adraft. 1t wasredly adraft just for review for the

meseting. So well take the comments and it will continue to
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be drafted and put through our agency clearance process and
the redraft will be re-posted for seven days. So thiswas
just ared preliminary one, and then another draft that
would be closer to what we would believe the signature
stage, will go out for another seven days. So you can wait
or you can send commentsin based on this meeting.
(Applause.)
MR. DREYFUSS. Thank you, gentlemen. Thank you,
Lee. We have an announcement for members of the AMI
I ngpection Committee, are to meet at the Technica Service
Center located at the Landmark Building, at the corners of
13th and Farnam Strest, at two o'clock today. And for those
of you who are going, please meet on the second floor
conference room, not the third floor where the offices are.
Please go to the second floor.

This brings usto the -- just about the end of the
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meseting, and | understand Phil Derfler would like to present
afew comments. Mr. Derfler isthe Deputy Administrator for
the Office of Policy and Program Development.

MR. DERFLER: | just want to close this out.
Firg of dl, with respect to prerequisite programs,
probably next week we're going to be publishing a document
in the Federadl Regigter. It'sanotice on E.Coli 15787.
And in that document we have a discussion of prerequidte

programs, that given the discussion that we've had today,
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you may be interested in looking &, even if you dont grind
beef.

| wanted to reiterate what Lee said. The draft
directive isintended to be adiscussion provoker at this
meseting. Obvioudy, it does reflect our thinking, but where

we go from hereiswell take the things that we heard here

today, the things that we get in comments from you, and

well take comments even if the document comes off the web,
and then re-think the document, and then another version of
it will be posted through our program of putting our draft
directives and notices on our website for commen.

The questions that you asked L ee that he started
squirming about, | would encourage you to put in your
comments. 'Y ou know, some of our directives and notices have
Q & A stions a the end where we try and address the

questions that we get. And so | would -- | mean, the whole
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reason why we've started putting our directives and notices
up for comment is because we want to make sure that there's
No surprises, or we want to minimize the surprises, and we
want to make sure that we're not doing things that are
unanticipated consequences. So it's your opportunity to
point things out to us, and | would encourage you to keep an
eye on that aspect of our website and give us comments, you
know, whenever you think it appropriate. And | would redly

urge you to do so.
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The last thing | wanted to do was say thank you's
on behaf of the agency. | wanted to thank al the speskers
and pandigs. Obvioudy, there was alot of preparation
and thought that went into those presentations. They were
extremdy thought-provoking for us, aswell asvery
informative for us, and | want to thank each of the
presenters for what they did.

I'd dso like to thank the Technical Service

Center, DuWayne Metz, who hogted this mesting, Lynve

Johnson, who was amgjor contributor to it, Gaye Gerard and

Edi Kedly who sat outside and greeted people and had you
sggnin, and Ron Eckd and his saff who played aredly
sgnificant role in the planning for this meeting.

I'd o like to thank the Nationa Food
Processors Association, first of al, Alice Johnson, who

sort of provoked me into having this meeting, and | hope it
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was adl worthwhile, and LIoyd Hontz for the role that he
played in helping us prepare for this meeting. I'd liketo
thank the representatives of the Office of Public Hedth and
Science from the FSIS who talked here this week, Kimberly
Elenberg and Dr. David Goldman.

And, findly, I'd like to -- Wéll, not quite
findly. I'd like to thank the people from my office who
played amgor role in bringing this off, Moshe Dreyfuss,

Lee Puricdli and Charlie Gioglio, who led the effort. And,
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findly, I'd like to thank al of you for coming. Hopefully
you've learned something. Hopefully -- But what was key,
your participation, your questions, your comments and
everything like that redly helped make thiswhat | hopeis
avery, very vauable meeting, and I'd like to thank you
very much for attending. With that, have a nice trip home.

(Applause.)

(Whereupon, at 10:50 a.m. on September 25, 2002,

the meeting was concluded.)








