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PROCEEDI NGS

(10:00 a.m)
MCDERATOR VIOR: May | have your attention?
Hel | o. Is this on? Geat.
Good norning, everybody, and welcone to today’s
public nmeeting on the mcrobial safety of fresh produce. M

name is Rosario Quintanilla Vior, and | am the Public
Affairs Specialist for the FDA at the Los Angeles District
Ofice.

Wiat I’d like to do today is welcone you, give you
sonme background, go over the agenda, and sone points that
you may consider for today s neeting.

In October of 1997, President dinton announced
the Initiative to Assure the Safety of Inported Donestic
Fruits and Vegetables, and as part of this initiative, the
President directed the Secretary of Health and Human
Services, in partnership with the Secretary of Agriculture,
and in close cooperation wth the agricultural community, to
i ssue gui dance on good agricultural practices, GAPs, and
good manufacturing practices, GMPs, for fruits and
veget abl es.

The FDA and the USDA have devel oped a proposed
gui de that addresses the mcrobial food safety hazards and
good managenent practices. The draft guidance is intended

to assist growers and handlers in examning their operations
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for potential mcrobial hazards and in identifying
managenent practice options that may be adopted to minimze
the risk of mcrobial contam nation from flesh produce.

Last Decenber, we sponsored a series of workshops
at grassroots meetings around the country to introduce a
working draft of the guide. W wll review coments today
from those neetings, but today’'s neeting is intended to
continue the process of seeking input on that guidance
docunent .

W have the guide in Spanish. For those that
would like that copy, it’s available at the registration
t abl e. This nmeeting today is being transcribed. W have a
transcriber at our left here. | would ask that any of you
who ask a question, particularly at the end, when we're
taking the public section, would you please introduce
yourself so the transcribe can make note of that. And we
will have slides in English and in Spanish on both sides of
t he podi um here.

Today’s neeting is structured to maxim ze the
opportunity for you to ask questions and give us input as to
the docunment. We ask that you please ask your questions
clearly, and for those of you that prefer to wite those in,
there is going to be an address noted as to where you can
submt those questions or comments, and you can subnit them

to the Dockets Managenent Branch
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A coupl e of housekeepi ng points. The restroons
and phones are out these back doors on ny left, and you j ust
keep veering to your left and you will find them We will
be taking a couple of breaks, and the speakers nostly will
be available for those of you that would like to ask
questions at that tinme, as well.

Wiile this may seem a bit formal up here, we’d
like to tell you that we want to keep this as informal as
possible, so that we maximze the opportunity that you have
to dialogue with the fol ks here,

Informati on packets were provided to you at the
registration table. If you have not signed in, please do
so. There is a packet available along with today’ s agenda.

Now, going back to that agenda, there is one
change that | wll make note for you, and that is that at
the 11:15 discussion panel, the |ast speaker, on foreign
t echni cal cooperation, was to have been M. Lloyd Harbert.
He will not be with us today, but DeAndra Beck wll present
t hat portion.

Wthout adding any nore tinme to this, | would |ike
to introduce this norning’s panel and have them address you
with some general comments. First, |I'd like to introduce to
you ny boss, ny boss’ boss, Richard Baldwin, who is our
Regi onal Food and Drug Director for the Pacific Region.

\\
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Rl CHARD BALDW N
REG ONAL FOOD AND DRUG DI RECTOR
PACI FI C REG ON, FOOD AND DRUG ADM NI STRATI ON

MR, BALDW N: You' ve heard of synchronized
SW nming, so what we're doing is synchronized standing and
wal ki ng. This norning | would like to welcone you on behalf
of the Food and Drug Admi nistration, in particular the
Paci fi c Region.

Wien | got here earlier, | took the time to walk

around and | ook at sonme of the photos, and one in particular

caught ny attention. It’s Fason Lowe (phonetic), who is a
producer and a director. He’s over there. The quote there
was “Always conplete what you start, ™ and | think that's

appropriate for what we’'re doing today.

As Rosario nentioned, we had a nunber of public
nmeetings back in Decenber, and | renenber doing sonething
very simlar in Geneva, New York, making a wel com ng
statenent and noderating sone of the sessions.

This is a work in progress. The good agricul tural
practices were shared back then, and we received a nunber of
coments, and this is another effort to enlist from you your
feedback, so that we nake this a viable guideline that w |
be hel pful in what | consider the governnment’s business of
consuner protection, atleast the Food and Drug

Adm ni strati on.
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I f someone were to ask me what our bottomline is,
I would say that we want to facilitate getting good products
into conmerce, and getting unsafe or bad products from
consuner channels. That’'s what we’'re all about today.

The revised draft was nade available April the
14t h. The open period for comrent is until June the 29th
| encourage you, through this neeting and formally, in
witing, if you choose, to give us your feedback, so that we
can speak frankly and candidly about the guidelines, and try
and nake them as viable as possible for all of us.

The guidelines are a partnership with the Food and
Drug Administration, USDA, sister agencies at the federal
and state level, and with the industry. W are partners
with the industry. You' re stakeholders with what we do, and
vi ce versa.

FDA has a daunting task, | think. Twenty-five
cents of every consuner dollar that’'s spent are on products
that we're responsible for regulating. Wen | think of what
we're doing today as far as the good agricultural practices,
I kind of think of a network. For those of you that are
famliar with e-mail, this is part of the network. If we
don’t have good guidelines, we're not going to be able to
get food products from the farmto the table safely. So
that’s ny anal ogy of what we’'re all about.

President dinton, back in Cctober, charged FDA to
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take the lead. We're working with our counterparts in doing

t hat . I encourage you, as Rosario said, to use this as an
opportunity. W' || be here nost of the day. Sone of us
have to catch airplanes, but take the opportunity to have a

good di al ogue, to give us your feedback, to help us nake
this a viable partnership in the best possible guides we can
put out for you. Thank you.

MODERATOR VIOR: Thank you, Richard. Next, |
would like to introduce you to Terry Troxell, who is the
Director of Division of Progranms and Enforcenment Policy --
excuse nme -- DeAndra Beck, forgive ne -- from the Foreign
Agricultural Service, U'S. Departnment of Agriculture.

DEANDRA BECK
FOREI GN AGRI CULTURAL SERVI CE ( FAS)
UNI TED STATES DEPARTMENT OF AGRI CULTURE

MS. BECK: Good norni ng. |"d certainly like to
thank you and ny colleagues at FDA for giving ne the
opportunity to speak here today on behalf of the U S
Department of Agriculture. W certainly appreciate your
interest, and also your participation in this process, in
the initiative to ensure that we have fresh fruits and
vegetabl es that are safe for our consuners.

The U S. Departnent of Agriculture and the Food
and Drug Adm nistration have been and will remain partners

in assuring the continued safety of our food. Mor eover




JSDA is committed to the continued expansion of world trade
in food products, and also expanding freer markets
wor | dwi de. If we all maximze our conparative economc
advantages, we're all going to benefit, including the
consuners worl dw de who, in fact, want safe food.

O course, it’s essential that all of our food
safety regul ations and guidance, including those being
devel oped for fruit and vegetables, are based on scientific
principles, and they re consistent with our internationa
obligations under the Wrld Trade O ganization

W intend to continue the dialogue established at
earlier briefings and public neetings since the President’s
initiative came out in Cctober 1997. Today’s neeting is
anot her occasion to ensure that we solicit the input of our
trading partners into the guidance on good agricultural and
manuf acturing practices for both donestic and inported food.

W | ook forward to hearing your coments, in
particular, on the good agricultural practices guidance
docunent, either today or within the open coment period
We believe that, in continuing our cooperative educationa
and technical initiatives, we’'ll be better able to ensure
that safety of domestic and inported food. Again, we really
appreciate your participation, and we |look forward to

hearing your conments. Thank you.

MODERATOR VIOR: And now with us is Terry Troxell,




1¢

1¢

2(

2

2¢

10

Director of the Division of Programs and Enforcenent Policy
for Center for Food Safety and Applied Nutrition, Project
Coordinator for the Produce Initiative, Food Safety
Initiative of FDA
TERRY TROXELL
DI RECTOR DI VI SI ON OF PROGRAMS AND ENFORCEMENT PQOLI CY
CENTER FOR FOOD AND SAFETY AND APPLI ED NUTRI TI ON
PRQIECT COORDI NATOR, PRODUCE | NI TI ATI VE
FOOD SAFETY | NI Tl ATI VE
FOOD AND DRUG ADM NI STRATI ON

MR, TROXELL: Thank you.

For the fol ks back in Washington at FDA s
headquarters, in the Center of Food Safety and Applied
Nutrition, | also want to thank you for com ng. W
recogni ze how valuable your tine is. W really appreciate
your coming to share your insights with us. For us, the
nost inportant part of the neeting is what you tell us
either today or in witten coment.

The program is also designed to brief you on the
content of the produce guide in the broader context of the
Food Safety Initiative of which it is a part. Mary Ayling,
later this nmorning, will give us a brief overview of the
conprehensi ve Food Safety Initiative which has been designed
to tackle the problem at nultiple points in the farm-to-

table food production continuum
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Wiat is the problen? People ask, why are we
pi cking on produce? In my view, the problem and what we
are picking on, is energing pathogens. Ener gi ng pat hogens
are new pathogenic variants of bacteria like E. coli 0157:H7
whi ch can cause horrible illness in young children. They
are pathogens |ike Salnonella enteritidis, which has
devel oped the capability of infecting the ovaries of I|aying
hens, so that Salnonella are sonetines deposited inside the
egg during its formation.

Enmer gi ng pat hogens are also known pathogens |ike
Cyclospora whi ch suddenly cause outbreaks in foods or
regions where it previously occurred infrequently.
Cryptospiridium is another pathogen that has recently been
recogni zed, nostly with drinking water. A obal i zati on of
mar kets, changi ng production technol ogies, nass
distribution, and vulnerability of an aging and nore
susceptible U S. population all contribute to the spread
and/or inpact of energing pathogens. The Food Safety
Initiative is our response to these mcrobial challenges to
our food safety system

There are at |least two thenes that have been
developing in food safety to redesign our system for the new
mllennium to win the battle of the energent pathogens.
One them is cooperation and partnerships. The Fight Bac

Consuner Education Initiative is a product of the
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partnership for food safety education. The Fight Bac
character is on the folder that you received today.

Check out the Internet site which is identified on
the back there sometime. There is a trenendous anount of
information, and it’'s a tremendous program that really has a
possibility of making real connections with children and
consuners and children to inprove -- so that we can get them
to do their part.

Recently, the Food Safety Training and Educationa

Alliance was fornmed for retail food service vending

institutions and regulators to optimze resources to deliver
retail food safety training. I n anot her cooperative effort,
we will be working on a survey of producer and packer
practices with USDA's National Agricultural Statistica

Servi ce. This survey is intended to help us neasure
progress in inproving practices.

These are just a few exanples. There will be
cooperation of all sorts between national governnents,
bet ween national governments and state and | ocal
governnments, between governments and producers, et cetera,
all this being facilitated, of course, by the conputer
conmuni cations revol ution.

The other themis prevention. Wil e prevention
was al ways encouraged, there is a major shift from lot-by-

lot testing to designing prevention into the production
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13
process. This nmeans producers can have higher confidence in

nmeeting their responsibility to produce safe products, and

consuners will have nore confidence in these products.
FDA's Hazard Analysis and Critical Control Point
Regul ati ons, HACCP for short, went into effect in Decenber.

These regul ations are seafood regul ations. HACCP is a

sci ence- based prevention system tailored to each production
facility. USDA began phasing in HACCP regulations in 1997
for neat and poul try. On April 24th this year, FDA proposed
HACCP regul ations for juice. On April 28th, FDA announced a
pilot HACCP program for retail settings. On My 19th this
year, USDA and FDA issued a joint advance notice of proposed
rul e making on safety of shell eggs and egg products from
farmto table.

W are here today to discuss the broad-scope
produce guide to assist producers, packers, and distributors
to take affirmative, voluntary, practical neasures to
prevent pathogens from causing food-borne ill ness. As yQU
can see, the prevention thenme recurs in many product areas.
Once again, thanks for your assistance in devel oping the
gui de.

MODERATOR VI OR Next, we have M. M chael
Villaneva, Program Specialist for the Production Food Safety
of the California State Departnent of Agriculture.

\
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M CHAEL VI LLANEVA

PROGRAM SPECI ALI ST, PRODUCTI ON FOOD SAFETY

CALI FORNI A STATE DEPARTMENT OF AGRI CULTURE

MR. VI LLANEVA: Thank you. Good norning to all.
3lad you could all nake it, and apprec: ate you participating
in this process.

I"mgoing to give you just a little bit of CDFA’s
perspective on this neeting and sone of the things that
ve’ve been involved wth. | think it’s good that you ve
turned out, because this is an open process, and | want to
commend FDA for putting this docunent together. | think we
all recognize that there’ s issues and problens out there,
out, you know, |I'mreal proud of what our industry is doing.

In terms of an open process, this docunent has
yone through a lot of revisions, and I want to, you know,
commend, again, FDA for allow ng, you know, public input.

Ne had a chance to go back, CDFA, and participate in the
first draft revisions, and, having been in governnent for a
while, |’m pleased to set that the docunent has undergone
sonme significant revisions. It reads better. It s nuch
nore user friendly. And so |I'mhere to tell you that, by
revi ewi ng, analyzing, |ooking, and getting back, we’'re going
to have a docunent that cones to plate.

I think one of the criticisnms when the docunent

cane out was that there were sone areas that weren't
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sci ence- based. They seened to be focusing on specific
commodi ties, and we recognized that, and a lot of that has
dr opped out.

The other industries’ concerns, and | think CDFA’s
as well, was that there needed to be nore understanding and
know edge of what’s going on out in the industry, and I
speak for some of the associations here in California that
have been very progressive and proactive in inplenmenting and
designing quality assurance prograns.

W stress the need for FDA to get out and see
what’s happeni ng, and, again, they re out here, and over
today and tonorrow the next week, they're going to be out
doing farmtours, and | think that’s very critical, because,
as | understand it, this is a living, dynam c docunent.

It’s going to be updated, and the nore FDA and staff gets
out and recognizes and sees what’'s reality in the field, the
process will work a lot better

so, again, | encourage you to participate, take
the opportunity to ask questions, and we're |ooking forward
to a good neeting. Thank vyou.

MODERATOR VIOR: Next, we have Jeffrey Farrar
Food and Drug Scientist with the Food and Drug Branch of the
California State Departnent of Health Services.

\\
\\
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JEFFREY FARRAR
FOOD AND DRUG SCI ENTI ST
FOOD AND DRUG BRANCH
CALI FORNI A STATE DEPARTMENT OF HEALTH SERVI CES

MR, FARRAR Good norning, and wel cone. On behal f
of the California Departnent of Health Services, 1'd like to
welcome you to San Diego, and hope that you'll take the
opportunity to provide input into this very inportant
document. Regrets from ny boss, Stu Richardson, who could
not be here today, but very much wanted to express his
sentinment that this is a very inportant docunent and a very
i mportant process.

California Departnent of Health Services views the
Food Safety Initiative as a positive step, a set of
guidelines to enhance the safety of our food supply. This
initiative essentially builds upon efforts already underway
in California for a period of about 18 nonths to two years
in developing a set of voluntary guidelines for the fresh-
cut produce industry. This, too, was a cooperative effort
between the industry, state, federal, and |ocal regulators.

So, without prolonging the welconme, please take
this opportunity to provide as nuch input as you can, and
t hanks once again.

MODERATOR VIOR: And | would like to call up

M chael cClegg -- where did you go? -- there you are -- the
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ean of the College of Natural and Agricultural Sciences,

University of California at Riverside.

M CHAEL CLEGG
DEAN, COLLEGE OF NATURAL & AGRI CULTURAL SClI ENCES
UNI VERSI TY OF CALI FORNI A AT RI VERSI DE
MR. CLEGG: Thank you. | appreciate the
opportunity to say a few words here this norning. ["m

ictually here representing Vice-President Reg Gonez for the
division of Agriculture and Natural Resources at the
University of California system

| think you mght ask, well, why is University of
Jalifornia even here? What role does it even have to play

in this process? And to answer that question, |I'll say a

17

souple of words about the purposes of the university and its

>rigin.

The University of California actually traces its
origins to the Morrell Act in 1963, which created the |and
yrant university systemin the United States, and that
system is a federal/state/local partnership. The notion of
partnerships in creation of solutions to public problens
goes back to the year of the Gvil War. W' ve been, we
believe, very successful in playing our inportant role in

t hat partnership.

W have two purposes as an institution. The first

is to create the best possible science-based infornmation
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t hrough our research activities, and the second is to
transmt that information to those who need it to solve
problens in agriculture, in the environnent, and all of the
other facets of public policy that the nation deals wth.

University of California does that by teaching
students, by training students in research |aboratories, by
hiring the best faculty in the world, and also by creating a
technol ogy transfer system that carries scientific results
out to the end users, and this is done through the
Cooperative Extension Service, which has farm advisors in
every county in the state of California.

So we're a science-based organi zati on which does
research to create new know edge, to solve public policy
probl ens, and we then transmt that know edge to the public.
W do this through a partnership with state and federa
agencies, and there’s no area that exenplifies these kinds
of problens better than food safety problens.

These demand the best kind of science-based
solutions, and in a state like California, with nore than
250 different agricultural comodities, it requires the best
efforts from all of the resources that the state and the
federal government have to bring to bear on this problem
So I'm pleased to be here to represent the University of
California in this process.

MCDERATOR VI OR: Thank you.
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I think, with all the formal welconmes and
presentations, the one thing you m ght have picked up from
everybody here is that the inportance here today is to
address your questions, explain the guidance docunent, and
get your feedback, get your comments, and involve youin the
process. That is what's critical here, and it’s the entire
pur pose of this neeting.

As you’'ve also heard, this is a multifaceted

approach in terns of the Food Safety Initiative, everything

involving fromfarmto table, or fork, as sonme people have
sai d. It’s education, it’'s science, it's research, it’'s
regul atory involvenent, and it's involving all partners

concerned, which is why you have all the representatives you
have here today. Pl ease take advantage of that, and ask
your questions, and address the folks that you need to ask
t hose questions of.

Having said that now, |I’m going to return to the
part of the program where we now will have the draft guide

presentation, and its update on the devel opnent, by Terry

Troxell.

MR TROXELL: W know the slides are set, but we
haven’t worked them from up here, so we’ll have to -- we
have slides in both English and Spani sh. I did. I's that

nunber one for both, Joyce?

UNI DENTI FI ED SPEAKER: I’m sorry. What did you
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say, Terry?

MR TROXELL: Have we hit nunber one for both?

UNI DENTI FI ED SPEAKER: Not vyet.

MR, TROXELL: Sorry. Ckay. W set?

UNI DENTI FI ED SPEAKER: Yes.

MR TROXELL:  Ckay. Thank you.

On April 13th, FDA released for public coment the
gui dance document entitled "Guide to Mnimzing Mcrobia
Food Safety Hazards from Fresh Fruit and Vegetables,” which
we, for short, refer to as “the guide.” The guide covers
general good agricultural and good nmanufacturing practices
nost likely to reduce the risk of mcrobial contam nation of
fresh produce in the field/ packing facility environnents.

Alittle later this norning, in our panel
di scussion, we will look at relevant aspects of the |arger

Food Safety Initiative, as | already nentioned, and how the

pi eces fit together. First, however, | would like to

i ntroduce the guidance docunent and discuss how it was

devel oped to this point, what we expect the next steps to
be. | think the guide has cone a long way since we released
a working draft for conment in November of ’'97. Later this
afternoon, in our section-by-section discussion of the

gui de, we’re hoping for the kinds of feedback that wll help
us continue the inprovenent process.

On Cctober 2nd of last year, the President
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renounced the Produce Initiative. This initiative is part
>f the larger Food Safety Initiative. It’s an enhancement,
sasically, of the Food Safety Initiative. As part of the
>roduce Initiative, the President directed the Secretary of
iealth and Human Services, nanely, FDA in that context, and
the Secretary of Agriculture, in cooperation with the
agricultural community, to develop voluntary guidance on
yood agricultural and good manufacturing practices for
yrowing and packing of fresh fruits and vegetabl es.

Wiy produce? Wiy now? Al though low, the
proportion of food-borne illness linked to fresh produce is
i ncreasing conpared to other foods. This may be due, in
part, to an increased consunption of fresh produce in the
Us. Public health agencies, as you know, are encouraging
the increased consunption of produce, and consuners are
getting the message. Changing distribution patterns in the
gl obal supply now make fresh produce w dely avail abl e year-
round. Consurer denmands al so drive devel opnment of new
products and technol ogy such as fresh-cut produce.

In addition, we face challenges from new
pat hogens, increased surveillance of pathogens, and in
vul nerabl e popul ations, as | have nentioned this norning.
Aso, in addition to, obviously, the aging popul ations, we
have a growi ng popul ation of persons wth weakened inmune

systems, people who, for example, are on chenot herapy.
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A few points about the guide itself. The proposed
juide is a broad-scope docunent addressing general
>rinciples common to the grow ng, harvesting, and packing of
nest fresh produce in basically all regions of the U S and
abroad. "Fresh produce" neans raw, unprocessed, Or
ninimally processed fruits and vegetables, including fresh-
sut .

The guide is voluntary. It does not inpose any
new requi renments for donestic or inported produce. The
yuide focuses on risk reduction, not elimnation. The guide
is intended to increase awareness of potential sources of
m crobial contamnation in the field and packi nghouse
environnents, and to provide suggestions for practices that
are likely to mnimze these hazards.

The guide represents generally accepted
recommendati ons based on current scientific know edge of FDA
and USDA, with input from experts and other federal and
state agenci es. For exanple, we work closely with staff
from EPA and CSHA The guide wll be nost effective when
growers and packers apply the principles in the guide to
their individual operations.

The proposed guide contains a l|list of general
princi ples comon to successful food safety prograns. Two
of these principles are prevention of mcrobial

contamnation is preferred over corrective actions once
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contam nation has occurred, and the inportance of
establishing a system of accountability at all |evels of
agricul tural environment.

Peopl e have spent nmany hours designing processes
very carefully only to have the whole system fall apart if
the process is not delivered. That’s why it’s inportant to
follow through and assure that your design is executed
careful ly.

One of the first things that becane clear to us in
drafting the guide, and in other phases of this initiative,
is how nmuch we do not know. For exanple, no one knows how
much of the contam nation of fresh produce occurs on the
farm or in the packi nghouse.

On the other hand, current sound science and
know edge of the pathways by which produce may becone
contam nated enabled us to set out broad-scope
reconmendations which, if followed, can help reduce the risk
of mcrobial contam nation of fresh produce. Pot ent i al
hazards cited in the proposed guide are |isted.

When we began to draft the guide in Cctober of
| ast year, one of the first things we did was to review
exi sting guidance docunents devel oped by industry
associ ations, universities, and state departnents of
agriculture and public health. The Western Gowers’

gui dance docunent was obviously one of those. It was well
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out there, and was a docunent developed in partnership wth
many different groups.

W relied heavily on those early efforts to
devel op science-based guidelines that could be applied
uniformy across commodities and regions. The first draft
guide was reviewed by a broad range of technical experts and
a host of federal and state agencies. Subsequent | y,
consistent with FDA's good guidance practices policy, we
sought input at a series of public neetings around the
country.

We, FDA and USDA, held our first public neeting to
di scuss the content of the draft guide in Novermber ’'97. W
al so worked with the produce subcommttee of the Nationa
Advisory Committee for Mcrobiological Criteria for Food to
devel op a working draft guide.

One of the things that | think is interesting is
that back in '95, FDA had asked the National Advisory
Conmttee on Mcro Criteria to Foods (sic.) to look into the
i ssue of produce, to look in because of the increase in
concerns of the outbreaks. So this was already a subject on
FDA' s m nd. I’m not sure whether it was early in '95 or
late in '95, but, clearly, this has been sonething that’s
been brewing for quite a while, and is not sonething that
has suddenly conme upon us as of October of '97.

This working draft, dated Novenmber 25th, ’'97, was
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)resented at a series of regional neetings around the
sountry, and at an international meeting in Washington, D.C.
he regional neetings were in Grand Rapids, M chigan,

seneva, New York, West Palm Beach, Florida, Heletos, Texas,
salinas, California, and Portland, O egon

Comments at these neetings from consumer
representatives and the agricultural comunity were captured
in hundreds of pages of transcripts. W also received 55
Letters from growers, packers, industry associations,
icademia, and state agencies, containing coments on the
vork in draft.

Comments at the public neetings hel ped shape the
rext steps for developing the guide. For exanple, the
agricultural conmunity stressed the inportance of their
relationships with other federal, state, and |ocal agencies,
and the need for these groups to play a significant role in
developing the guide.

Consequently, FDA invited a group of
representatives from state departnents of public health and
agricultural and other federal agencies to assist in
identifying major issues raised by corments and to help
revi se the guide. These fol ks gave very generously of their
time and knowl edge, and M ke Vvillaneva and Jeff Farrar were
anong the people that helped us take the next step and

reshape this docunent, nake the leap forward to a
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wonderful -- what we think is a good proposed draft that we
think we should be able to now, with your comrent, develop
into a final. Again, the revised guide was revised by a
host of technical experts.

What did the comments say? Mst comments agreed
with the goal of inproving food safety and general concepts
of the guide. Sone comments expressed concern about
specific good agricultural or manufacturing practices. 111
cover sone of these concerns, and our response, in nore
detail in a few m nutes.

Sone coments offered specific suggestions for
i nproving the guide, and we thank you for that. The guide
can only be as good as conments received, and that is why we
are again asking for your help to inprove this docunent.

A nunber of comments addressed areas other than

good agricultural and manufacturing practices covered in the
guide, for exanple, the pace of the guidance docunent
devel oprment process and the inpact of the guidance on
international trade. Because these are inportant concerns,
we will address them in an addendum in the back of the
proposed gui de.

Changes to the guide. Because of the conments,
and with the help of our review team we' ve nade a nunber of
changes in the guide, including changes in tone and format,

whi ch we hope will nake the guide nore useful. V& ve
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i ncreased the enphasis on the health benefits of increased
consunption of fresh produce.

The guide recognizes the efforts of industry,
states, and universities to pronote food safety prograns,
and the |eadership role these groups have played in reducing
m crobial hazards for fresh produce. Wth the help of
techni cal experts, we’ve reviewed the recommendations in the
guide to ensure they are based on generally accepted
scientific know edge.

As | nentioned, sone coments expressed concern
about specific ag and manufacturing practices. For exanpl e,
a nunber of coments questioned the reconmendation that
growers perform mcrobial testing of agricultural water when
there are currently no established action |evels or
corrective actions.

We revised the proposed guide to recognize the
difficulties and Iimtations of mcrobial testing for
agricultural water. W’ve shifted our focus to good
agricultural practices for maintaining water quality. W
also refer growers to local water quality experts for
gui dance and assistance nore specific to their operation and
regi on.

In the working draft, we noted that subnerging
sone produce in colder water may result in the

internalization of water in pathogens, if present. Thi's
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inding has led to recomendations that, for sone produce,
such as produce with internal air spaces, wash water should
>e mai ntained 10 degrees warner than the produce.

Many comments naintained that exposing produce to
varmer water is inconsistent with the need to renove field
1eat. |In the proposed guide, this recommendati on has been
narrowed to tonmatoes, which are known to be susceptible to
vater uptake. Recent site visits have shown tomato packers
are carefully nonitoring wash water tenperatures.

In the manure section, a nunber of comments
questioned the recommendation for at |least 60 to 120 days
between nmanure application and harvest w thout additiona
research. Some comments noted that the growing season in

many regions is |less than 120 days.

The proposed guide recommends naxinizing the tine
bet ween manure application and harvest. It references the
60-day mninmum cited by the National Oganic Standards

Board, and deletes references to 120 days. The guide
acknow edges that no one knows how | ong pathogens may
survive in manure or in the field. More specific
recommendati ons nmay be available as research progresses.
Many comments on the working draft expressed
concerns about the difficulties of wld animal control. A
nunber of coments noted that control neasures nmay conflict

with federal, state, and |ocal aninmal protection
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requirements. W' ve revised the guide to recognize the
difficulty of controlling wild aninmal populations, and the
need for growers to conply with other requirenents.

Nonet hel ess, heavy concentrations of wld aninals
may be a source of mcrobial contam nation. Early feedback
on the proposed guide indicates that sone growers still have
concerns about our recommendations. This is the opportunity
to help us make this section do what it needs to do, in a

reasonabl e and practical way.

There are many other areas we could tal k about,
but I don’'t want to belabor the neeting with discussions of
changes. So, basically, where are we heading now? ¢’ ve

provided 75 days for conment on the proposed guide.
Comments will be gathered at a series of public neetings,
which this is the last of the public neetings, and may be
submtted in witing to the FDA

During the conment period, FDA and USDA personnel
are continuing to visit fields and packing operations to
observe current practices and get additional feedback. W
anticipate working again with other federal and state
agencies to review comments and revise the guide, along wth
the produce subcommittee of the National Advisory Committee
on Mcrobiological Criteria for Foods.

W expect the final guide by Cctober, although it

is really a living docunent. As additional information
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oecomes available, we'll revisit and revise the gaps and
yimps in the guide, and thank you for your attention.

MODERATOR VIOR: At this point, we would like to
address any questions that you may have for M. Troxell.

Again, these questions would be focusing on the process

taken on to achieve this docunent. Any questions?
Yes, sir.
FRANK EVARO
MEDINA | MPORTS, MEXI CO
MR EVARO WIIl the site visits be strictly
donestic, or international?

MODERATOR VIOR: Wuld you identify yourself --
excuse me -- for the transcriber?

MR EVARC My nane is Frank Evaro, E-V-A-R- QO

MODERATOR VIOR: And can you use the mke? |I'm
sorry. Ri ght here.

MR EVARO Frank Evaro, Medina | nports. W' re
sprout growers in Mexico. WII these site visits be
domestic, or wll they include international?

MR TROXELL: At this point, the site visits are
all donestic, although we’'d love to visit sonme -- you know,
tour sonme production in our neighboring countries. That’s a
matter, though, that we’'d have to arrange through the
gover nnent s.

MODERATOR VIOR: Any other questions or conment?
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(No response.)
MODERATOR VIOR: Everybody is ready for a break.

I think we’'re due one. W can start our break a little

earlier. I would ask -- we’'re scheduled for a 15-minute
break -- that everybody would return at 11:05.

UNI DENTI FI ED SPEAKER: Yes. Because of -- the
second -- is longer.

MODERATOR VIOR: Ckay. Let’s nove that up to
11:00 o'clock, if | may ask you to. Return here -- again,
feel free to talk to the folks up here or anybody el se that
you think mght be able to address sone of your questions.

| f anybody would prefer to address us in Spanish,
M. R cardo Gonez back there -- R cardo, would you raise
your hand? W are available to help you out. Thank you.

(Whereupon, a brief recess was taken.)

MR BALDW N: Is Mchael here, Mchael Villaneva?
Here he cones.

Wiat we'd like to do next is to begin a panel
di scussion, and the purpose is to try and put in context
good agricultural practices in a global sense. The
panel i sts include Mary Ayling, who's the Director of Inports
in the Los Angeles District in Food and Drug, Jeffrey
Farrar, who's a Food and Drug scientists -- you had heard
fromhimearlier -- with the Food and Drug branch in

California Departnent of Health Services, and also M chael
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Villaneva, Who is also with the state of California. W
have Ricardo Conez, who's Chief Horticulturist with the
Departnent of Agriculture, and also DeAndra Beck again, wth
the USDA Food Safety and Technical Service D vision.

Let me try and frame what we're trying to
acconplish now, is to try and give you, in a sense, a broad
oversi ght of how the pieces fit together with the good
agricultural practices. It’s to exam ne the inportance of
the good agricultural practices guides in neeting the board
public health goal of inproving food safety and reducing
f ood- borne ill ness.

Also, it’s to explore the exanples of
i nternational cooperation and collaboration to reduce food-
borne illness, because we are a global society, and to
di scuss nodels for information dissem nation, technical
assi stance, and education on the good agricultural practices
gui des.

Werre going to start with Mary, to give you an
overview of the Food Safety Initiative.

MARY AYLING
LOS ANGELES DI RECTOR OF | MPORTS
FOOD AND DRUG ADMINISTRATION

M5. AYLING: Thank you. At |east we’'re not

swi mmi ng, here.

I’m here to give you the broad overview, to bring
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us back into perspective of tines |ong ago, about a year-

and-a-half ago, when the President initiated the Food Safety

Initiative, and | think all of you have a copy of “From Farm
to Table,” which is the thene. It’s also the copy of ny
notes today for the presentation, so 1’11 be flashing at you

as much as possible to get this down.

The Food Safety Initiative has a very sinple goal
and that’'s reduce, to the greatest extent possible, the
i nci dence of food-borne illness.

There are several conponents of the Food Safety
Initiative. One is surveillance, coordination, inspection
risk assessnment, research, education, and the guidance, and
t he guidance is what we'll be discussing nost of the rest of
t he day.

Surveillance. What we want to do wth
surveillance is expand our current surveillance. Most of
this is done through CDC, with state and local health
departnents, and we want to enhance detection of food-borne
illnesses. I think we nentioned earlier that we ve seen
greater incidence of outbreaks. One of the reasons is that
we're doing greater surveillance and better surveillance.

I think one of the npbst exciting parts of the
enhanced surveillance is the DNA fingerprinting, which we
can use to identify a source of the infectious agents. |If

two people in tw very different parts of the country cone
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jown with the sane illness, that can be DNA fingerprinted to
associ ate those two people with the sanme product, and then
it can be traced right to the product.

This is great, because then we can identify the
source better, we can hope to figure out what the problem
was, and we can also not identify or fingerpoint at an
entire industry, when it’s nmaybe just one processor.

Enhanced coordination. W want enhanced
coordi nati on between federal, state, and |ocal agencies so
that we can inprove the containnment of outbreaks, and that
we can also speak with one voice. To do that, we have
devel oped the FORCE -G, which is the Food-borne CQutbreak
Response Coordination Goup. This way, we can speak with
one voice, so we don't have different agencies talking about
different parts of the food-borne outbreak, to give,
sonetines, the wong inpression of what we know and what we
don’t know.

O her coordination that we're doing is what you're
seeing here today, and that’s coordination between FDA and
USDA to develop the good agricultural practices, to devel op
assi stance in education for both the foreign and donestic
food industries.

Next section is inspection, and sone of our
targets with inspection -- primarily, one of the greatest

ones is to enhance food safety in retail establishnments. |
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think nost people realize that food-borne outbreaks conmonly
are traced to retail establishnents, and often to consuners,
SO we're hoping to increase our inspections by using the
Food Code across the country, so that we're all |ooking at
the same thing in the same way.

Also, we want to increase the use of HACCP. Terry
menti oned this already. One of our next uses of HACCP is
with the proposed regulations for fruit and vegetable
juices, which also contains regulations concerning warning
| abel s on these products.

Ri sk assessnent. Ri sk assessnment will help us
identify where to focus our resources so that we can
m nimze mcrobial risks to human health, and so that we
aren’t wasting resources where they don't need to be used,
so that we can concentrate our resources, industry
resources, educational resources where they' re best used.

Resear ch. There are many things, and nmany things,
going on in research, which of course we can't get into too
deeply today, but sone of the areas where we’re |ooking at
increasing research is inproving detection nethods, both
with foods, on the foods itself, and at the farm | evel.

There are many illnesses that we’ ve encountered where we may
not be able to detect that organismin the food itself,
where you can, of course, find it in a person.

The next one is we’'re looking at research to | ook
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at the resistance to traditional preservation nethods. The
foods have changed, the bugs have changed, and we're finding
that sonme preservation nethods just aren’t working as well
as they used to.

Antibiotic resistance, sane thing with the bugs
changi ng. | think we call them energi ng pathogens because
they are changing in their habits, | guess, and they are
nore resistant to antibiotics.

| think sone of the nore interesting things are
involved in the intervention strategies, doing research into
irradiation, ozone -- well, see, | can't even say that word,
so they probably don’t want nme to talk about this part, but

other intervention strategies that we're |ooking at that

will protect foods or prevent further contam nation of
foods .

Last but not least is our education efforts, and
we have plans with USDA and other agencies, industry, local

and state agencies to develop training plans for the
transportation industry. W have an alliance with industry,
consuners’ trade associations, and academ a to share
different kinds of education efforts that we have. W' re
pronoting and incorporating food safety education in the
school systens, and we’'re developing multilingual food
prograns for food workers.

Sonmeday |'’m going to get a color slide of this
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Little guy, because this is our Fight Bac canpaign, and it
is central to our education canpaign. |”ve noticed, | was
in Mexico last week, and there is a very simlar type of
>rganism that’s being used for education

Now to bring us back to the reality of today is
t he gui dance devel opnent that we’'re working on together to
ninimze the risk of food-borne illness and produce of both
lomestic and foreign origin. *

W are also going to be tal king about inported
produce safety with technical assistance to foreign
countries, sone training nodules, and coordination of sone
non- FDA trai ni ng networks.

For the Food Safety Initiative to be effective, we
have to enhance the coordination, we have to work in
partnership with other governnment agencies, and we have to
devel op public and private partnerships.

The last is, again, a sales talk on our web site.
It’s very easy to get to our web site. W have tons of
information, not only on the Food Safety Initiative, but on
some of the legislation that’s been proposed. There are
hyperlinks to other web sites, and also to USDA’s web site.

Thank you, and we’ll answer questions at the close
of the panel.

VMR, BALDW N: Thank you, Mary. W have a tag team

for your entertainnent this norning. Jeff and Mchael wll
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jive you sone insights into how cooperative progranms can be
1sed to enhance food safety.

MR. FARRAR.  Thank you. These new chal | enges t hat
7ou’re hearing about, the ternms “energing pathogens,”

‘“public health crisis," “enhanced food safety," all these
are new chal |l enges that require innovative new approaches to
solve these very conpl ex issues.

One of the terns you ve heard frequently bandi ed
about , and you will continue to hear it, is a very nuch
overused term but still one that’s very necessary for us
here in California, and one we believe in very strongly, and
that’s the word partnership. W have a very strong history
here in California of working together with federal, state,

and | ocal agencies to develop solutions to problens that

arise.

The bal ance that we find with this term
"partnership" includes the word “enforcenent,” partnerships
and enforcenent. There is a necessity for enforcenent.

Wen we see conditions that violate, clearly violate, state
or federal regulations, enforcenent actions nust be taken
However, this does not |essen the desire or the necessity to
continue working with the industry to devel op nutua
solutions to these problens.

A coupl e exanples of sone efforts here in

California that we have underway, partnership efforts. W




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

39
recently conpleted a statewi de inspection, identification
education, and inspection of all alfalfa sprout growers in
Cal i f orni a. This was due to several docunented, well-
docunent ed outbreaks of illness associated with alfalfa
sprouts.

Wth the help from the county health departnents,
and together with the USFDA and our state field
investigators, we inspected and collected baseline
information from approximtely 50 sprout growers throughout
the state. Legal actions are being initiated against a
coupl e of these sprout growers, and followup reinspection
have been schedul ed for several others.

Additionally, a statew de inspection of small- and
medi um si zed spring mx lettuce processors is currently in
progress. W are about halfway through that statew de
effort, and again a cooperative effort between the USFDA,
states, and the county agencies. W’Ill see that to
conpletion within the next 60 to 90 days.

The state has been fortunate to receive a small
amount of funding to provide educational efforts for food
safety. W are neeting cooperatively with our sister
agencies, with the California League of Food Processors, and
other industries to develop plans for how best to allocate
t hose resources.

We’re aggressively pushing |egislation, pending
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| egislation, to require food safety certification for
managers in retail food facilities in California.

W' re working closely with the industry, the
fresh-cut industry and the California Gocers Association
to inprove our ability to trace back products inplicated in

f ood- bor ne out br eaks.

These and other activities which are too numerous
to nmention are going on daily here in California. | just
wanted to give you a taste for what we are doing. These

efforts will continue, and we think the Food Safety
Initiative will enhance the efforts we have underway. Thank
you .

MR. VILLANEVA: Cot these slides that -- kind of
work from the hip, but -- talk about today -- spend sone
time talking about -- plants, particularly -- that’'s the key
to noving ahead on food safety -- So there’'s a lot of
exciting things happening, and, vyou know, the CDFA is not a
regul atory agency in this arena, certainly in the fresh
produce arena, but we want to conpl enent what Food and Drug
is doing, so we're finding opportunities to partnership, to
encourage, to pronote, to educate the industry and the
consum ng public about how safe our produce is.

So what |’ve been doing -- and a | ot of
i nvol vement working with the industry in trying to encourage

them to adopt quality assurance plans, and so we’'ve cut it
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to kind of a program that we put into place, and | just want

to share sone of those things wth you

Wen we | ook at the issues inpacting ag, certainly
food safety is right at the top, but it’s kind of a -- it’s
a very dynam c process, and a lot of things that are going

on inmpact food safety, either directly or indirectly. These

are just sone of the issues that conme to bear. Certainly
international trade -- we’ll hear sone nore on that, but
that’s a | oom ng problem

In California, we have problens with the dairy
wastes, and environnmental problens, water quality, and of
course nost of you are famliar that we' ve had that
suspected -- inplicated back to dairy operations, and very
much concerned about risk assessnent. Sci ence-based facts
are needed, rather than unreliable assunptions, and we're
all worried about urban |egislatures, certainly here in
California, and water use. There’s just a whole raft of
t hi ngs.

Wen we approach the industry, food safety
concerns are real. W’'ve had deaths, E. coli in apple
juice, and outbreaks in spring mix lettuce. So that's the
real problem and you're seeing a shift from concern about
pesticide residues to pathogens, and the public is becom ng
aware of that. They’'re driving this agenda. So we can't

di sregard that. Legislation and regulation is very
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concerned that this be a voluntary program Let’s let the
i ndustry step up and do what they' re doing, and they' |l do
it better than having onerous |egislation and regul ations
i nposed on them

Next slide.

We certainly have to | ook at the pathogens that
are out there. They’' re real. One of the points | wanted to
make here was that the consuner demand is driving the
agenda. One thing I think we’'re concerned about is this
whol e deci si on-maki ng process. These things are nmade high
up, and they’'re public-driven. Oftentinmes, it’'s not
scientists meking those decisions, it’'s admnistrators. W
have a lot of policies out there, federal. There's overlap
USDA, FDA. That tends to conplicate the process, but what
we tell growers is “You, as the vendor or the producer, are
going to ultimately be held responsible for the safety of
your product. It doesn’'t really matter what you did or
didn’t do. You’re going to have to be held responsible.”

Next slide.

Certainly public health has concerns here. V& ve
got to work hand in hand as -- vyou know, shoulder to
shoul der to solve the problem They're very nuch concerned
about the energing pathogens. One thing that’s interesting
and that’s why we’'re so excited, and encouraging the

industry and the regulators to cone out to the field, is to
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problems. They don’'t have the resources to effectively
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-equlate legislation and regulation. So the onus is going

:o fall back on the industry, and | think we all acknow edge

:hat the public today is not very up to speed on food

safety, that it contributes to the problem

Wen we | ook at -- we approach growers. W\ say,

‘You’ve got to look at the scope of the food chain. It’s

10t just harvest, pack, and ship anynore. You have to | ook

at it all the way through, particularly when you get into

che whol esal e preparation and consunption. That's where the

sonsumer IS ultimately getting your product, and you're

yoing to be held responsible for it. So you've got to think

about things |like positive lawn identification and other
things that are going to protect you.”
A point | want to make here is -- and we heard

"HACCP. " That’'s a term that certainly has application in

food processing plants, but from CDFA'S perspective, we're

concerned that that beconmes the operative term for food

safety. I’"m pleased to hear that we’'re tal king about 9gaps

in aws, and we told the industry that a good quality
assurance plan is not a HAcCP plan. [It’s just

identification and inplenentation of good ag practices.

So
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we're constantly stressing that point.

Wen we’re trying to sell quality assurance, there
are several things that we view as opportunities for
success, and certainly timng is everything. | f you haven’t
got a plan in place and sonething happens, you ve mssed the
mark, and you’ ve got problens. Certainly, when we |look at a
voluntary program that’'s the key. W think it has to be a
ground-up approach, where the industry buys into it, and I
want to commend Western Growers, the Strawberry Conm ssion,
and the other trade associations that are very actively

pul i ng together industry support.

One of the keys here, too, is that they’vegotto
be easily inplenented. | think, when we first got started
with this process, there were sonme unknowns, but | think we
all know that a grower has to be able to understand and put

t hose to work.

Certainly, when you |ook at sone of the cost
advantages, | think growers and the ag industry have to see
a return on the dollar. 1It’s going to take additional
funding and expenditure of dollars to nmake these things
work, but we think, in the long run, there’'s going to be
opportunities for marketing advantages, just to use one
exanpl e of that.

Just a little bit about what’'s going on in

Cal i fornia. W' re focused on fresh produce here today, but
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there are several different industries in this state that

have gotten QAPs up and running. | just want to nake a
qui ck note that our egg industry -- about 90-percent of all
the eggs produced in California are covered by a quality

assurance plan, and that’s been very effective in dealing
wi t h out breaks. So that’s the kind of advantages | see as
the industry noves forwards and adopts these quality
assurance pl ans.

The industry has to identify sone key issues, and
it may have to address these. They need to understand the
pur pose. They’ ve got to be willing to expend the dollars to
put the prograns into place. Wstern Gowers is already
involved in an education program to set up sone basic
curriculum so that workers in the arena can get trained, and
that’s part of the process. Setting standards cones about
fromthat.

One area that I'm very interested from CDFA ’S
perspective is verification. W think, as these prograns
devel op and take off, there’'s going to be a need to have
verification. I"’mnot sure if that's going to be third
party or private sector individuals, but it is going to
cone.

Finally, | think, a final selling point is a good
program provides a range of benefits. Certainly it allows

you to review and to audit your entire operation, and I
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think a very inportant part of that is it nakes you aware of
the potential risks that m ght conme about in your

production/ag practices.

| think a key here is taking credit. | think at
|l east | speak for California. Qur industry has done a |ot
of good things. | don’t think they' ve gotten all the credit

that they deserve and should be credited for. So a QAP
allows you to that, and certainly a verification process
that shows you' re addressing problens and neking the proper
changes is going to protect you.

Finally, to conclude, if you ve got a good
program you're going to be able to provide the
docunentation and evidence that your product was produced in
a safe and whol esone nmanner, and that’'s really the key. So,
to kind of tie back wth what Jeff nentioned, this is what
our partnershipping is all about. |It's using Food and Drug
to help identify the risks, help hand in hand, and we’'re
real excited about what's happening here in California.

VMR, BALDW N: Ricardo is going to help us
understand how we can take present infrastructures that we
have available in the extension services and expand the
capabilities there to get the information out to the people
that need to know.

\\
\\
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Rl CARDO GOVEZ
CH EF HORTI CULTURI ST

UNI TED STATES DEPARTMENT OF AGRI CULTURE

MR, GOVEZ: That’'s quite a chore you gave ne. |
don't know if | can do that, but let ne first give you a
feeling for what USDA is. USDA was reorganized a while
back, a few years back, and what happened was that agencies
with nore or less the sane type of mssion were put together
in one group. The agency that | belong to, the Cooperative

State Research, Education, and Extension Service, CSREES, is

part of a mssionary -- the research, education, and
economics -- and the Agricultural Research Service bel ongs
in that. The National Agricultural Library, which is part
of ARS, also is involved. The Econom c Research Service is

i nvol ved, and Terry Troxell nentioned the Nationa
Agricultural Statistical Service. That is also part of the
agency.

Oiginally, the Agricultural Research Service was
to do high-risk ag research, and our group of -- our agency
was to do the practical part. That’s changed a little bit.
W both do those things, but that’s the way it went. My
agency is the agency that is linked to the land grant
system and that is a system of over 120 institutions
t hroughout the United States and territories that have the

experiment stations and the extension service.
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So we have a presence, basically in each and every
county in the U S. W have the know how, the research
capabilities to not only do federal work, that is,
nati onwi de, but we also cone down to the local |evel, and
California is one of the better exanples of research being
done at the local |evel.

One of the things that we have taken very
seriously, both at FDA and USDA, is the word “initiative.”
The word “initiative,” to us, neans you need to focus on the
problem W at the USDA and FDA have redirected and
requested additional funds to work on food safety, and food
safety of fresh produce. So we are going to do additional
stuff to get along and hurry this process up a little bit,
or quite a bit.

One exanple that | want to give you, and Doctor
Troxell nmentioned it also, is that we really don’'t know | ot
about -- and I'll put manure on the table -- a |ot about
manure. W do know a |ot about nmanure and its relationship
to the organic matter and fertility of the soil. V¢ know a
| ot about it. But we do not know nuch about its
m crobi ol ogi cal problems with foods that we consume. W
have redirected quite a bit of our resources to deal wth
this issue, and we have requested additional funds for FY
' 99. So we are doing additional work.

One of the things that our agency does -- and our
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agency, the agency that | belong to, there’s only about 300
to 400 of us in there, but we’'re the federal partner, and
t he whol e system has about 20,000 professionals out in the
field. So we do get to everybody.

We have several prograns ongoi ng, expanded food
and nutrition -- and we nust acknow edge, and we have, all
of us, that this food safety problemis not only with the
producer. It’s a problemthat is a whole continuum from the
farmto the table. But we have the expanded food and
nutrition program which deals with nutritional habits of
individuals, to inprove them W can incorporate food
safety materials into that. W don’t need to reinvent the
wheel . W don’t need, necessarily, to create new prograns.
W can incorporate in a lot of our ongoing prograns.

Some of you may be famliar with the pesticide
applicator training prograns, Wth the integrated pest
managenent prograns that have been so very successful. W
can definitely incorporate some of the food safety concerns,
water quality, into those prograns, and not spend additional
time and efforts in creating other prograns.

One of the things that we nust do, and we are
doing, and we will continue to do, is to work with industry.
W realize and we know that if we do not work with industry
groups, wth producers, we're sunk. W’re not getting

anywhere. W need their help, and we need their help in
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several ways. One is to reach as many people as possible
and the other one is for themto tell us what kind of
information is |acking, what we need to research in order to
do a better job. W nust work with industry, and we wll.
W have so far.
| am a nenber of a group at USDA and FDA that has

been appointed to deal with outreach and educational efforts

on the fresh produce issue. I ndustry is a participant in
that, a very strong partner. One of the things that we nust
do is learn from industry what kind of prograns they have at

the field level, and there are many, so that we don’t
duplicate the effort that has already been done. W need to
utilize our funds creatively, and with the industry help, we
t hi nk we can.

| do want to |eave you with a message, though, if
nothing else, is that it is greater risk to our health as
individuals not to eat produce, fresh fruits and vegetables,
than it is the risk of contam nation. So keep eating your
fruits and veggies. W’'Il all be the better for it. And
eat a lot of them Thank you.

MR. BALDW N: DeAndra is going to give us sone
insight into the international aspects of technica
cooperation, and we mght want to turn the air conditioning
back on, because we mght |ose sonme fol ks, because | feel

it’s getting warmin here, and since we have the
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m crophones, | think we can talk over the noise.

MB. BECK: Can you all hear? Is this all right?
dkay. Geat.

Well, | think that Rick did a good job of
explaining that USDA is involved in this initiative on many
different fronts. Many of our USDA agenci es have been very
active in this whole initiative, from every conponent, to
the nmonitoring surveillance, to research, to outreach, and
there is an inportant conponent of this initiative for which

ny agency is involved, and that is the internationa

conponent .

Wiat 1'd like to do is start out telling you a
little bit about the Foreign Agricultural Service, and then
I"’d like to talk to you about sone of our prograns that we

work with international partners on, because, you know, |
think we can all say that our agriculture knows no borders
at this point.

W' re very dependent, in the U S., on our exports,
and we’'re also very dependent, as consuners, on our inports,
and so | think the partnerships, again, reach not only
within our USDA agencies, within our U S. governnent
agenci es, but they also extend to our foreign partners, our
near nei ghbors and those who are not quite so near

So what 1'd like to describe first is that the

Foreign Agricultural Service really has two mssions. W
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work with the U S. agricultural conmunity to facilitate
trade and export of U S. products, but we also have a very
| arge conponent of activities and commtnment to working wth
foreign producers, processors, governments, et cetera, to
i mprove global food production, and processing and
di stribution.

FAs is a principal liaison, if vyou will, for the
international partnerships that USDA agencies are involved
in, including food safety, and we really span the spectrum
of USDA's responsibilities in terns of these |inks. W wor k
closely with our regulatory agencies, such as the Food
Safety and Inspection Service. W also work with our
mar keting agencies, such as Ag Marketing Service, and we
work with our technical agencies, such as the Agricultural
Research Service, and we ensure that our technical agencies
are very involved in our international cooperative prograns.

Alittle bit about FAS. W have staff in
Washi ngton, and we also have staff overseas, in enbassies
and consul at es. There are 63 posts overseas that have FAS
staff, and, in addition, we have 12 agricultural trade
of fices around the world. The posts overseas are staffed
both by U.S. and by foreign service nationals, who, in fact,
represent a lot of the Departnment of Agriculturers interests
over seas.

Nw, AFS is the acronym for Foreign Ag Service,
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and if | slip into Washington acronyns, forgive ne. It's a
little nore efficient, however. FAS does have partnerships
with many of the agricultural private sector groups across
the world, and, for exanple, since the 1980s, FAS has WD ked
closely with produce industries in the US. and Latin
Anerica, Caribbean countries, and Asia to pronote concepts
of quality grade and standards, and to develop and to
i mpl ement post-harvest treatnent technologies, and also to
denonstrate inproved packaging and distribution for traded
fresh fruits and vegetables. W really feel that these
years of cooperative efforts are going to be invaluable in
working with both donmestic and foreign industry to address
these food safety issues.

Nw, if I could have the next slide, please. Put
the -- up. There you go. Okay

Now, what 1'd like to do is to explain the types
of prograns that FAS, the Foreign Ag Service, is involved
in, and, again to reenphasize, many of the speakers up here
have made note of that. W cannot do what we do wthout
having the partnerships that we have with the l[and grant
universities, with other U.S. agencies, U.S. governnent
agenci es, as well as USDA agencies, and industry has been a
strong supporter of what we’'re trying to do overseas.

W inplement international food safety-rel ated

prograns really under four general areas of cooperation that
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are listed here. Qur training and technical assistance
efforts overseas -- | think a good exanple that sone of you
m ght be aware of is our Cochran Fellowship Program  Many

fol ks have been very gracious hosts to the foreign visitors
that we bring, to really have an idea of what our
agricultural systemis here in the United States. Over the
past three years, the Cochran Fellowship Program has
provided food safety and also sanitary and phytosanitary
training to over 120 participants from 35 different
countries.

The Foreign Ag Service also works very closely
with a partner such as the U.S. Agency for International
Devel opnent, AID, and also the nultilateral devel opnent
banks, such as the Wrld Bank, the Inter-Anerican
Devel opnent Bank, and the Asian Devel opnent Bank, to provide
usbA technical expertise, training, and consultation on
various initiatives related to food safety worl dw de.

The second area that we’'ve been very involved in
recently is in the data managenent side, and with the nunber
of foreign visitors that we have conmng to the US., we
would like very much to know what their interests are, and
be able to provide themwith the kind of training and
exposure to our regulatory and technical and production
systens that we can. So we’ve been very involved in working

ot her agencies such as the Aninmal, Plant, and Health
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[nspection Service, APHIS, to put together training videos
and training courses that are effective at neeting those
1eeds.

The third area that we’'re very involved in is our
i nternational cooperation and research. Now , we adm nister
nunerous prograns in this area, particularly regarding food
safety, both USDA-funded and externally funded programs. W
nave prograns in over 20 countries worldw de, and these
research initiatives address food safety topics, and this
has a very high priority in the criteria for devel opment of
the proposals for cooperative research. VW really feel like
there’s a lot of technical expertise that |ies beyond our
geogr aphi c boundaries for which we’d like to take advantage
of in the area of pronoting our worldw de understandi ng of
food safety issues.

I'd also like to nention the cooperation that we
have with international organizations. | mnentioned earlier
that APHI'S and FSIS and other agencies are very active in
harnoni zi ng sanitary and phytosanitary standards by working
with many of the official nultilateral standard-setting
bodi es. Exanpl es are the Codex Elementarius, the Ofice of
I nternational Epizootics, and the International Plant
Protection Convention of the United Nations Food and
Agricultural Organization. Again, the harnonization of

standards and regulations worldwide is critical to
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facilitating an open and free trade across borders.

These initiatives are helping us to ensure that
i mported products are safe for U S. consunmers and that our
international trading partners understand the Us.
regul atory and policy framework relating to food safety.
Moreover, it helps our U S scientists and technica
expertise (sic.) gain access to the nost current
technol ogies, as | nentioned before. Sonme of these programs
are funded by USDA. QO hers that are very heavy into
t echni cal assistance and cooperation we rely on funding from
our devel oprment agencies, such as AlD.

Now, the next slide, please.

|"d Iike to just highlight some of the issues that
are being discussed in terns of priorities for technica
cooperation on an international basis. | am part of a
wor ki ng group, as is Ricardo. It’s an international working
group related to the Food Safety Initiative, where we are
working to neet the needs of our trading partners, as well
as our own needs, in conveying this information worldw de.

A couple of the ideas that we have been striving
with are targeting sone of our efforts. Wat we’'d like to
do is increase awareness of how the Food Net system works,
which is the state-of-the-art system for identifying and
tracking sources of food-borne illness outbreaks, and |

think one of the speakers this afternoon may go into nore
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detail. W look forward to sharing the experiences that
we’ve had with devel oping and inplenmenting Food Net.

The second area that we’d like to focus on is
i mproving our risk assessnent nethods for mcrobia
cont am nants. W found that our know edge base is grow ng
quite rapidly with respect to the food safety risk issues,
particularly for seafood, meat, and poultry. Nonet hel ess,
net hods of assessing the risk of mcrobial contanmi nation on
produce continue to evolve, and really do need further
eval uati on.

The third area that we'd like to concentrate inis
i nproved risk communication. A recent study by Doctor Tom
Hoban at North Carolina State University was conducted on
| ooking at consunmer attitudes toward biotechnol ogy, and,
interestingly, as a part of the study, Doctor Hoban I|isted
ot her sources of potential concerns to consumers.

The first series of studies was done 1995 through
1997, here in the U S.

In fact, could | have the next slide, please.

| think the results of these are quite
interesting. As you can see, given the issues of concern
over pesticides, biotechnology, mcrobial contam nation, by
far, consuners in the U S. were concerned about m crobial
contam nation of their products. This sane survey was done

in 1995, and is now being updated in Europe.
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If | could have the next slide, please.

Again, with a list of variables to choose from
nicrobial contam nation from pathogens was nunber one
concern in Europe.

Wiat we’'d like to do is to find out the best neans
by which government can raise public awareness on energing
i ssues of public health concern w thout unnecessarily
eroding the confidence in the overall safety of our food
supply, which, as R cardo said, and 1’11 second, | think
that we have very strong reason to believe that we have a
very, very safe food supply here in the United States.

It is certain, as our detection and surveillance
systens inprove, that we're going to find nore incidence of
m crobial contamination, so it’s inperative for us to
continue to conmunicate to our domestic and internationa
consurers the levels of conparative risk

The fourth area --

I f you could go back to overheads, to the one
prior to that.

The fourth area that we’'re interested in is to
facilitate the devel opnent of international guidelines,
recommendati ons, and standards. W are confident that a
harnoni zed transparent set of international guidelines,
recomendati ons, and standards w Il achieve a proper bal ance

between public health objectives and the desire to
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Facilitate international trade of food products.

The fifth area that we'd like to focus efforts on,
or continuing, as Mary nentioned, there are a lot of issues
of cooperative research, that we'd like to work with our
international partners on to resolve concerns about food
safety, and we feel pretty confident that the scientific
conmmunity, working in cooperation with foreign partners,
will continue to define the scientific basis upon which we
base our food safety standards.

So | guess, in sunmary, the success of our
international effort is going to, on a large part, be
determ ned by the commtnent of consumers, industry, and the
academ ¢ comunity to work together in support of this
initiative. Thank you.

MR BALDWN  Wiat we'd like to do now is to give
you the opportunity, if you' d like, to ask sone questions or
get sonme clarifications, to do that to the panel nenbers
before we break for lunch. Are there any questions,
clarifications?

Could you tell us your nanme, and use the
m crophone, pl ease.

DON BUNI N
WARW CK | NTERNATI ONAL LI M TED
MR BUNI N: Name, rank, and serial nunber
VR. BALDW N: Yes, sir.
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MR BUNIN. Hi, everybody. |’ m Don Bunin from
Warwi ck International Limted. You can tell by the
“Limted? it’s an English conpany, English specialty
chem cal conpany. |, as an individual, and the conpany I
represent are a brand-new -- industry, so the conmments and
guestions |’m going to have, as sonebody with a strong
envi ronment al background, who lived through the whole
devel oprment of environmental regulations and so on that
apply to the chem cal manufacturing industry and the
chem cal using industry -- just an overall reaction. \Wile
what we went through is very conplex, what you folks are
tackling makes what we did |ook |ike apple pie.

Ckay. A couple questions for the panel. Agai n,
as a newconer, what is the difference between the FDA' s
responsibilities in this area and USDA's -- you know,
frankly, just listening for the first tine, it sounds |ike
there's a lot of overlap -- and as that applies specifically
to this area of fresh produce? Instead of overlap, it's
truly what we've been talking about, is partnership. W' re
doing it together, and we're doing it together because,
nunber one, we were charged to do it together by our boss,
President Cinton, and we’'re actually doing it together
because it’s working better together. | nstead of being
concerned about duplicate prograns or overlapping, we're

just working on it together. Because we both have different
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wudiences, constituents that we work with, we're trying to
over a broader picture this way, and also EPA, OSHA,
Jepartment of Labor. There are other agencies that we're
1lso working with, in addition to all of the states, the
land grant universities. Does that make sense?

MR. GOMEZ: Let ne add sonething to that before we
yet to your next question, if | may. W have an integrated
research plan that is jointly devel oped by governnenta
agencies, FDA, USDA, EPA, and so on. So it’s a joint plan
that each has a particular piece to develop. There is sone
overlap. That’'s why we’'re talking to one another, so that
there is the |east anount, but we have joint prograns that
are i ntegrat ed.

MR, BUNI N: Are you all -- does each agency cone
froma different area of expertise and responsibility as it
applies to the industry, you know, before all these joint
efforts were set up?

MR, BALDW N: Yes. Congress has charged us wth
different roles and responsibilities. Wat we're doing is
to try to coordinate that so that we put the network
together in a way that facilitates the entire process,
because Congress is our board of directors, and they ve
given us certain requirements, and a |legislation they’ ve
asked us to inplenent, and that legislation is different in

the sense of, you know, what our different roles are, but we
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still have to talk to each other, because we can’t do our
jobs effectively if we’'re not cooperating.

MR GOVEZ: Yes. W definitely have different
m ssion areas, missions to -- but we are working together on
t hat .

MR BUNI N: | guess it’'s outside the scope of this
meeting to carry that any further. As far as the
international situation, what areas of the world and/or what
countries are the recognized leaders in this field? There’s
a nice one for you.

MS. BECK: Well, if you' re talking about specific
to fruits and vegetables --

MR BUN N: Yes.

MS. BECK: -- typically, we see a huge anount of
expertise, of course, residing here in the United States,
Western Europe, Australia, but then there are pockets of
excel l ence worldwide that, in fact, that we're reaching out
to tap into. W have cooperative prograns in Latin America,
Central America, Asia, with our Central European
count erparts. W have some very interesting progranms in
Pol and and Hungary. So sonetines it’s scientist-driven.

QG her tines, systematically, we see sone advances, the U K ,
Germany, Australia, as | nmentioned.
MR, BUNI N: Thank you.

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

MR BALDW N If there are not, what 1'd like to
lo is to break in a minute or two for lunch. W have fliers
>n the registration table that will clue you to sone
restaurants in the area. Wat I’d like to do is to take an
hour for lunch, and try and be back here pronptly at
1:00 0’ cl ock. Thank vyou.

(Proceedings recessed from 11:50 a.m to 1:00

p.m.)
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AFTERNOON SESSI ON

--000- -

MR BALDWN  Werre going to get started again
low, if you could take your seats. This afternoon’s session
is an in-depth discussion of the guidance docunent, and I
thought |’'d just take a mnute to introduce Joyce, because |
net Joyce in Decenber, on the other side of the country, in
seneva, New York, and, as | nmentioned this norning, as | was
valking around | ooking at sonme of the photos and sone of the
axhibits, there is sone real art work here in the exhibits,
and Joyce is really an artist, too, because she's the person
that kind of crafts the guidelines.

So you're going to get an opportunity to talk to
the artist who is crafting the work in progress. Agai n,
take this as an opportunity to have a dial ogue, when it’s
appropriate to ask Joyce what, exactly, is neant by some of
the things that are in the guidance docunment. Joyce is a
Consuner Safety Oficer in the Center for Food Safety.

|”m not going to spend any nore time up here. I'm
just going to turn the podium over to Joyce.

JOYCE SALTSMVAN
CONSUVER SAFETY OFFI CER
FSI, CFSAN, FOOD AND DRUG ADM NI STRATI ON
MB. SALTSMAN: Good afternoon. | hope we can keep

this discussion going so you all don’t get too sleepy after
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1aving such a wonderful | unch. Let me see if | can -- okay.
[f we could turn the lights out .

Ckay. Al right. As you know, the source -- |'m
yjoing to divide ny talk now into the sections that are
sovered in the guidance document, from water, to manure in
oiosolids, into worker health and safety, and then into
field and facility sanitation, transportation, and then
t race- back.

If you have -- when | finish the section, |’'m
going to stop and see if you have any comments you' d like to
make. I would appreciate it if you would direct your
comments to the topic of the guidance docunent, in terns of
asking for clarification or making suggestions on how we can
inprove it, because we really want this to be a working
session, and not just to present the guide and say, “Here it
is. " W want to get feedback from you, and we really
appreciate you all comng for that purpose.

Now , we know that the source and quality of water
will dictate its potential for being a carrier of pathogenic
organi snms, many of which are shown on this slide. Water nmay
be a direct source of contamnation, or it may be an
indirect source of contam nation when the water itself
carries organisns that are spread, perhaps, to the field or
packing facility.

Even small anounts of pathogens can cause ill ness.
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No one knows what proportion of contam nation on fresh
produce is due to water use in the field or packi nghouse.
Further, many nei ghbors have to share a watershed.

Qperators may have limted control over activities outside

t he boundaries of their own properties. However, the

gui dance docunent urges them to be proactive, to mnimze in
t hose areas over which they m ght have sone control

A general guideline to consider for agricultural
water is that the water quality should be adequate for its
i ntended purpose or for its intended use. The potential for
contam nating produce depends on nmany interrelated factors,
such as the degree of contact, tinme between use and harvest,
and the physical characteristics of the crop.

G owers are encouraged to identify their water
sources and assess the potential for contam nation. Sone of
the many different water sources used by growers are shown
here. In general, groundwater, such as deep wells and
muni ci pal supplies, is less likely to be exposed to high
| evel s of pathogens, conpared to surface waters.

These are sone general guidelines to maintain
water quality. G owers should be aware of current and
historical land use, and potential sources of mcrobia
contamination related to that use. On-farm sources of
contam nation may include runoff from |eaking or overflow ng

manure storage |agoons or |ivestock access to surface waters
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or punp areas. G owers are encouraged to follow good
agricultural practices to reduce or elimnate obvious
sources of contam nation. Soil conservation practices are

one way to help protect water sources.

Now, that section -- this slide ends the section
on agricultural water. |’ m going to be begin on processing
water, but | wll now like to have any conments you' d |ike
to make on this section, on agricultural water

(No response.)

M5. SALTSMAN: Ckay. We’ll nove on. A genera
guideline nentioned with agricultural water also applies
with processing water, and that is that the water quality
shoul d be conpatible with its intended use. As the degree
of water to produce contact increases, water quality also
needs to increase. Treatnments towards the end of
processing, such as the final rinse, may require higher
water quality conpared to earlier operations such as water
that is used in dunp tanks.

In general, water that neets the mcrobia
standard for drinking water would be considered safe and
sanitary. Water needs to be safe and sanitary for its
i ntended use not just at the beginning of a process, but
t hroughout the process. If water is recycled, it should be
countercurrent to the novenent of the produce through the

unit operations.
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The main point here is that, although water

guality needs nmay vary, water should never contribute to the

food safety concerns.

Good nmanufacturing practices to help maintain
water quality would include periodic mcrobial testing,
nmonitoring PH and antimcrobial levels, if antimcrobial
are used, and changing water or adding back water or
overflow as necessary to the process.

Packers should routinely clean water contact
surfaces and equi pnent to renpove debris, plant material, as
necessary. They should also routinely inspect and naintain
water quality equiprment, such as the filters, backflow
devices, chlorination, chlorinators -- chlorine injectors,
excuse me -- and so forth

Sanitizers or antimcrobial in processing water
may be useful in sone operations for reducing both the
pat hogens on the surface of produce and for reducing
pat hogens in processing water. Chlorine, as you know, is
the nost commonly used antimicrobial in the produce
i ndustry, but there are additional -- there are other
antimcrobial chemicals that are under research at this
tinme.

Ceneral guidelines for the use of the
antimcrobial in processing water are shown here. First

and forenost is to certainly follow any applicable FDA and
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EPA requirenents. Secondly, follow manufacturer’s
jirections. That would help ensure the safety and efficacy
>f the use of that antimcrobial. And then, after using
one, follow up with a clean-water rinse.

It is inportant to renmenber that antim crobial
washes may reduce, but not elimnate, pathogens on the
surface of produce and in water. Sone typical reductions
may be from 10 to one hundredfold. As organic material,
such as plant material, dirt, and debris builds up in the
water, the effectiveness of antimcrobial chemcals wll
decr eased. GWs wll include a prewash to renove the bul k
of the field soil, and adding overflow water or changing
wat er i s needed. Operators should also nonitor chem cal
levels, and add additional mcrobial as needed.

Are there any questions or comrents on processing
wat er ?

Yes. Could you go to the m crophone, please.

ABRAHAM | . TENZER
BONAGRA

MR TENZER  Are you aware of any tests that we
can use for cyclospora?

MS. SALTSMVAN: Excuse ne. | didn"t --

MR TENZER Cyclospora.

M5. SALTSMAN.  Yes.

MR. TROXELL: Testing for Cyclospora.
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MR TENZER: | understand that they are still
Devel opi ng tests for Cyclospora, because the existing tests
are not reliable.

MR, TROXELL: That’ s ny understanding, that the
anal ytical nethods are under developnment, and it’'s very
difficult --

MR TENZER: | spoke with Mchael, and that’s
where | got ny information. So how could we try to
elimnate cCyclospora if we couldn’t test for it?

M5. SALTSMAN : Well, we already have said many
times that we have a lot of gaps in our know edge on this
area of the agricultural -- and a lot of the research going
on now is to answer and address those questions that you
have. | mean, that’'s a very --

VMR, BALDW N: The net hodol ogy that exists is not
perfect. Wat we're trying to do is to enhance the
recovery. Right now, we're getting about a 30-percent
recovery on the spores, and we can do sone DNA testing, too.
So the capability is there. It's just that we're not
confortable that we’ve gotten the kinds of recoveries that
we ought to have.

MS. SALTSMAN: Al right. Animal manure or
biosolids can be a beneficial fertilizer and soil anendnent,
but they also represent a significant potential source of

human pathogens. One in particular that you re heard about
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is Escherichia coli, or E. coli, 0157:H7. It originates
primarily in the rum nants, such as cattle, sheep, and deer
which shed it through their feces.

Those who use biosolids are no doubt aware of EPA
regul ations that are already in place. Requi rements for the
use of biosolids on non-public land, including |land for
growing food crops, are set out in Title 40 of the Code of
Federal Regul ations, Part 503. Part 503 requires either
elimnation of the pathogens or significant reduction of
pat hogens, along with certain restrictions.

One restriction is for the mninum tinmes between
the application of biosolids and harvest of different foods
or feed crops. The mnimum tinme interval may be as nuch as
26 nont hs. Many states have additional restrictions, such
as limting the type of crops that may be grown in fields
and orchards to which biosolids have been applied. So
operators need to be aware of their own states
requirements, in addition to federal requirenents.

The use of manure in the production of fresh
produce nust be closely managed to limt the potential for
pat hogen contam nati on. Good agricultural practices for
handling manure include treatnments to reduce pathogen |evels
and maximzing the tinme between nmanure application to crop
fields and harvest of those crops.

G owers should be alert to the presence of feca
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natter that may be introduced into the product grow ng and
randling environnents. Potential sources of contam nation
i nclude use of untreated or inproperly treated nanure,
nearby manure storage or treatnment areas, |ivestock, dairy,
>r poultry operations, and high concentrations of wldlife.

The guide highlights sonme treatnents to reduce
pat hogens in manure. There are both passive and active
treatnents. Passive treatnents rely on tine and the
envi ronnent, tenperature and noisture fluctuations, and UV
i rradi ation. For passive treatnents, nmanure should be well
aged and deconposed before being used. Active treatnents
i ncl ude pasteurization, heat drying, anaerobic or aerobic
di gestion, alkali stabilization, or a conbination of
treatments

Conmporting is a controlled and nonitored process
commonly used to reduce the mcrobial hazards of raw nanure.
The high tenperature generated during conporting can Kkill
most pathogens in a nunber of days. Thus, the risk of
m crobial contanination from conposted manure is reduced
conpared to untreated manure, but this is not a perfect
world, and conporting is not a perfect process.

Sone pat hogens have a higher thermal threshold
than others, and may survive conporting. The tine and
tenperature required to elimnate or reduce mcrobia

hazards in manure or other organic materials my vary
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depending on the regional climte and the specific
managenent practices of an individual operation

Sone gui delines when handling or storing nanure
are shown here. G owers should review existing practices
and conditions to identify situations where nmanure m ght
cont am nate produce. Manure storage or treatnent sites
close to fresh produce fields increase the risk of
contam nating the produce, the fields, and possibly water
sour ces.

Growers should follow good agricultural practices
such as securing manure in storage areas or establishing
runoff controls to mnimze contam nation of produce from
manure in open fields, conpost piles or storage areas onto
nearby maturing crops. Rainfall onto manure piles may
result in leachee containing pathogens. Gowers may want to
consi der covering manure storage or treatnment areas, such as
under a roof or appropriate covering.

Qoviously, untreated manure carries a higher risk
of contanination conpared to treated manure. Applying raw
manure to produce fields during the growi ng season by, say,
broadcasting or side-dressing, is not recomrended.

Gowers may reduce the risk of contam nation from
manure by maximzing the time between application of manure
to a field and harvest. As nentioned this norning, the

Nati onal Organic Standard board, fornmed under the O ganic
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Food Production Act of 1990, reconmends that raw manure not
be applied within 60 days of harvest of organic crops
i ntended for human consunpti on.

A problem or concern here is that no one knows for
sure how | ong pathogens can survive in the field or on
produce, or how pathogens’ survival may be influenced by
envi ronmental conditions.

Finally, treated nanure. Conporting and ot her
treatnments nmay reduce, but mght not elimnate, pathogens in
manur e. It is unknown to what extent the pathogens will
survive treatment and may possibly regrow in treated manure
that is stored after use or before use. Therefore, to the
extent feasible, growers using treated nmanure nmay want to
consi der sone of the recommendati ons nmade for untreated

manure, such as maximzing the tine between application and

har vest .

Now, this concludes the section on manure. If yQU
have any questions, | would be glad to take them now.

Yes.

PAT PASWATER
| NTEGRATED WASTE NMANAGEMENT BQARD
MR. PASWATER: |"m Pat Paswater with the
I ntegrated Waste Managenent Board, and | was curious on your
one statenment here relative to conporting that may vary

according to different regions as far as pathogenic kill and
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whatnot. Wat do you predicate that on, if the tenperature
is constant in pile, in North Dakota versus California? |Is
it variance by region of what is considered an opti num time-
tenperature kill in a different region?

MB. SALTSMAN:  Well, the whole issue has been the
ti me-tenperature variations throughout, and they don’'t have
enough data on it to really conme out with specific
gui del i nes.

MR. PASWATER: Yes. There's the inference,

t hough, that the local climate influences the time-
tenperature in the pile, if, like in the 503 regulations,
the stipulation is for a mnimm time-tenperature
relationship of a certain degree over a period of tinme, and
your statenment here infers that that might not be a valid
appr oach.

MR TROXELL: The issue is the tine-tenperature.
The question -- | nean, how many farners are putting
tenperature probes in the piles? And, you know, if you're
up in North Dakota, and the pile is frozen on the surface
versus Florida, where it’'s still 75 degrees, there’s quite a
difference in the tinme-tenperature curve. That would be the
mai n i ssue.

MR PASWATER | would suggest a little
clarification of that point in the guidelines.

MR, TROXELL: Thank you. That’s a good point.
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V5. SALTSMAN: Yes. Thank you for that comment.

There is no slide up, so this is now the
sanitation and hygi ene section, and | just want to preface
this by saying that we nust recognize that we have a very
diverse agricultural work force in this country that is nade
up of individuals with different backgrounds and cultures.
It cannot be assunmed that this work force knows about or
practices good hygienic practices while working with fresh
produce. The guide, therefore, recomends that all
operators establish good hygienic practices that should be
practiced and followed by everyone who works with or handles
fresh produce.

Perhaps the first step in establishing a good
hygi ene program begins with growers and packers being aware
of existing state and federal regulations regarding
standards for worker hygiene. For exanple, the OQccupationa
Safety and Health Act has standards for protecting worker
health in both the field and packing facilities. Now , OSHA
standards aim to protect workers. Com ng from the viewpoint
of protecting the produce, we nust remenber that infected
enpl oyees will increase the risk of transmtting food-borne
i Il nesses. Therefore, all personnel should comply wth
est abl i shed hygi enic practices.

What can enpl oyers do? W recommend that they

establish a training program to teach good hygienic
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practi ces. Each program should be geared towards the |evel
of understanding of the workers. A formalized program
along with periodic reevaluation and followup training, has
been proven to be effective in other segnments of the food
i ndustry. Qperators or the person in charge of enployees
should al so becone famliar with typical signs and synptons
of infectious diseases.

Now, we had comments to our |ast version of the
gui de saying that you can't expect operators to becone
physicians, and we aren’'t asking for that. W are just
saying the Food Code, the FDA's Food Code, gives typical
signs and synptonms of infectious diseases that are used
t hr oughout the food industry. By being aware of these signs
and synptons, you might be able to question a worker whether
or not they might be ill, and that's just sinply taking a
precaution that’s a w se one.

W do recommend that workers with diarrheal
di sease or other signs of infectious diseases not work wth
fresh produce or produce-handling equipnment. Lesions that
contain pus that are located on parts of the body that m ght
have contact with fresh produce can contanmnate it, so
operators should provide sone kind of protection for those
enpl oyees who might have a lesion. If a lesion cannot be
adequately covered to prevent it from making contact with

produce, the worker should not be working with the fresh
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>roduce.

The guide also nentions the use of gloves, and we
received a nunber of comrents questioning the reconmendation
touse gloves as an alternate hygienic practice. However
ve had many coments that indicated that gloves are a common
?ractice anong certain agricultural practices. Ther ef or e,
ve only recommend that gloves, if they are used as an
alternative practice, that they be used in conbination wth
jyood hand-washing practices, and it’'s very inportant to
insure that glove use is not -- or the use of gloves do not
become another vehicle for carrying pathogens and
contam nating produce.

As already nentioned, we encourage a training
program This sinply highlights sone things we nentioned in
t he gui dance docunent about what to teach. W would
encourage that everyone be taught the inportance of good
hygi ene and what can happen in its absence. Teach them the
i mportance of good hand washing and hand-washi ng techni ques.
Don’t assunme that everyone knows how to wash and dry their
hands. This sinply task is an inportant one, and it ought
to be done correctly.

At our last group of public nmeetings back in
January or Decenber, we had a comment from an enployer who
said, “l’ve never thought about that, that ny enployees nay

not wash their hands correctly,” and he mentioned that he
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may have to -- that nmaybe he needs to reevaluate that.

Wth respect to toilet facilities, the guide
reconmends that workers be encouraged to use avail able
facilities to reduce the potential for cross-contam nating
fields, produce, other workers, and water supplies. Be sure
that workers are given the opportunity to use toilet
facilities when needed, and not sinply when they are given
the time for a break.

Provision of toilet facilities for workers is
required by law. W don’t repeat the law in the guidance
docunent, but we make reference to it. OSHA has two
separate laws under -- 29 Code of Federal Regulations 1928
applies to field sanitary practices, and for facility
sanitary practices, 29 Code of Federal Regulations 1910
applies to packi nghouses or packing facilities. So those we
just want you to be aware of.

Sone general practices to apply to sanitary
facilities, including toilets and hand-washing facilities,
are that they be accessible. They should be properly
| ocated so as not to be near a water source used in
irrigation or in an area subject to potential runoff in the
event of heavy rains. Likewi se, they should be well
supplied with paper, a water basin, water, soap, sanitary
hand-dryi ng devices, and a waste container. Al facilities

shoul d be kept clean and sanitary, and containers used to
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store water for hand washing should be cleaned and sanitized

on a routine basis and then refilled wth potable water
When handling sewage disposal, operators should

al so consider following all applicable EPA regul ations.

Under 40 CFR Part 503, we’'ve nention of this already today.
They indicate proper disposal of sewage. Tank trucks shoul

have direct access to toilets when servicing them For all

d

toilets, it’s inportant to have a plan for contai nment of
effluent in the even of a spill or I|eakage.

W have seen one operation where toilet facilities
were noved in the field on a tractor bed as the workers were

harvesting the crops. This situation certainly maxim zed
the accessibility of the toilet facilities to the workers,
but care nust be taken to ensure that the facilities do not
contaminate the field and produce. In this particular
i nstance, they did not, because they were follow ng along i
parts of the field that were already harvested.

Now, before continuing on with field sanitation
woul d wel cone your questions or comments on the worker
heal th section.

(No response.)

MS. SALTSMAN: Some good manufacturing practices
that are recommended when working in the field are shown
her e. Most of these are pretty nuch just good conmon sense

and good practice. One, just cleaning harvest storage

n
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*acilities prior to use, repair or discarding damaged
sartons. Wen you can’'t clean a carton properly, it’s going
:0 -- there’s a trenmendous potential for it to hang on to
»>athogens that may be in the nud and dirt that they come in
contact with. Then clean nuddy containers before use.
Remove as much dirt and nud from the produce as practicable
in the field. Leave it where it canme from And, lastly,
insure produce that is packaged in the field is not
contaminated in the process.

It is also inportant that field equi pnent be used
appropriately, where it is during planting, grow ng, or
harvesti ng season. Field equi pnent includes a wde variety
of things, not just the large machinery that you commonly
see, but it includes cartons, baskets, tables, cutting
materials, packagi ng, buckets, aprons, anything.

For the large equipnent, if any equipnent has been
used to haul garbage or manure or other such material, it
shoul d not be used with fresh produce, unless that piece of
equi pnent has been cleaned and disinfected first. The guide
recommends that operators assign soneone to be in charge of
equi pnrent and be responsible for ensuring that it is
mai nt ai ned, working properly, and as clean as practicable

For all packing facilities or packinghouses and
the grounds around them a general recommendation is that

they be maintained in good condition so as to reduce the
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potential for mcrobial contamnation of fresh produce.
This would focus on keeping grasses cut, debris, trash, old
equi pnment haul ed away. Anything that could harbor or fester
pests should be cleaned up and kept away from the packing
facility.

Simlar guidelines here as to the field is to
renove as nuch dirt and nud as practicable from produce
outside the packing facility or packing areas. Repair or
di scard damaged cartons, and then clean nuddy pallets,
containers, and so forth before using to transport fresh
produce.

In one our site visits, we saw a carrot packing
facility where trucks seened to be unloading as nmuch dirt as
they were carrots. This extra field soil certainly placed a
trenendous burden on the cleaning operations in that
facility.

Packi ng and packagi ng equi prment, like field
equi prent, needs to be kept in good working condition, as
clean as practicable, and used appropriately to prevent
m crobial contamination of fresh produce. Al packing areas
shoul d be cleaned at the end of each day of use, or nore
frequently as needed.

Packing facilities that are not enclosed certainly
come with their own sets of concerns with respect to

contam nation, and blowing air can easily carry contam nants
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>nto t he produce. So that requires nmuch nore caution, when
jou’re going to be packing out in the field.

Qperators should ensure that cooling systens are
nai ntained in proper working order and be kept clean. It is
also inportant to clean all product storage areas On a
regular basis, renmoving dirt, debris, and produce waste.

Finally, for all packing facilities, we are
recomrendi ng that you establish a pest control system  The
juide recommends that operators establish a pest contro
system maintain the grounds in good condition, nonitor and
maintain facilities regularly, try to block access of pests
into the enclosed facilities, and to use a pest control |og
whi ch could be used to nonitor or to register when
treatnents have been used, were they successful, follow up
i nspections, and so forth.

Now, before going to the |last section of the
guide, I'd like to hear any comments you m ght have on field
and facility sanitation.

(No response.)

MS. SALTSMAN: A new section that appears in this
guide that did not appear in the last one was put in in
response to comments. Qperators who pernmit custonmers to
pick their own produce or who sell produce directly to
customers should use the opportunity to teach custoners

about good handling practices for fresh produce and to
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romote good hygienic practices.

Custoners should follow established hygienic
ractices, just as you would require enployees to do. The
juide recommends that all custonmers who pick produce be
>rovided with properly equi pped hand-washing stations in the
field, and that there be clean, well equipped, and
sonvenient restroons for their use. Finally, we encourage
>perators to educate consuners about washing produce before
zating produce raw.

Transportation, another inportant area. Agai n
t hr oughout the whol e gui dance docunent, we have nmaintained a
jeneral statenent that anything that conmes in contact with
fresh produce has the potential of contamnating it, whether
it’s water, nanure, workers, and certainly the
transportati on segnment is no exception

Produce may becone contam nated during | oading,
unl oadi ng, storage, or transport operations. Wor ker s
involved in the transportation field should follow the sane
ki nd of good hygienic practices that are required for field
and facility workers.

The guide recommends that operators ensure that
soneone is responsible for inspecting trucks and transport
cartons before |oading produce. I nspect for cleanliness,
odor, and any signs of contam nation. Find out what prior

| oads were carried in the vehicle before |oading the
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vehi cl e. It may be prudent to clean and disinfect it before
| oadi ng fresh produce.

W had one conmment from an operator who
automatically makes it his business to clean transport --

clean trucks and any cartons before |oading his produce,
just because he doesn’t want to have to try to guess what
the transport carton was used for.

So it’s inportant to keep transportation vehicles
clean in order to reduce mcrobial contam nation or cross-
contamination of fresh produce. The bottom line, again, is
to try to focus on prevention of problens instead of trying
to put out the fires once they begin.

During transportation, it is recomended that
proper storage tenperatures be maintained to ensure both the
quality and the safety of fresh produce. Load trucks or
transport cartons in a manner in which you mninze danmage
to fresh produce.

Tr ace- back. You’' ve heard that nentioned earlier
t oday. Trace-back is the ability to track food itens from
the consumer to the source of the products. Effective
trace-back prograns can serve as an inportant conplenent to
good agricultural and manufacturing practices intended to
prevent the occurrence of food safety problens.

This just gives an overview of a trace-back

process that we present in the guidance docunent. It begins




1c
11
12
13
14

1€
17

1€

86
with identifying the suspected food item and the point of
service, where the food that caused the outbreak was served
or sold. Next, pertinent product information is gathered
such as identifying product type, packaging, |abeling, |ot
nunmbers, expected shelf life, and so forth.

Identifications and documentation of the source of
t he suspect shipnents of the produce can be obtained up to
the point of service in one of two ways, one, by tracing |ot
nunbers, or by reviewing delivery records for information
about the time period when the product was sal eable and
useable, conbined with enployee interviews at all points in
the distribution chain.

Now, this option requires a lot of time and
effort, and the information gained may be |ess than perfect.
There is absolutely nothing easy about trace-back when
you're dealing with produce, and it’'s very difficult, and
there are no clear answers on the best way for it to be done
at this point, but the guidance document just recomends
that operators do what they can to cover their own
responsibility in the process.

Sone of the challenges for the fresh produce are
shown here. Applying a trace-back system does have many
chal l enges, and one of which is that fresh produce has a
short shelf life, and is often gone by the tinme an outbreak

is reported. Current practices in fresh produce marketing
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and distribution systens nakes a direct identification of
the source difficult.
Two such practices are the use of recycled

shipping crates and commingling of produce during

distribution or at retail. Further, if an inplicated
| ocation such as a field or packing facility is identified,
the source of contamination may no |onger be present when

investigators arrive at the scene.

In spite of the challenges, an effective traCe-
back system offers several benefits. First of all, it my
lead to a specific region or packinghouse or field, rather
than to an entire comodity. It may limt the population at
risk. It might help mnimze unnecessary expenditure of
already scarce public health resources.

Probably, from the operator’s point of view, very
inmportant is to help reduce consunmer anxiety about eating
t he produce. W are never trying to mnimze the inportance
of eating fresh produce, and are certainly going to
encourage that nore fresh fruits and vegetables be consuned.
| mproved trace-back may also lead to information about the
sources of contam nation that mght help refine future good
agricultural and nmanufacturing practice recomendations for
m ni m zi ng contam nati on.

Now , once good practices are in place, it’'s

important to ensure that the process is working correctly.
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W encourage the regular nonitoring of the operations to
ensure that all practices are being followed. Wthout
accountability, the best attenpts to mnimze risk of

contam nating fresh produce are going to be subject to

failure

Now, this concludes ny presentation on the
gui dance docunent. Are there any questions on any section
that you would like to raise?

DONNA M GARREN
BOSKOVICH FARMS, | NC.
M5. GARREN: Donna Garren from Boskovi ch Farm
You made mention to the transportation industry. Bei ng t hat
we are growers and packers and processors, our mssing link

tends to be the transportation industry. Wen trucks cone
in, a lot of them are independent trucking agencies, and
between retail and end, they're our only links, and if
they’'re not clean, or if they don’t have certain standards
that they need to abide by, how are we going to nonitor? |
know you’ ve nentioned sonething about training or
educational progranms for the trucking industry. s that in
the works, or what agencies are going to be responsible for
t hat ?

MR TROXELL: Let me nmake a couple comments on
t hat issue. It’s been a while ago now, so | don't renenber

exactly when we put out a Federal Register advanced notice
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of proposed rule making dealing with transportation issues.
Ne have not noved to do a proposal, but, in the neantine,
the trucking industry has taken a great deal of interest in
doing industry guidance, and they’'re actively pursuing
devel opi ng industry gui dance.

What’'s interesting is that the trucking industry
seems to have pieces of guidance. You know, one group has
sonme, another group has sone, but this effort now which
we’re doing in partnership with Food Safety Inspection
Service of USDA is going to bring all the groups together
and they can, you know, build on each other’s work already
done. So they're well aware of our concerns, and we're
pur sui ng those.

MS. SALTSMAN: Yes, sir.

MR. TENZER.  Abe Tenzer, Bonagra. | would like to
comment about two or three points. The first point is that,
in the sanitation section, nention was made that organic
matter may affect the efficacy of chlorine in |eaving enough
chlorine to sanitize the fruits and the vegetables, and your
recomendation is to add nore chlorine, and I would like to
address the subject later froma scientific point of view

Having chlorine doesn’'t necessarily nean that you
will get better sanitation. There is a certain conpound
that you need which, is hydrochloric acid, to kill the

m croorgani sns, and if you don’t nonitor the HOCL, you don’t
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know what’s going on in your sanitation wash to begin wth.

Second thing is, you could not rely on people
comng in every half-an-hour or 20 mnutes or 15 mnutes and
addi ng chlorine, because you don’'t know what the tenperature
conditions were, and the conditions for the formation of
hydrochloric acid are very, very limted, both in PH and
tenperature range, so that, if you don’t have an autonatic
system that nonitors and injects, and ascertains that the
HOCL level is steady, you don’'t have a steady sanitation
To this effect, our conpany and sone other conpanies have
devel oped monitoring systenms, and | would like to address
this issue later on, if | may.

Com ng back to the comments about the practices,
the field practices, one of the biggest problens that we
found out with our growers both in Anerica and in Mexico is
that they are using the same things. They started by using
wooden bins, which are, A a big no-no in this industry and
shoul dn’t be used at all. They switched to plastic, big
bins that are comng in fromthe fields |oaded with the
t omat oes, the peppers, and things |ike that.

Those bins have to be sanitized before they go
back to the fields, because, if there is any contam nation
in any of the bins, it wll cross-contam nate the new
produce that is going to be shipped the second tine around,

or the third tinme around, or the fourth tinme around, and |




1C
11
12
13
14

1€
17
18
1¢
2C
21
22
23
24

91
don't believe that the guidelines have specifically
addressed this issue.

Anot her thing which | would like to add is in the
area of transportation. You nentioned that one of your
comments indicated that he sanitizes every truck that cones
in, and | think that that should becone nandatory. W know
only of one or two large trucking conpanies that are forcing
their drivers to sanitize by using sanitation chem cals and
hi gh- pressure hoses, with water and desanitizer, the trucks.
Qur conpany has devel oped a sanitation product for trucks,
and so do other conpanies. The technology is available, and
we should incorporate it into the guidelines.

That’s basically what | would like to conment in
the various sections, and | hope |I didn't take too much of
your time, but | know that each one of the comments has
proven to be very critical to us.

VMR, TROXELL: Thank you.

M5. SALTSMVAN: Thank you for your comments.

LEE FRANKEL

FRESH PRODUCE ASSCCI ATI ON OF THE AMERI CAS

MR FRANKEL: My name is Lee Frankel. I'm with
the Fresh Produce Association of the Americas, and | have
just some specific coments, nore on how certain itens are
presented in the guidance docunent, and wanted to give a

little feedback.




[ 4

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

92

| guess one question that would help nmaybe clarify
from the nontechnical user’s point of view, there's a
definition of “sanitized” being a five-log reduction in the
m crobial count, and | guess just a general question is,
well, what's the starting point? 1Is this like a dirty
vehicle, contam nated inplenent that we’'re hosing off, or is
this something that we generally keep clean that we need to
make practically sterile, and maybe just a little bit nore
expl anation there would be hel pful

| guess another conment was on section two, on the
water. | guess that’s subsection 2.1. It tal ks about a
general consideration for water used in a series of
processes, and it makes a statenent that maybe the water in
the first dunp tank doesn’t need to be as clean as the | ast
wat er .

I was thinking maybe we should take that statenent
or inplication out, if, you know, we' re talking about
sonething like tomatoes, later on, that says, vyou know, if
there’s a difference in the pulp tenperature conpared to the
first wash water tenperature, that there wll be
infiltration of water in that first stage, and nmaybe that’s
the area where it’s the nost critical to have the cleanest
wat er .

| guess in the same section on water, | guess 2.2,

in the wash water, specifically, it says, “Use appropriate
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wash nethods,” and then it sort of mentions maybe using hot
wat er surfactants, and | guess we’'re naking the
reconmendation just to go ahead and have, right there, a
little bit nore explanation as to why that’s useful from a
producer’s point of view

| guess one of the other bullet points was
consider the use of sanitizers, and it tal ks about
nonitoring chlorine |evels. Maybe we could make it
sanitizer-neutral, and talk about sanitizing agent I|evels
instead of chlorine |evels.

Let’ s see. Then | guess it tal ks about
considering the wash water tenperature, and | understand you
got conplaints from certain people that pre-cool product,
and you switched back to enphasizing on tonatoes again, and
| guess ny understanding is it’s not so much maybe tonatoes
in particular, but anything that has a stemend scar or a
harvest scar. That’s where the opportunity -- where you're
getting this pressure differentials, and maybe if we can
avoid being so specific on tomatoes, and that’s useful about
harvest scars, to nake that nore explicit.

Let’s see. | guess, on section four, sanitation
hygi ene, there’'s references to danmaged cartons. | guess
ncartons" SOrt of has 5 specific connotation of kind of a
final carton that the product is shipped in to the narket,

as opposed to how nmuch if you re looking -- maybe the word
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containers as well as shipping cartons, or just all the
different areas, and maybe “containers” has less industry
connotation and would be all-enconpassing.

Let’'s see. | guess those were -- well, | guess
one other one was --

UNI DENTI FI ED SPEAKER: Excuse ne, M. Frankel.
Woul d you speak up? W can't hear you in the back

MR, FRANKEL: Ckay. 1'11 speak closer to the
m ke, and |’m just about finished, anyway, so | apol ogize.

The *‘other one was tal king about renoving dirt, an
in the guidance docunent itself it focuses solely on the
fact that dirt may contain fecal contamnation, but | guess
sone scientists are talking about the high-level mcrobia
activity in just any soil, anywhere, and | don’'t know if
that’s a threat to human health that we need to be worried
about, or maybe just clearing up one way or the other,
guess, might be helpful as well. Thanks

MS. SALTSMAN: Thank you for those conments.

W will be getting copies from the transcripts
here, so your comments w |l be considered. |”m not witing
t hem down. That’s why | don’t have to. Sonmebody else is
doi ng that.

MR, TROXELL: O her questions?

(No response.)
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MR, TROXELL.: [f not, | have a question. There
has been -- obviously, one of the hot spots in this has been
wild ganme, wild animals, and there’'s been concern about how
the wordi ng has been cast about the bal ance between
protecting, you know, the wildlife, versus the potential for
cont am nati on. So what | would Iike from the audience,
either now or in witing, is, you know, wording for dancing
through that that will help us cast it in a way that is nore
appropri ate. | nean, we really need help on these kinds of
things, so we can strike the right bal ance.

MODERATOR VI OR: Are there any other questions
specific to what was presented just now in regards to the
presentation? Step up

MR TENZER: Are there any other sanitizers
approved to this nonment in tine? |It’'s directed to you, Ted.
Any other sanitation systens, nethods, chem cals approved to
this point in tine to replace the conventional sodium
hydrochl oride or chlorine dioxide, such as wor ozone?
What’s the status on that? That’s question nunber one.

Question nunber two, what are we going to do about
determning the maxi num allowed mcrobial contam nation on
the various comodities, in nunbers of colonies per gram or
any other description? Wat are we doing about that, and,
particularly, are we going to abide or be guided by

gui delines that have been developed in Canada, in the United
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{ingdom, and in Australia, in Israel, in general practice,
iabout this mninmm requirenent? Because it’'s very, very
1ifficult to work w thout having a -- nunber to hang our
Laboratory coat on, so to speak. Thank you.

MR, TROXELL: On the second question, |let nme say,
if you have sone information to shed sone light on that,
along with the scientific basis to support the nunbers, we
vould be glad to consider it. W' re focused on pathogens,
and any other endpoints we would |ook at would be used as
surrogate markers, in lieu of being able to detect the
oathogens, but we’'d have to be able to -- we’'d want to,
presumably, be able to link that surrogate to the likelihood
of a pathogen being present.

| cannot, wunfortunately, provide, you know, song
and verse on each of the disinfectants. | know ozone is
used in sonme drinking water systens as a disinfectant,
sonetimes in conbinations with chlorine or in lieu of
chl ori ne. So, you know, we just need to use these in
accordance with the federal regulations. |It's either food
additive regulations or EPA's regulations on disinfectants
for use on raw agricultural products.

W realize there’s a great need to clear nore of
these, to provide flexibility in doing these various
sanitizing operations, and that’'s sonething that both

agencies need to work on, but, in the meantime, there 15 a
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basic set of disinfectants available for use in your
oper ati ons.

MODERATOR VIOR: Anything else? W were
scheduled, if you look at your agenda, for a break, and then
go into the specific public coment period. G ven the fact
that we’'re ahead, and people’ s schedules, if you would
indulge ne, | think we can do away with the break and nove
into the public comment, so that all of you can nmove on wth
your day as well as ourselves.

There were a nunber of folks who had indicated

they would like to make public conment and address their

i ssue. | have sone nanes here. Juan Muniz, Lee Frankel,
Lorena Santana, and Abraham Tenzer, if you would step up, if
that is still your interest and preference to do so.

It’s Juan Muniz.

Just one housekeeping rule. There is a limt of
three m nutes. Not that we're running -- but, please, in
order to give everybody an opportunity.

JUAN MUNIZ
RAMOS LABORATORI ES

MR MUNIZ: Juan Miniz with Ranps Laboratories,
and ny concern right now is how we are addressing the
packing facilities, for exanmple, that we are trying to
define and we are going to use their good manufacturing

practi ces, again, HACCP program because we are using nainly
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packing facilities that kill reduction of mcrobial
contamnation, |ike chlorination systens that we are
tal ki ng about, but in processing facilities, the -- of the
fresh vegetables, we are doing HACCP prograns for that, and

it’s mainly close to what we are doing there.

So ny concern is where we are going to get exactly
what we are going to use in packing facilities. It will be
good manufacturing practices only, or we are introducing the

HACCP prograns for that particular areas? Because there’s

still a big debate there.

MR, TROXELL: If you would Iike nme to coment on
that, | can take a mnute. | mean, basically, HACCP
prograns have basic sanitation operating, basic SOP,

sanitation SOPS, along with that program So, if you’re
able to acconplish a HACCP program or HACCP-type program
whatever it neets, which incorporates sanitation SOPS, then
basically you will have achieved what we're trying to

achi eve here, and probably nore. So that’s great.

MR. MUNIZ: Yes. I’"m going with the HACCP
program but it’s still a big debate out there. Peopl e want
to use -- with a good manufacturing practices, in kind of a
quality control manner, instead of trying to set up a

critical control point there in the packing facility, when
the operation is simlar, where we have in processing

facilities, in terms of using a chlorination systemto
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reduce the allowed of (sic.) bacteria. So that was only
ny --

MS. SALTSMAN: Thank vyou.

M. Frankel.

MR. FRANKEL: Good afternoon, again. My nane is
Lee Frankel, and |’ m speaking on behalf of the Fresh Produce
Associ ation, which is a -- the core nenbers are inporters
who inport approximately 4,000, 000,000 pounds of fresh

produce from Mexico each year, and | guess, given that |’ve
al ready nade sone specific docunent comrents, |’m going to
have nmake sone general Food Safety Initiative conmments.

The first request is that the FDA, and USDA in
particular, should try to help nore clearly outline the
goals of risk reduction that we're hoping to achieve, beyond
just a general statement of safer food. | think virtually
all within the industry and consuner groups alike support
safer foods, but wthout, maybe, some specific goals in
mnd, it nmakes the task to try to notivate the mllions of
peopl e around the world involved in the production processes
properly notivated (sic.).

Then | also wanted to kind of call your attention

to, | guess, a 1998 article from the _Colunbia Journalism

Revi ew that sort of went back and tried to find out where

does this 9,000 deaths annually nunber cone from and I

guess they -- yvou know, it wasn't USDA or it wasn’t CDC, but
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it was back to the original papers done by a couple
?rofessors for their mathematical nodels, and how it’s not
necessarily a real kind of peer review type of nunber

That’'s sort of just like as an exanple, that if we
can, you know, also encourage kind of a devotion of
resources to establishing sone types of nore accurate risk
anal ysis that growers and producers and shippers can use to
hel p guide them prioritize what should be the first things
that we’'re attacking, or what’s the nost inportant things
that we can be doing in order to achieve a safer food
supply .

The second general request is that the guidance
docunent should maybe nore clearly reference the entire
farmto-table pathway, given the kind of big title from the
guide, “CGuide To Mnimze Mcrobial Food Safety Hazards for
Fresh Fruits and Vegetables.” You know, | guess, again, you
know, naybe an area just to show or nake the industry feel
like you're not picking on us, you're taking care of the
whol e subject, is nmaybe reference sonme of the work you’ve
already done with the 1997 Food Code as it relates to
restaurants, and what you re doing on that aspect.

| guess, in addition, 1'lIl forward this on to you,
but there is a 1998 survey by Audits International which
surveyed -- 99-percent of the U S. household kitchens that

t hey surveyed were “unacceptable,” sort of based on sone of
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t hese Food Code recommendations and guidelines, and sort of
in short, just as, you know, our association recomrends that
we kind of reenphasize the need for strong educationa
efforts, and maybe even guidelines, maybe even in this
docurent itself, that the hone consuner can use to
participate in the process.

One of the other points is just a request, again,
that the admnistration effort for food safety continue to
respect the concept of national treatnment on this issue. W
believe that food should be held to the sanme |evel of safety
regardl ess of the country of origin

| guess recently | spoke with the staff nenber for
one of the congresswonen that introduced sone of the FDA
expansi on, or encouraging them to do nore foreign
i nspections, and giving them the authority, and changing the
definition of “adulterated food,” and the conmment from that
staffer was, ‘'Wll, we don’t care. | nports have to be 10
times safer than what we require of U S. producers. You
know, we’re just interested in safe foods.”

| think, you know, if we kind of even |ose that
veneer, that this is about a public health issue instead of
a trade issue, that -- you know, | guess nore work needs to
be done on that, and | guess one request is -- | know both
the FDA and the USDA have legislative affairs offices, and

maybe if there can be some increased activity to try and
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educate the people that will be passing the laws and the
regul ations, | guess that would be greatly appreciated.

| guess one of the other points along that front,
as | | ooked back and |ooked at the sort of food-borne
illnesses associated with produce reported since 1990, and
saw that the incidence were roughly proportional with the
mar ket penetration of inports and domestic foods -- | guess,
again, if that could maybe be reenphasized to sonme of the
policy makers, that just if we ban all inports and replace
that with domestic production, that the food-borne illness
incidence will probably not be changed in any neasurable
way.

| guess | would like to give a brief summary of
some of the mmjor prograns sone of the different grow ng
regions in Mexico have undertaken on this effort. | guess
you' Il be hearing somebody from the state of Sinaloa, and
their growers’ association has devel oped gui dance docunent
for their growers. They’ ve done a baseline survey of their
hundred | argest produce farns, and they have a dedicated
staff nenbers to work individually with the growers to
correct sonme of the things they found during that baseline
survey, and, in addition, they ve created a worker
sanitation training video.

The growers in the San Quetin region of Baja

California |ikewi se have a dedicated staff, just on just
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field sanitation, a hygiene education program | guess sone
3APs and good manufacturing practices for their main
comodities, and the state of Sonora has authorized funding
for 40 full-time staff menbers to go throughout the entire
state and conduct that type of work.

| guess the reason | bring those prograns out is
to show that, you know, there is a need for a concept of
regionalization like the USDA and FDA do with phytosanitary
i ssues and chem cal residue inspections. You know, the U.S.
governnment recogni zes that particular regions may be cleaner
than others, as well as individual growers, and | guess our
feeling is, if those growers or regions neet or exceed all
u.s. regulations, rather than relying solely on what a
foreign country’'s national policy is, that if we can show
we’'re producing safe food, that that should continue to have
access to the U S. narket.

So | would just like to reiterate that we support,
you know, the goals of the admi nistration on this project,
and | wanted to say thank you for the changes that you did
make fromthe first draft to the draft you have now, and,
hopefully, wth the upcom ng nenorandum of understanding
between the U.S. and Mexico, that not only will that sort of
help pave the way for us in foreign field visits, but also
cl oser coordination of the policy between the two countries.

Thanks agai n.




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

104
M5. SALTSMVAN: Thank you.
Lor ena. Ricardo, | think we mght need your

assi st ance.

LORENA SANTANA
CADI S
V5. SANTANA: Good afternoon. My nane is Lorena
Santana, and | represent CADI S, from Culiacan, Sinaloa, and
I will start to speak Spanish, and answer, and I’m sorry
because | can’t do it in English

I would like to comment on what ny group has been
doing with the voluntary guidelines. W started by doing
a -- or diagnosing our hygiene and our cleanliness. It is a
sanitation --
GOVEZ :  Well, vyes.
SALTSMVAN: Regarding -- sanitation practices?
GOV Z: Yes, yes.

> 3 » 3

SANTANA: Ckay. W visited sonme packi nghouses
and fields, and we had sone interesting results and
observations, which led us to make sone concl usions, and
they started working on those.

During this evaluation, we found three things that
were very inportant that we consider, and they were
i nvol venent, investnent, and training of people. W were
then able to catalogue or classify the producers and packers

into three categories, and we found that some producers were
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very much involved and very nmuch up to date, and wanted to
be involved in follow ng good practices, but we still have a
long way to go with some of the others that are not as up to
speed as these were.

W have a quality program or program on quality,
and we have three different aspects of it, qualities of
physical qualities, chemical qualities, and mcrobia
quality, and the third one, of course, is the good
agricultural practices and good GVPs.

We found out that the nost needed part was
education, and we have then devel oped a video for training,
and it refers to the good ag practices and good GWs for the
workers both at the field and packi nghouse.

W' ve also started to devel op a program based on
standard operating procedures following the guide, and in
t hese SOPS, we’'re considering managenent, disposal, potable
water for the enployees, and very many others. The list is
very | ong.

We are working very hard. | don’t know whet her
we’'ve done a little or a lot, but we are working hard at it.
Thank you.

MS. SALTSMAN: Thank you, and thank you, Ricardo

W have one nore person, M. Tenzer

MR TENZER: For sonme reason, the overhead

transparency equi pnent was given back or is not here
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anynore.

MS. SALTSMAN:  No.

MR TENZER: And if you renenber, | nentioned that
I would naybe provide presentation. | don’t know why this
happened. But since we don't have it, there's very little |
can do about it, so I'll have to talk instead of show ng you

what we have done, and | would like to say a few things.

UNI DENTI FI ED SPEAKER: \Well, clearly, please
submt the entire -- all the materials, you know, in a
coment later. W' Il include it in the record

MR TENZER Fi ne. That’s very kind of you. |
appreciate it.

First of all, there’s a question of the five-log
production that | believe Lee Frankel nentioned, and the
juice people have gotten -- the 1ith Conmandnent, and the
guestion that 1'’m asked by the juice people, as we are
involved in the sanitation and nmicrobial testing, is “Wat’'s
the m ni mum nunber that we can afford?” Because log five of
100, 000, 000 colonies is a different nunber than a log five
of 100,000 colonies. Wiat’'s the neaning of the FDA
requirements of five-log reduction, for any nunber under any
condi ti on?

Secondly, what’'s the contact tine? Because
sanitation, as you all know, doesn’t depend only on the

antimcrobial agent that we have. It depends on the anount
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of tinme that we are really using the antimcrobial agent on

the fruits and the vegetabl es.

So | would Iike to call your attention to this
poi nt . You have to be nore specific. You couldn’t just
state the general idea of five-log reduction, which is not

possible with chlorine unless you go to 1,000, 2,000, or
3,00 ppm and even in alfalfa sprouts, doesn't -- kill the
Sal nonel l a that you have in there.

so we are really in a linbo here, and by not being
specific, we are aggravating the situation, and |’m sure
it’s -- bearing in mnd that we have -- in the FDA and the
usbA, and in the industry in Arerica, we can conme Up wth
some nore meani ngful information. That’ s nunber one.

Now, the other thing is, there is only one
specification, to the best of ny know edge, that is
applicable to the sanitation to the fruits and vegetabl es,
and that’'s CFR 21 173.315. Am | right in that or wong on
that? CFR 21 173.315 is the only specification that
specifies the antimcrobial agents that we are allowed to
use in washing and cleaning fruits and vegetabl es.

MR, TROXELL: There may be a few other references.
Some of those may already be listed on the graphs list or
somet hi ng. So we’'d have to --

MR TENZER Yes. Well, if something is listed on

graphs, you can just use it without making reference to this
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particul ar specification?

MR TROXELL: |"d have to get back to you on that.

MR TENZER  Okay.

MR TROXELL: |”m not exactly sure.

MR, TENZER: Ckay. Right. And our conpany,
Bonagra, has devel oped a chlorine potentiator. It took US
about eight years and two-and-a-half mllion dollars to

develop it, and what we have done is we have applied
conmponents that are specified in CFR 21 173.315, which is
the sane specification that allows us to use chlorine, so
that it's considered to be a processing aid, and that
technol ogy has been available in the United States for the
past eight years.

As you nentioned before, Ted, we need conpliance
with the FDA or the -- you know -- specification. This, our
CP, the chlorine potentiator, is in full conpliance with CFR
21, and was tested for sinplicity by Gbraltar Testing Labs
way back in 1990, and was found to be nontoxic in ’98, and
based on EPA -- so this technology is available, and it’s an
Ameri can technol ogy, developed in Anerica, being used by
American conpanies, and we would like very, very nuch to
recommend that you include it in your guidelines. That’s
nunber one.

Nunber two, the chlorine potentiator technol ogy

allows us to work in packaging houses -- Up to a range of




109

1| 100 degrees Fahrenheit, which you could not work wth
2|regular chlorine, because, as you know, chlorine starts
3|evaporating at 55 degrees Fahrenheit, and conditions in nost
4| of the packi nghouses, both in America and Mexico and ot her
5|countries, are far from being 55 degrees. Only the
6|processing plants which are contained in buildings could
7{maintain this tenperature range. So | would like you to
8|note that if you have a packinghouse, and you want to get

9/ good sanitation, you may as well know about our technol ogy,
10f{and use it, if you can

11 The third point is that the PH range that we are
12f{usually working to obtain the hydrochloric acid, HOCL, is
13fusually between 6.5 to 7.5. In our particular testing, for
14| the past six, seven years, we found out that we can extend
15| the range of the HOCL formation up to between a PH of six to
16| a PH of 10.

17 The sum total of the systemis, is that we have a
18| system which is nuch nore effective in utilizing chlorine.
19| W can cut down on the amount of chlorine that we use, which
2opverybody would like to do, by 30 to 50-percent, and get a
21 much better -- by utilizing our technology with the

22| chlorine, and the result is that you get a cleaner produce

23 that has much |l ess count of plant pathogens and human

24| pathogens in it.

25 W have denonstrated by studies that we ran with
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Dairy Food Laboratories that this technology could elimnate
E. coli 0157:87 to the extent of five, six |ogs, under
certain conditions. This is why | asked the first question
to begin with, because, again, we are working against an
unknown requirenent by the FDA, and we would like to clear
this up. Thank you very nmnuch.

JASPER E. HEMPEL

VWESTERN GROAERS ASSQCI ATI ON

MR, HEMPEL: | didn’t sign in, but hopefully I
can --

MB. SALTSMAN: No problem Good nor ni ng.

MR, HEMPEL: Thank you very much. I'm Jasper
Henpel . | represent the Western Growers Association, and on
behal f of Western G owers Association, | want to conplinment
you for making the changes. This is truly -- one tine in
our earlier grassroots hearing you heard us. You

accomodat ed nost of the changes. I won’t belabor the issue
of wild animals. That’s an issue that we are going to be

commenting to you specifically on in our witten conments,

and we'll try to provide sone guidance in ternms of witten
| anguage. But thank you. You ve taken a big step forward.

Having said that, | don't want to be redundant,
but I do want to reiterate a couple of points that Lee

Frankel and others have nmade, and the question is, with all

due respect, it’s not the question of “Wy produce, why
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now," but why are we focusing on the grower side of the
equation, harvest to transportation, as opposed to focusing
on where the real problemis, which is post-purchase food
handl i ng practices?

I was delighted to hear that you are |ooking at
educating consuners, and we applaud that, and suggest that
you take the bulk of the resources that are available to you
and nmake that your primary focus, especially if your own
statistics and CDC’s statistics confirm that over 70-percent
of food-borne outbreaks occur by post-purchase food handling
practices by unknowi ng consuners.

Havi ng said that, again, though, we devel oped our
food safety guidelines because we believe that it’s the
right thing to do, not only for our nenbers but for
consuners, and for anybody that eats fresh fruits and
veget abl es. They need to have assurance that we in the farm
community are doing everything we can to mnimze mcrobia
cont am nati on. Your gui dance docunent furthers our goals,
as wel |.

So | wanted to share with you sone of the things
that we’ll be doing in the near future. You' ve al ready
heard of sone of them but what we would like to do at our
next iteration of our voluntary food safety guidelines is to
i ncorporate sone of the concepts which you have presented in

your gui dance docunent that we don’'t have in our guidance
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document.

At the sane tine, we are working in cooperation
with the state of California and our friends in the grocer
community, California Gocers Association, to try to devel op
a conprehensive trace-back system Right now, we have
various forns of trace-back fromthe field to the first
point of distribution, whether that’'s supermarket, retail --
excuse ne -- distribution, retailers, and food service

W need to get beyond that point because now, if a
consumer gets sick, you can probably get it back as far as
the supernmarket, but you can’t, in many cases, get it back
to the field, and we agree with everything that has been
said so far of the damage to the industry as a whole if we
don’t have a very specific trace-back system So we are
wor ki ng aggressively on that.

W' re also working aggressively to develop an
educational program and as many of you from governnment
know, Western G owers, along with United and other
organi zations, have been involved with your educational
outreach efforts. Again, | say this with a certain anount
of respect. That is, we don't think you re going quickly
enough on education, and so we feel conpelled to nove a
little faster than you are.

To that end, we are going to build on the work

that the California Strawberry Conm ssion has put together
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an outstanding quality assurance plan, and they have allowed
us to use that as a tenplate for a textbook around which
we'll build a food safety curriculum wusing university
scientists as well as public health and public food and ag
officials, and we plan to have our first educational guinea

pig semnar right around the first of Septenber. What we

intend to do is to give some evidence of conpletion of this
program W won't call it a certification, but it wll be
sonme evi dence.

Again, we appreciate all your efforts. | guess in
some ways it’'s giving us inpetus to nove quicker than you
W want to stay ahead of you, if we can. But thank you for
comng to California. Thank you for sharing your views
t oday. Thank you.

M5. SALTSMAN.  Thank you.

MR, TROXELL: Thank you, and we’'ll certainly use
as much of your work as we can in our efforts nationally.

M5. GARREN: I’'m Donna Garren from Boskovich
Farns. This is kind of a statement to statements that m ght
have been made here. | can’'t say | represent the whole
produce industry, per se, being from Boskovich Farns, but
sone of the comments that were made, such as devel opi ng
m ni mum bacterial counts for produce, | have a problem wth,
just based on the fact that maybe other countries do have

mninmuns for their bacteria. One, we don’t know what those
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1inimums are based on, based on scientific facts. | f
iinimums were put into the document at this point, W thout
ractual know edge of where these counts came from | just
1ave a problem with that. It may be that, neeting those
certain mnimum requirements for certain produce
commodities, we may be getting rid of a |lot of natura
sackground microflora that’'s present there to spoil, you
tnow, the produce, per se, before pathogens, such as
opportuni stic pathogens, take place and grow and
proliferate. So | think nore science-based should be not
just because other countries are doing it, that we should do
it. Thisisastatenent made, basically, on mninmm
standards for microgrowth or presence of m crobiol ogy,
nicro.

Al'so, putting references of certain technol ogies
that we have or should be available to us, such as chlorine
alternatives to us, | don't think should be put in a
gui dance docunent . | don’t mind have a section where you
say that there's references that you can go to to obtain
alternatives to chlorine, or sonething to that effect, but
actually putting certain technologies into the @uidance
document -- these people are going to use this qQuidance
docunment to help them develop prograns in their conpanies.

To actually have technol ogies, specific

t echnol ogi es, placed in a guidance docunment | think may |ead
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peopl e astray, but having a source of information other than
the gui dance docunent available to them of the |ist of
possi bl e technol ogies available to them nay be better

suited, as opposed to putting it into this docunent, per se.

Thank you.

MODERATOR VI OR:  Anyone el se?

(No response.)

MODERATOR VIOR: Anything from the table?

MR, BALDWN: No.

MODERATOR VIOR: GCkay. Well, | guess it’s ny job
to wap this up, and first and forenost, | think, is to

t hank you. You are the principal players in designing this

neeting, in trying to get your feedback, your comments. As

we heard, | think we listened and nade sonme changes before,
and there will be changes, |I'm sure, for the following
docunent .

So please take at heart that we do listen to your
comrents, and we will be addressing them in the guidance
docunent . Transcripts will be made available of this
neeting, and so we have the transcription service today.

I'd like to thank you all for taking the time to be with us
today and giving us your coments. They're very inportant
to us.

On a separate note, | want to thank the staff that

made this meeting possible, all our staff from headquarters,
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all the partners and agencies involved in developing this
docunent . | personally would like to thank the staff at
this library who made the neeting room available to us at a
short notice, and our Los Angeles FDA staff, Robert Rast,
and, nost heartfully, David Sevilla of ny office, who is the
best support, and got a lot of the things we needed done
here today done.

So I'd like to thank those persons, and, again, |

woul d encourage you, if you did not speak today, if you have

an afterthought, aweall do sonetinmes, please make your
comments known in witten format. In your packet, there is
the Federal Register notice that indicates the Management

Branch O fice address where you can nmake those -- where you
can submt those. So | woul d encourage you to do so. Aso,
check our web site. Things are happening all the tine.
Thank you once again.

(Proceedings in the above-entitled matter

wer e concl uded.)
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