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MR VCELLER As the final people enter the room
| would Iike to say good norning to and wel cone you all here to the
Nort hwest area grassroots neeting on the Mcrobial Safety of Fresh
Produce. M nane is Don Voeller, and I will serve as your host and
noder at or today.

Let ne begin by covering the essential questions of
all neetings. Wiere is the coffee? Wuere is the food? And where
are the restroons? The coffee and tea is situated in the back
Restroons are | ocated outside the rear entrance. There are also
additional restroons upstairs to the right of the restaurant and
bar .

There are plenty of people here to assist you, and
|"'m going to just briefly introduce them Tom Gardi ne, Roger
Lowel |, Ron McKay, Bill Mansour, and Joyce Saltsman. And there are
other individuals in the audience that you probably are already
famliar with, and this is inportant for you to have an infornal
at nosphere to present your comrents.

W have a sinple agenda, and | have that agenda --
you do not have it in your packet -- and it is very flexible, and
"Il just go through it very briefly. After ny opening renmarKks,
Roger Lowell will give an introduction and wel cone. Ron MKay w ||
follow wi th another wel come and comments. W' Il have opportunity
for clarifications of any questions you nmay have after each
presenter.

After the wel conmes, Tom Gardine will present the
review of the President's Fresh Produce Food Safety Initiative with
review of the good agricultural practices and good manufacturing
practices. Chances are Tomw ||l be conpleted well before noon, and
we'll invite
Dr. Gomez up fromUSDA to give a presentation for their agency.

After lunch, there wll then be anple tinme for
i ndustry group presentations and comments from all interested
parties. So any specific group that would like to make a fornal
presentation fromthe podium | would like you to get in touch with
me and provide your nane and affiliation.

Followi ng the final presentation, there will be a

wrapup, | believe, by Tom Gardine. And we will best keep to our
schedul e by saving any general comments until that tine. I f we
each keep our coments to the point, there will be tine for

everyone to have their opportunity to speak.

W are here today, for anybody that isn't aware by
now, to discuss Mcrobial Safety of Fresh Produce as a result of
President Cdinton's announcenent of OCctober 2nd known as the
Initiative to Ensure the Safety of Inported and Donestic Fruits and
Veget abl es. As part of that initiative, federal agencies were
directed to wirk together in close cooperation wth the
agricultural community in order to issue guidance on good
agricultural practices and good manufacturing practices for fruits
and veget abl es.



As a result of the President's directive, FDA and
USDA have devel oped a working draft to address the practices and
saf ety hazards associated with water quality, sanitation, hygiene,
transportation, and manure and nunici pal sewage sl udge. These
i ssues are conmmon to the growi ng and harvesting to nost fruits and
veget abl es which are sold to the consunmers in an unprocessed or
mnimally processed form

Pl ease keep in mnd that we are all here today to
contribute to a working draft which needs input, devel opnent, and
refinenent. W can best acconplish our mutual goal by focusing on
the positive aspects of the guide and suggesting ways in which it
can be inproved. Your participation is the critical ingredient in
this nmeeting.

In addition to your opportunity to state your
suggestions today, we wel cone your witten comments follow ng the
meet i ng. Detailed information regarding how to submt your
comments can be found on the copy of the Federal Register
announcenment in your packet. And | want to neke certain that
everyone has signed in and received a packet of material. And in
that material there is a Federal Register announcenment which lists
t he address and the docket nunber for comments. And it's inportant
that you do use -- include that docket nunber, 97N, as in Nancy,
0451.

And witten comments in the announcenent say it
must be submtted by Decenber 19th. However, that date has been
flexed a little to allow coments in until the end of Decenber
And the agencies wll review those coments as quickly and
t horoughly as possible. This neeting is being recorded by Yvonne
Fred located in the front of the room Please use the m crophones
and speak so your comments are accurately captured. Be sure to
state your nanme and affiliation, or your cormments will be tagged as
"audi ence nenber" only.

s there anything you need nme to clarify? No
gquestions. At this tine | would Iike to introduce Roger Lowell,
acting Regional Drector for the Pacific region of the FDA. Roger.

MR, LOWELL: Thank you, and good norning. | do
appreciate that you' ve all taken tine out of your busy schedules to
cone to this neeting today and give us feedback on this
Presidential Initiative. Just a few things that 1'd like to
enphasi ze that he said that maybe it's okay to be an anonynobus
menber of the audience instead of giving your nanme, but Food and
Drug is kinder and gentler now than we used to be in the past. So
feel free to give your nane; there will be no retaliation. 1'll
guar antee you that.

This is a cooperative effort, as Don indicated,
bet ween USDA and FDA. And |, of course, on the part of FDA thank
USDA for the work they've done in organizing this conference
through their Extension Service and having the people here. e
definitely appreciate that.

Alittle bit about FDA in case you are not famliar



with FDA, but the Food and Drug Adm nistration as the federa
agency in charge of regulating, protecting, and pronoting the
public health of the Anmerican public through enforcenent of the
acts that Congress has nmade to us, and that's what this is all
about, actually, is to look at a public health problem which is
i1l nesses comng fromcut produce and fresh produce industry and to
find out if there isn't sonething that we and industry and USDA can
do to assist in that process.

And | nust enphasize -- and it will be enphasized
over and over again -- that what we're working on is a draft
product right now. It is a guideline. It is not intended to be a
regul ation or have the force and effect of law, but is it intended
to be a guideline so that that is understood.

Alittle bit about FDA here locally in -- |I'"malso
Acting Regional Director, as Don said, but I'mreally -- ny rea
life job is the director of Seattle district of Food and Drug,
which is the five northwestern states of Al aska, Montana, |daho,
Washi ngton, and Oregon.

And | know many of you out there, sone of you | don't, and |I'm
anxi ous to hear fromyou about what is going on.

The other thing that | think is inportant that |
enphasi ze the protect part of FDAs m ssion, but about two or three
years ago the pronote side canme into our mssion. | know when
started with FDA it was sinply protect the public health, and we
consi dered oursel ves regul ators, and we were sort of the cop on the
beat .

The pronote part that has conme into our m ssion
statenment is to pronote public health. And | see what we're doing
here as a part of that role to try to pronote a better way to get
these products onto the market so that they are safer. W al
understand that the agency has been pronoting the consunption of
fresh produce. USDA has been pronoting that for the health of the
Anmeri can public.

So we want to nake sure that that nessage gets out
t hat these are good products. They are not harnful products. |
know sone people gave sone stories about people stopping using
t hese products because they're afraid of E. coli in the product,
when the benefit of using the products far outwei ghs the risks that
may be there.

So we've got to get all that under control, and
that's what we're trying to do. This town neeting is a unique
opportunity. W're |looking for your feedback. W're not going to
gi ve you answers to nost of your questions. Wat we're | ooking for
are comments to go into the record to assist this process and to
get a draft guideline out.

In some of the other sessions of this that we've

had, there's a question -- and I know Tomw Il get into it, and
you'll probably hear it over and over again -- about how this
process works. This is a draft guideline at this point. It's very

much in the nol di ng stage.



The next step in the process is that all of the
comments that conme fromthe -- this is the sixth neeting like this.
Al these cormments will be taken into account, wll be addressed.
Oten they're simlar comments, so they're grouped together. They
will be answered in the next step of the process, which would be a
Federal Register announcenent, which would be a draft guideline
that woul d cone out, which, again, there will be an opportunity for
coments when that draft guideline cones out

The question is often asked,'"VéII, how do I find
out what your response was to ny commrent?" There's usually a
preanble as well. There will be a preanble in the guidelines when

they cone out. And in that preanble, every question that has been
brought up will get addressed in that preanble. So that's the
point that you will be able to get those answers back.

Wth that, | will turn it over to Ron MKay.

MR. McKAY: Thank you. |'m Ron McKay. |'mfrom
t he Food Safety Division of the Oregon Departnent of Agriculture.
W license and inspect food processors in the State of O egon.
Hence, we have an interest in what goes on here today. W work
with federal agencies, USDA, FDA, National Mrine Fisheries. W
have contracts. W have partnerships. W do work share with these
agenci es.

The Code of Federal Regul ations, many sections of
it are adopted into Oregon |l aw and regul ation, so we have a keen
interest in the devel opnent of these, and, obviously, your comrents
that go into them So, again, I1'd like to welconme you all here
today, and at this point in tinme will listen to your comments.

MR. VOELLER: Next will be Bill Mansour with the
Oregon State University Cooperative Extension Service.

MR MANSOUR.  CGood norning everybody. | amhere as
-- ny job is Vegetable Extension Specialist at Oegon State
University. | work with commerci al and vegetable growers, and |'m

here representing the Extension Service, Dr. Lila Houglum our
di rector.

|'ve been asked to sort of explain to you fol ks our
role as Extension people working with the university. Oegon State
Uni versity Cooperative Extension Services, as always, it's been its
role to provide unbiased, research-based information to -- on
i ssues that are relevant to the public.

In the case of food safety and produce handl i ng,
and so on, our job is to get this information and provide it to the
handl ers. These people mght be field production, fresh packing
facilities, transportation, post harvest handling industries, and
so on. The Extension Service serves as sort of the |ink between
the private sector, the producers, the packers, the shippers, and
the university research people. So our role is an educationa
role, and we -- and that's an inportant distinction that 1"l
enphasi ze.

The science of producing food has conme a | ong ways.
Pr oduci ng whol esone food has cone a | ong ways in recent years, but



the picture is continuously changing. It continuously offers
chal | enges to producers. And newy discovered organi sne come up SO
that we've got to continuously upgrade our know edge on these
i ssues and how they inpact the public.

There's a lot of information on these organi sns.
But we know, for exanple, there have been docunented cases of
organi sms, new organi sns, that are resistant to antibiotics, and
there's a fair amount of information on how that comes about, but
it's still -- this is still an area that needs quite a bit of
research.

What Extension's job is is to get this information
from researchers through the exam nation of publications, and
i braries, research reports, and so on. Extension has intimate
links wwth the industry, and the industry itself develops its own
gui delines on how to produce and handle food that results in a
whol esone product to the consuner.

So Extension works with industry people, and
i ndustry people share this information with the university, wth
Ext ensi on peopl e. So our job is to sort of glean all this
information fromall these different sources and even devel op sone
of our own.

Ext ensi on agents and specialists do research --
applied research. So our job is to sort of look at all this
information, run it through our filter, so to speak, and then
provide this, as best as we can, good, accurate, tinely, unbiased
research-based information to the public through neetings Iike
this, and through neetings -- through the nmass nedia and
publications, and so on.

The -- at the university, the people that work in
the area of food safety work in a nunber of different departnents.
We have -- |I'm from the Departnment of Horticulture -- people in
crop science, people in
ag. chemstry, folks in botany and plant pathol ogy, biochem sts,
soil science people, people that work with plant fertility, people
that work in nost harvest handling, and the food science technol ogy
people that work with the industry that is involved in packaging
and fresh processing these things and packaging them for the
public. So the remarks that you nmake will go through us and be
rel ayed back to the people in these various disciplines.

The Extension Service deals not just with
producers, but also with the consuner and consuner education. So
you've got -- | know this neeting is focused primarily on the
producer and the handl er, but we have fol ks in home econom cs that
work with the consunmer education side of things, food preparation
i ssues, food sanitation issues.

| had intended to allow part of this tinme to be
used by a coll eague of mne, Dr. Raab, who is here in the audience,
but |I think I'll just leave that tinme slot open so that when we
t ake your questions, nmaybe at that time she can address sone of
t hose questions. And 1'Il relay them to her, if that's



appropri ate.

So | think ny closing comment woul d be that we hope
our participation in this neeting will allow us to |learn sone
things fromyou folks and allow us to do our job nore effectively.
Thank you.

MR. VOELLER: Joyce, would you like to introduce
yoursel f and explain your expertise?

M5. SALTSMAN.  Sure. | have no formal comments to
make, but |I'mJoyce Saltsman. |'mwth FDA in Washington. | was
detailed to this produce initiative for food safety, and |I've been
wor ki ng wi th anot her woman, too, on drafting the docunent, which is
all that we've been living and breathing for the last three nonths.

Your comments are very wel coned, and we consi der
each and every one of themas they pertain to the details in the
docunent, what is appropriate and what is not. So please do submt
your comments, and we will consider themall very carefully. Thank
you.

MR VCELLER Before we nake the transition for Tom
Gardine's presentation, are there any questions for clarification
for the persons who have al ready spoken on the panel ? Seeing none,
we will have the panelists take chairs in the audience so we can
see the slides, and turn it over to Tom Gardine for the next
portion of the program Thank you.

MR. GARDINE: Good norning. | hope this mke is
set up properly so you can all hear nme. In your package today you
will have a copy of the draft CGuidance Docunent that has been

prepared by FDA/ USDA with cooperation from other involved federal
agenci es, such as OSHA and EPA.

| do not know how many of you yet had an
opportunity to read it, since it has been posted on the Internet,
copies were available. GCould |I have a show of hands to give ne an
idea of those of you who have really had a chance to read the
entire docunent yet? |In general, it's been running at neetings at
|l ess than half, and this is no different.

M/ role today is to talk to you a little bit about
the President's initiative, try to answer the question, "Wy is
t hi s happening? Wy are we doing this now?" And to go over very
quickly sonme of the points in the Guidance Docunent that vyou
recei ved today.

| wll say sonething that you probably are al
smart enough to know, but 1'Il repeat it anyway. M presentation
on the docunent runs 40 mnutes to an hour, dependi ng on questi ons.
The devil is always in the details. W are not here to have you
listen to us; we're here to get your coments. Please do not nake
a final determnation, opinion, or feel whether comments are
appropriate or not on the Qui dance Docunent based on what | present
t oday.

This is -- what | will be presenting today is a
very broad overview. The details are in the docunent. As we all
know t he expression, "the devil is in the details,"” you have to



read the document to know exactly where it is |eading, and how it
may i nmpact your operations, and what your concerns with it m ght
be, and how you could advise us to nake it a little bit better. So
pl ease do read the docunent, and if you feel coments are
necessary, submt them in witing if you choice not to nake
comment s today.

The President's initiative, as you' ve heard, is
called the Initiative to Ensure the Safety of Inported and Donestic
Fruits and Vegetables. The President announced this initiative on
Cctober 2nd of this year. And he gave a directive to the FDA and
the U S Departnment of Agriculture to work cooperatively wth
i ndustry, wth other involved federal agencies to inprove the
safety of fruits and vegetables, both donmestic and those inported
fromforeign countries.

Qoviously, for this to work, we cannot sinply work
with donestic industry. Mre and nore of our fruits and veget abl es
in this country are inported. | believe the nunbers are running
about 15 percent of the vegetables, and over 30 percent of the
fruit products that the Anerican people are consum ng are being
inported into this country. W were told to prepare guidance to
i ndustry about what we believe industry, the grower, can do to
mnimze the risk of mcrobial contam nation in fresh produce.

Pl ease bear in m nd what we're going to be talking
about today is a docunent very limted in scope. It is designed
not to address the nyriad of problens that could occur with foods,
any kind of foods, but strictly mcrobial pathogens on fresh
pr oduce. We're not going to tal k about pesticides. W' re not
going to talk about product quality, or other itens |ike that.

What we're tal king about right nowis a broad scope
Qui dance Docunent. As you' ve heard from Roger Lowell, this is not
a regqul ation. It does not inpose new requirenents on industry.
But, obviously, we're not doing this to pass tine. W have plenty
of other things to do to pass our tinme and keep oursel ves busy in
the office. W believe we want to get this guidance as good as it
can be and we want industry, where applicable, to adopt this
gui dance.

And we will, as part of our outreach -- we will be,
t hrough our outreach progranms, encouraging industry to adopt this
gui dance in those instances where they have not already done so.

At this point, | would like to point out that in his initiative,
the President did state that fresh produce in this country is,
i ndeed, safe. |It's probably the safest in the world, and we all

bel i eve that.
And we really want to encourage the consunption of fresh fruits and
vegetables in this country, and the federal government is so doing.
| came across a brochure the other day when we were
doing this road showin Salinas, California. It is put out by the
California Strawberry Comm ssion, and | would |like to quote from
it "Leading health association research |Ilinks increased
consunption of fruits and vegetables to reduce risk of heart



di sease and various cancers. To support these findings, the
Nati onal Cancer Institute encourages Anmericans to consune at | east
five servings of fruits and vegetabl es every day."

That's the truth. The federal governnent, |oca
governnent, health authorities are encouragi ng people to eat nore
fruits and vegetables. W have to keep the supply of fruits and
veget abl es as safe as possi bl e.

They' re encouraging people to eat fruits and vegetabl es because
it's good for them It is a sound life choice to nake.

If that's the case, the President says keep it safe
as possible. If the President says it's the safest food supply in
the world, why aren't we doing this? And if we want people to eat
fruits and vegetables, why aren't we doing this? Because of a

nunmber of well publicized outbreaks of mcrobial-induced illness
associated with fresh produce.
W are talking about E. coli 017 -- 0157: H7,

|isteria, salnonella, cyclospora. They' ve been associated with
both foreign produced product and donestically produced product.
These are not benign bugs. Many of these illnesses are very, very
serious |life threatening, and sone of them have debilitating
| ong-term effects.

W want to do what we can to protect the Anmerican
public fromthese di seases. You heard Roger Lowell say the purpose
of the Food and Drug Admnistration is public health safety.
That's why we're involved in this. W have to do what we can to
protect the American people. W want to work with industry to do
t hat .

And what we are tal king about here is what we think
growers can do to mnimze mcrobial risk in fresh produce. W
realize this is not a sterile world, that this is not a risk that
can be elimnated conpletely without a great deal nore research and
control steps being devel oped, products that are grown in the earth
and under the open sky. W are talking about mnimzing risk to
the extent that we can, and we realize that this is not sonething
that growers can do al one.

| want to stress right now that the President's
food safety is called Safety from Farm to Table. There is a
conponent involved in it for retail food handling, food service,
restaurants, the nmarkets that self-produce. And for the consuner,
a very large education programon the proper handling of fruits.
" m not going to go into that in depth today because the idea is
not for you to listen to me for three to four hours, but for us to
listen to you

But | wanted, for the record, to stress that we are
| ooking at a holistic approach, everything that can increase
m crobi al risks on fresh produce through education and outreach we
are planning to do. Ckay.

The elements of the President's initiative are
essentially two; there's a legislative elenent and an
adm ni strative elenent. The legislative elenent is really



addressing inported produce. It gives the Food and Drug
Adm ni stration authority to prevent the inportation of foods, not
strictly produce, but any food that is produced under a systemthat
does not neet the United States |evel of protection.

VWhat we are looking at here is the systemto
nmonitor and regul ate foods in a foreign country, either through the

government or industry sources. It -- it states that if a
determnation is mnade that the level of protection is not
conparable -- nmaybe not exact. They don't have to do it exactly
the way we do -- not conparable to that in the United States. The

Secretary of Health and Human Services can nmake such a
determ nation, and the product could be prevented fromentry into
the United States.

Qovi ously, before we do sonmething |like that, there
woul d be a great deal of work with the foreign governnent to see
what corrections and inprovenments can be made. The | egislation
al so has a provision whereby the Food and Drug Adm nistration can
prevent the entry of food, should we wish to do an investigation,
perhaps an illness, outbreak followup in a foreign country, and we
are denied permssion to do that.

The legislation al so says we will prepare a plan to
inpl ement this |egislation. The plan has not yet been witten
because the legislation obviously has not been passed. The
| egi sl ation has been submtted by the Secretary of Health and Human
Services to Congress for consideration. It has a sponsor in the
House and has been submitted to the House of Representatives. It
does not yet have a sponsor in the Senate. That is probably
because the legislation was submtted two or three days before
Congress cl osed down for the year.

We strongly support the legislation. W believe
it's necessary. But, quite frankly, at this point, because
Congress hasn't considered it, we do not knowif it wll pass nor
what final formit wll pass in.

The second part of the President's initiative
i nvol ved preparing the guidance to industry that we're going to be
tal king a great deal about today, and a budget request to all ow the
i nvol ved agencies, FDA and USDA, to do what is necessary to
i npl ement and educate and work within this guidance that we are
prepari ng.

Can't say much about the budget requests we're
preparing for the fiscal 1999 budget. Requests have been nmade for
how much noney we think we'll need to do this, and how nuch
resources. W can't determne what we'll do till we see what they
actually give us, and that's a bit down the line. W do not know
how this will cone out.

The President, because he wants this done, has
required that the involved agencies submt a 90-day report to him
due sonetinme in early January about what our plans are, what steps
we intend to take to inplenent his initiative. A bit nore about
the initiative



Specifically, the President stated that FDA, as
| ead agency in cooperation with the U S. Departnent of Agriculture,
is to issue within one year -- okay, this is the tinme line --
gui dance for good agricultural practices, GAPs, and gui dance for
good manufacturing practices. GWPs involving the production of
fresh and mnimally processed, such as cut or -- or atnosphere
control |l ed packaged fresh fruits and vegetables. And FDA and USDA
are to coordinate assistance and educational activities to both
donmestic and foreign industry.

Once agai n, because of the increased inportance of
our foreign suppliers, whatever education effort we do, and
outreach effort we do in the United States, sonething conparable
must be planned to reach our foreign suppliers. Oherwse, this
will be a somewhat hollow effort.

We keep stressing that what you have in front of

you i s guidance, not a regulation. It does not have the force of
| aw. It does not inpose requirenents or burdens on either
government or industry. It is guidance. It is advice. But ,
obviously, in our outreach program because, as | said, we have

pl enty of other things to do. W're not doing this just to pass
tinme.

W are doing it though for our health, |I think. W
want industry to adopt this, but you nust work with us to nake the
gui dance as good as possible. For that reason, we have been asking
people -- and I will doit now-- if you, as industry groups, have
any docunments that addressed this in turning guidance to your
industry that mght talk about things unique to the grow ng
conditions for the product you produce, that you have devel oped and
shared as the people nost know edgeable with the needs of your
comodity, please share it with us.

You can give it to us a nunber of ways. One way to
do it is entering it into the docket, which Don tal ked about. But
if you do have anything, speak to me, we mght be able to give you
an address to ask you to get it to us a bit quicker. This is going
to be as public a process as we could nake it. Wat you have in
front of you is a broad scope, good agricultural practice Guidance
Docunment. W are hoping to publish a draft of this docunent early
in 1998 in the Federal Register.

As | said, it is intended to be as public a process

as we could neke it. W had the first public neeting on this
Qui dance Docunent Novenber 17 of this year. At that tinme we didn't
have a docunent actually, we were just tal king concepts. It was

reviewed by the National Advisory Conmmttee on mcrobiologica
criteria in foods, the produce sub-commttee, who supplied coments
to us on where we thought we were going. W then devel oped the
draft docunent you have in front of you and went through the series
of grassroots neetings.

This is the sixth and final regional grassroots
nmeetings that we've had over the past two weeks.
W' ve al so had an international nmeeting in Washington in an attenpt



to outreach and get comments from our foreign suppliers of fresh
produce. This -- what we solicit fromyou at these neetings, and
what you submt to us in witing will be critically evaluated -- as
you heard M. Lowell say -- and your comments reviewed and
eval uated during January and February of 1998.

W are aimng to have -- to publish as a draft in
the Federal Register a docunent incorporating your conments, other
wor k done by FDA and USDA staff, comments from state agencies, and
publish it as a draft in the Federal Register |late February or
early March of 1998.

That is a draft. Wen you' ve published sonet hi ng
in the Federal Register, it is published for coment when you
publish a draft. It will be published with a 45-day comrent
period, at which point we may or nmay not do another series of
grassroots neetings, depending on how significantly the docunent
may have changed from what you have in front of you today. |If the
changes are not significant, we probably will not go through this
exercise again, but rely on the Federal Register.

But we will tell you you have 45 days to submt
comments. We will review those comments, incorporate and eval uate
them and try to publish a broad scope good agricultural practice
docunent sonetime -- we are aimng for July, 1998. Those are tine
[ines. As sone other speakers nentioned at earlier grassroots
meetings, tine lines are nice, but they sonetines slip.

It may seemlike a relatively fast process, and to
sone extent it is. But if we neet the July date is questionabl e,
and how fast it goes depends a lot on the feedback you give us. |If
we don't hear fromyou -- if we don't hear comments, we're going to
think we pretty much got it right. W need thoughts and opi ni ons
fromyou.

The President's initiative and this slide was
created to address what has been a very contentious point at many
of our grassroots neetings. The President's directive requires
that good agricultural practice and good manufacturing practices be
developed to account for specific comodity and regiona
differences. Options on howto do that are being considered, and
we want your coments on how to account for commodity and regi onal
di ff erences.

VWhat we had originally thought, and which is not
necessarily not going to happen -- and | nust stress that -- was
that in addition to this broad scope docunent, which we believe is
addressing as close to universal roots of contam nation to produce
as we could determ ne, develop nore specific guidance for specific
crops with the idea that the advice we could give will be better,
because it wll be focusing on the unique cultural needs of
specific crops.

W were initially hoping to do four of these -- or
begin four of these -- in fiscal year 1998, which wll end in
Cctober of 1998, but there was a great deal of concern on the part
of industry in doing that. The concern being; one, does that



tarnish the reputation of whichever commodity is selected or

whi chever region is selected? And, therefore, mght [imt its
mar ketability with the public.
You know, that -- that -- sonmething |like that may

be able to be handled wth the way you present it, wth the
publicity that follows it. But what are the other ways? W want
to hear fromyou. Things we think about is contracting through
sonme of the land grant colleges to do this research and devel opnent
for us, working with the trade organizations to review what
docunents they have prepared, and see if we and they could work
together to come to a neeting of the m nds.

But we need to hear fromyou, but please renenber,
this is the directive fromthe President. W have to find a way to
account for wunique cultural practices with certain crops, and
per haps regional differences. Options are being considered, but

this option is also still being considered. As part of the
President's initiative, once you put out guidance, you wll be
attenpting to encourage people to use that guidance. And in

encouragi ng them you nust educate themin the guidance.

During the rest of this fiscal year, which will end
in Cctober of 1998, FDA and USDA wi Il be planning and considering
how best to do outreach to donmestic growers. FDA and USDA, once
agai n, because foreign agriculture -- foreign produce is becom ng
nore and nore a significant and inportant part of our diet, wll be
trying to figure out ways to do outreach to our foreign suppliers.
How can we al so educate them when we don't have the infrastructure
perhaps to reach growers that we have in this country through
Ext ensi on Service, the state agencies, and nunerous ways that our
government can talk to donestic agriculture.

Now, | want to point out -- before | open this part
to comments -- that nuch of what we've done has been built on what
i ndustry has already done. | want to recognize the various trade

organi zations that have already taken steps to address this very
i ssue, mcrobial safety of produce through devel opi ng i ndustry-w de
gui dance. | ndustry recognizes the potential problem and was
attenpting to address it through their own gui dance.

Those of you who are famliar with sone of this
gui dance prepared by Wstern Gowers, United Fresh Fruits and
Veget abl es, and nunerous commodity specific organi zati ons around
the country will see -- | don't want to say we plagiarized -- but
we certainly borrowed very heavily from guidance that is already
out there. So what you wll see in this Guidance Docunent is not
going to be anything particularly new It is building on issues
and concerns that industry had already identified.

And kudos and thanks to industry for their
willingness to address this very inportant public issue is
certainly due fromthose of us in governnment who are now wor ki ng on
it. GCkay. At this point, any -- | would like to open the floor to
any questions of clarification overall on the President's
initiative. And | would ask you if there are any, to please cone



to the m kes and introduce yourself.
Sir, would you --
MR. TORRES. Antonio Torres; University of O egon
State University, Food Science. M question is how you can gat her
information fromforeign countries and their production practices?
So you're gathering information in the U S., all the things you' ve
tal ked about gathering information in the U S.; how do you gat her
information fromoutside the U S. ?
MR. GARDI NE: The sane way -- the question was:
Al right. You re going out doing this series of neetings; how are
you going to |l earn what advice we could give you, and what we coul d
tell you about agriculture here in the U S., but what are you doi ng
internms of our trading partners? Wich is a very good question.
Nunber one, we did nention we had the international
grassroots neeting this past Monday in Washi ngton where we nmade the
sane request of the people who attended that, please tell us what
gui dance you have already existing in your industry, and give us
your comments about how the guidance we're preparing would be
applicable in your agriculture.
But nore than that, while the infrastructure in
foreign countries is not exactly the sane as we have in the U S.,
pl ease renenber we do know sonething about how agriculture is
handled with nost of our major trading partners. The Foreign
Agricultural Service of the USDA has been out there |ooking into
this, to sonme extent, for a nunber of years. FAS at USDA knows a
great deal about sonme of the agricultural cultural practices anong
our major trading partners. This is the information that right now
we are attenpting to work together with USDA to find a way to
incorporate it into our databases. Basically, we've been there.
And pl ease, for the transcriber, you may want to
stay at the m ke.
MR, TORRES:. Just a follow up. Wat has been the
reaction fromforeign countries? | nean Mexico, and all those.
MR CGARDINE: So far the reaction fromthe foreign
countries has been to withhold judgnent. Rather |ike the reaction
from donestic growers, they are -- | believe they are less
concerned, frankly, wth the Good Agricultural Practice CGuidance
Docunent, which they see, and which we have been telling them as
we're telling you, as an -- to be an educational outreach program
and perhaps a way to solicit technical assistance from both
i nternational organizations and involved U S. governnent agenci es.
The reaction of our trading partners, nost of their
concern invol ved the | egislative conponent, and its applicability
and appropriateness in ternms of sone of our trade agreenents, and
its legality under the Wrld Trade Organi zation. W took a great
deal of care in working with the trade representative of the U S.,
the appropriate organi zations at USDA to craft that very carefully
in a way that was consistent with our trade obligations and our
treaty obligations. And | nust state we have every intention of
nmeeting these treaty obligations.



So at the nonent, they are -- | guess |'d say, as
| did already -- our trading partners are w thhol ding judgnent, but
their concerns have less to do with the draft Guidance Docunent we
prepared, than with the inpact of |egislation they have, and how
we're going to do that. And, once again, it's very difficult to
tell themexactly how we are going to find a way to inplenent the
| egi sl ation, when the |egislation has not passed, and we do not
know its final form

Are there any other questions at this point?

AUDI ENCE MEMBER  Yeah. Have you | ooked into a way
of maybe using as a marketing tool to increase exports rather than
just trade -- you know, the inporting of produce?

MR CGARDINE: That is one of the itens being -- if
| msinterpreted your question, please -- you know, please fee
free to cone back. The Food and Drug Adm nistration, as you heard,
we're a public health safety agency. W normally do not get
involved in the marketing of foods or the pronotion of U S. foods
or agricultural commodities. However, we have lately, as M. Roger
Lowel | said, becone a nuch nore user-friendly organization and are
attenpting, and | believe we are becom ng much nore aware of sone
of the concerns of industry.

And an exanple of that in our seafood HACCP
regul ati on, we have indicated in the regulation itself that we are
going to look for ways to see if we could develop a, perhaps
certificate that people could put on their packaging of their
pr oduct . W are considering the sanme thing under this Good
Agricultural Practice @uidance Docunent, but it's very, very
difficult.

Because as we get into the exact guidance, you wll

see that much of it -- we admt, research isn't there, and research
needs to be done. So it's very difficult for us to say that you
will test this four times a year. You will -- or, you know, to

suggest that you do this or suggest that a good thing to test for
is this product and how often you should do it.

The gui dance was descri bed at one of our neetings
-- and this is one of the favorable comments we got, by the way --
as al nost a self-assessnent guide for a grower as to the things a
grower should be concerned with and aware of in their operation.
And it's real difficult to find a way to give sone sort of
certificate or |ogo, when the guidance at this point is -- is --
| acks a great deal of precision, because, you know, what criteria
woul d be necessary to determne if people are, indeed, neeting the
gui dance.

It is something we're considering, but it may be
too early to get into such a programuntil perhaps nore research is
done and nore specific guidance can be devel oped. That's the sort
of thing that may be nore possible as you get into nore commodity
specific type guidance.

Was that the intent of your question?
AUDI ENCE MEMBER:  Uh- huh.



MR GARDINE: Ckay. Any other questions? Please,
and if you'd go to the mke, state your nanme and address -- or
affiliation. | don't need to know where you live.

MR, ASHCOM  Scott Ashcomwith the Oregon Fresh
Mar ket Growers Associ ation. Sinple question, you said that the
| egi slation has a sponsor in the house. W is that?

MR, GARDINE: Damm. It is a congressworman from
Cal i forni a.

AUDI ENCE MEMBER: Eshu (phonetic).

MR. GARDI NE: Congresswoman Eshu, and | believe
it's cosponsored by Congresswonman Pal om (phonetic) of New Jersey.

MR, CRAI G |'"'m Chuck Craig with the Oregon
Departnment of Agriculture. And the question that | have is that
the State of Oregon and nany other states currently are in the
process of dealing with requirenents of the C ean Water Act, and
producers are being encouraged to adopt conservation plans that are
protective of water quality.

Have you given thought to trying to integrate the
agricultural practices aspect of this with those other planning
concepts so that you have nore of a single point of reference for
t he producer?

MR. GARDI NE:  Ckay. | understand what you're
sayi ng, but we nade the determ nation that since we are, you know,
a public health agency, what we are | ooking at here is mcrobial
contamnation, things that mght inpact the safety of the produce.
But | do want to add, once again, that we are working wth EPA
CSHA, just to nmake sure there is nothing in our guidance that woul d
contradict their requirenents.

But in ternms of making this a one docunent fits all
concern for agriculture, no, we're not planning to do that.

MR, CRAIG I'"d just suggest that sone
consideration be given to that to get a better response overall
because farnmers are being deluged with things that they' re being
expected to do.

MR. GARDI NE: Yes. W've been hearing that. Any
ot her questions right now? There wll be plenty of opportunity,
you know, for questions at the end of the presentation. Pl ease,
sir.

MR CURRY: Gary Qurry with Oegon Onions. |'ve got
-- | don't know if it's a question or nore of a comment -- ny
concern is with this outreach into other countries. If -- one,

we're going to get into sovereignty issues is a question, and those
of us that are involved in inport and exports, if we're going to
get into aspects of trade barriers and | ead to sonething that m ght
be nore than what we're antici pating.

MR GARDINE: Okay. Just stay at the mke just to
make sure | answered your question. One, there is no way that FDA
or USDA just appears at foreign farns whether they are
manufacturing or agricultural. You know, if | went down to Peru,



went to a farnmer and said, "H, I'mwith the US FDA [|I'mhere to
eval uate and assess your facilities"; he will probably take ne and
throw he nme the hell out, and rightly so.

Anything like this has to be done through

cooperation wth the involved governnents, and/ or trade
or gani zat i ons. Sonetinmes you could deal directly wth the
i ndustry. W are -- we do have treaty obligations. W cannot do

anything by treaty that would appear favorable to donestic
agriculture, or different with our trading partners, than what we
woul d expect of donestic agriculture.

And we're aware of that, and we're going to be
very, very careful of it. Qur plans are, in doing assessnents, to
determ ne what technical assistance or outreach is needed in
foreign countries to work as close as possible with the foreign
governnents, all of whomwe would hope would be willing to do that.

There is -- there has been another series of
questions that | would like to address now. You know, if we're
going to do this, and if part of the programis, you know, to
determne where you need technical assistance and outreach
internationally, you have to do sone assessnent.

We have not yet determ ned how we're going to do
that assessnent, but if it involves FDA folks going to sone farns
in conjunction with the appropriate regul atory agency in a foreign
country, are they going to want to do that on U S. farns? And are
you going to see people from Mexico, Peru, you know, Thail and,
comng to your farn? You know, they're doing that now.

There are a nunber of -- you know, with the
European Union are doing donestic inspections basically wth
processed food. But, you know, quite frankly, if they do that and
if it's in conformance with international treaty and it does not
conflict with what they are doing wwth their donmestic industry, it
m ght happen. And | just believe we have to put that on the table
for people.

MR CRAIG | think the issue, too, is we want to
be very careful on what we're trying to acconplish so that it
doesn't interfere with our whole international trade picture. |
mean, which is for agriculture, it's the domnant thing as a
trading force for us.

MR. GARDI NE: Yes. And you have no di sagreenent
fromus or USDA. W have to be very careful about how we do this

MR. CRAIG Thank you.
MR. GARDI NE: Ckay.
MR. MANSOUR: Bill Mansour again; Oregon State
University. Just a followup on M. Curry's question. One of the
first questions that cane up in reviewing this guide, the guide is
primarily directed at producers -- American producers. The safety
of -- assuring the safety of food for the public takes two forns.
One is the production of it. Another part of it is the nonitoring



and the inspection of these products, both donestic and inported.

It has already been stated that -- what -- 38
percent, Paul Harvey said yesterday, fruit was inported, and 17
percent of the vegetables. \Wat are there -- | would encourage
that sone guides wll be developed or sone publication and

procedures of how these foods are going to be nonitored for
m crobi al contam nati on.

There are |lots of procedures for nonitoring for
pesticides, and things like this, but the mcrobial nonitoring, |'m
not sure how that's going on. Maybe you'd care to conment on what
formthat wll be in.

MR GARDINE: You're probably going to be sorry you
asked that question. It's sonething that | normally tal k about
during this part of the presentation, and it's sonmething that in ny
rush to get through and hear your comments, | kind of forgot about.

One of the reasons -- another one of the reasons
the President is doing this, in addition to the instances of
m crobial illnesses associated with fresh produce, is the nature of
t hese organisns. They fall -- many of them not sal nonella,
obviously -- but many of theminto the area of energent pathogens.

Pat hogens for which our detection nethodol ogy
ei ther doesn't exist, or, frankly, is poor. The -- for exanple, E
coli 1057:H7 we believe to be a relatively new bug. W believe now
for cyclospora that has been associated wth raspberries from
Quatemala. W are still working on a viable detection nethodol ogy.
There is sonmething in -- it is just -- we have never found
cycl ospora on Guatenml an raspberries, and we've tested |lots and
lots of them
The issue of hepatitis A there was recently -- and
| want to nake clear that the outbreak that nade the news this year
about the process, and |'mstressing it was processed strawberries
-- fresh strawberries canme from Mexico, were processed in
California, and then went through food service operation, |
believe, in Mnnesota or M chi gan.

So we don't know, you know -- we don't know what
the hell occurred with the fresh strawberries in the processing
pl ants, but there is an inhibitory, sonething that nmakes it damm
difficult for our nmethodology to find hepatitis Ain strawberries.
We're working on the problem

But invariably what happens as soon as we sol ve one
anal ytical problem another organi smcones up that we have to dea
with. And in devel opi ng detection nethods, the food matrix, the
anal yti cal nethodol ogy that you have to use is frequently going to
be unique to the food matrix to overcone sone of the inhibitory
characteristics that mght exist in the food.

So, essentially, we believe the way to address this
is not so nmuch finished product testing, although the President did
indicate in his announcenent that he expects us to | ook for ways to
increase nonitoring. But, you know, there is a real feeling that



that may not be the way to go. The way to go is to solve the
probl em at the source, because with m crobi ol ogi cal problens, even
when you can detect them even when you have a good net hodol ogy,
it's not uniformthroughout a production lot, and that holds true
generally for processed foods, as well as produce.
Wiile we'll probably do sonme nore testing for
m crobi ol ogy, the answer is we've questioned whether that is the
way to go, and we believe that the best way to go is through
education outreach with the grower, wth the food handler. From
the grower to the consuner, and with the consunmer to educate them
as to what they could do to mnimze the risk of adding m crobi al
pat hogens to the produce.
MR MANSOUR Can | followup on that a little bit?

That's true of locally produced food -- produce. U S. | nean by
| ocal . But we don't have control over foreign agricultural
practices, other than just good wll kinds of things. And where
these inports represents such a high percentage of our fresh fruit
and produce, | think there's got to be sonme -- sone effort to
address that in any kind of guidelines that are published that
would tend to nake the consunmer feel that -- you know, greater

confidence in the product.
If we're saying that we control our Anerican
producers through education or we can help inprove the situation,

but we don't do anything on the other part of it, | think we're
m sl eadi ng the public.
MR. GARDINE: | think the education and outreach

progranms going with our produce suppliers from overseas and the
| egislation on the part of the President mght be one way to
address instances where we get no cooperation. And we believe that
there are cultural practices of great concern in those countries.
But, once again, | think the bottomline is nore
and nore in ternms of food safety. Finished product testing is not
the way to go. You' ve got to try and work with people to build it
in fromthe begi nning and have them aware of what they nust do to
m nimze the risk of adding pathogens to their produce, because we
do realize that there is no way to totally elimnate it.
One | ast question, then | do have to nove on, and
there will be nore opportunity for questions.
MR | SMOND: I'"'m Alan |snond; Aqua-Terra
Consul tants. |"ve got a question for you concerning food and
veget abl e safety relative to another food probl emwe have, which is
meat safety. That's been on the boards a |lot |onger, and we've
gone down a road with nmeat safety where | believe there hasn't been
much work done at the source. And now we're |ooking at irradiation
-- Oor excuse nme -- ionization/pasturization. So |I'mjust wondering
what are you going to do differently with fruits and vegetabl es
relative to what's been done with neats?
MR GARDINE: | don't quite -- I'"'mnot sure of the
question, but when you talk about what has been done with neats,
you really have to speak to USDA. The FDA does not regulate it,



and |'m probably not the person to answer that question for you
" m sorry.

| would like to nove on now. There will be nore
opportunity for questions after this part of the presentation.
What you have in your package is the draft guidance -- the draft
guide to mnimze mcrobial food safety hazards for fresh fruits
and vegetables. |It's a Guidance Docunent, not a regul ation.

W tal ked about m nimzing mcrobial food safety
hazards, because at the nonment, until research is done to find

control procedures, perhaps such as irradiation in those products
that could handle it, elimnating mcrobial hazards in products
grown in the ground and under the sky may not be totally possible.
But we have to work toward mnimzing it to the extent within our
control, and we're tal king about fresh fruits and vegetabl es and
those that mght be mnimally processed, such as fresh cut or
nodi fi ed at nosphere packaged products.

As | stated, recent outbreaks have brought concerns
about the safety of foods, including fruits and vegetables that are
not processed to elimnate pathogens. Wat nakes your product Kkind
of unique, and why are we talking to you as growers? Because it's
not going to the processing plant where it's going to be cooked.

It's not going to -- much of the produce that we're
tal king about here is not the produce that's going to be canned.
We're tal king about those products that the consuner w |l i ngest

as-is without cooking in the home. So there is nothing along the
way at the nonent, no safety steps that will destroy the organisns
that m ght be present. Therefore, we have to try to mnimze the
mcrobial load to the extent currently feasible.

As | said, fresh fruits and vegetabl es are not
general ly cooked or subject to any additional safety factor after
they |eave the grower. I ndeed, the increased handling in
di stribution and marketing m ght be adding to the m crobial | oad.
That's why there will be aspects of this effort dealing with retail
and dealing with the consuner.

Therefore, the responsibility, we believe, of the
grower is to take steps to reduce the risk of mcrobial
contam nation. The docunent in front of you, as a tenplate, we
tal ked about four, what we believe universally or as universal as
any dam thing could be in this world. Vehicles for pathogenic
contam nation that the grower should consider in their operation
and try to be aware of and think about ways to do it in a manner
that will reduce m crobial | oad.

They have water use in all its aspects,
manur e, nunici pal sewer sludge, hygiene, worker, field and facility
sanitation and hygiene, and transportation; that part of the
transportation of the produce that is in the grower's control. The
guide, as we will repeat many tines, is intended as gui dance only,
but that does not nean it's guidance that we're just going to put
out there and walk away from It's guidance that we wll
encourage, actively, people to use and adopt to their operation.



Growers nust take a proactive role in mnimzing
the food safety risk. W expect a grower to take this guidance and
see where it can be applied. |It's broad scope. It's not one size
fits all. A grower, depending on where you are, the crops you're
growi ng, the cultural needs of your product are going to have to
| ook at this and see what parts of it he can use, where he m ght be
-- he or she mght be able to anmend their processes and operations
to mnimze risk -- the risk of adding pathogens to the food.

And it is the best advice of FDA in consultation
with industry through nuch of the @uidance Docunents already
prepared there and consuner groups. Hopefully, it reflects sone
consuner concerns. It focuses on common elenents. As | said, it's
a broad scope docunent we think applicable to nuch of the produce
i ndustry, the grow ng production, and distribution. And we firmy
bel i eve that sone of the guidance in here, if followed, Wil reduce
the risk of mcrobial contam nation in produce.

We do understand that there are many gaps in the
sci ence. That is why | gave the answer to the question before
about any sort of logo that -- that I -- you know, | follow good
agricultural practices. It's very difficult for us to do that,
al t hough we are consi deri ng how we can.

In the @uidance Docunent where there is
uncertainty, we try to point out where research is needed and try
to specify those sections in the Guidance Docunment. It's intended
to provide practical advice appropriately qualified. It has to be
doable. That's one of the things we need to hear from you today
where we talk pie in the sky.

W beg you to get up, and say, "Wat world do you
people live in? Do you know what that will cost us? Do you
realize the consequences that if we do that now we have a probl em
with contam nation of ground water if we follow sonme of the advice
in this Quidance Docunent?" W need to hear that from you.
O herwise, it my stay there, or, otherwise -- you know, it m ght
stay there anyway, quite frankly -- but we will never critically
eval uate your concept, concerns, and thoughts.

As part of the -- research is a very big part of
the President's initiative. W are working with USDA to determ ne
where research is necessary to close sonme of the holes in the
Qui dance Docunent and sone of the requests for research that we' ve
heard fromgrowers. W're in the process of working with USDA now
to develop a research agenda. This is here to remnd you that
under no circunstances does this CGuidance Docunent preenpt any
| ocal, state, or existing federal rules and regul ations.

You have to obey the laws as they are now. W are
taking every effort to nake sure there are no contradictions. |If
you know of any, you nust tell us.

And as an exanple, we tal k about a packing house. A packing house,
even if on the farm would fall under -- would be considered a
processing facility by FDA. And in that case, it wuld fall under
our existing good manufacturing practice regulation found in 21 CFR



110.10, and frequently in the guidance, especially when you talk
about packing houses, we refer you to the already existing
regul ati ons covering the preparing, packing, and hol ding of foods.

How much goodwi | |, broad scope, good agricultural
practice? That depends on how good we did our job. Dd we
identify potential factors common to fresh produce, and did we give
gui dance appropriate to industry that will suggest areas whereby
you can mnimze the risk of introducing unnecessary pathogens?

We do realize that a broad scope docunent has
probl ens because of their enornous sizes and differences in farm
size and resources, climatic and soil difference, fertilizers,
enpl oyee availability, and general cultural practices necessary for
the produce grown. That's why we're saying this is not a
cooki e-cutter docunment.

A grower is expected to look at this critically and
see what they could possibly adopt. And the last bullet here
before the break is the question we are asking today: How can we
best provide practical and concrete advice to growers that wll
nove us towards safer produce w thout being unnecessarily costly?

It has to be practical. It has to be doable. It
has to be the real world. It has to have an affect, and it's
sonet hing that growers nust be able to do.

Al right. Don, if you want to take a break now,
it's a good spot.

MR VCELLER Ckay. Do you want to give a preview
of what's going to happen after the break?

MR. GARDI NE: Just after the break. 1In order to
give you grist for the mll -- grist for coments -- we are going
to give a very broad scope review of each of the sections in the
Gui dance Docunent and what we think are sonme of the contentious
sections in there, some of the things we specifically want conment
on, and just give you sone of the highlights of what we're saying
in there.

Ckay. How | ong?

MR. VCELLER: Ten-m nute break, please.

MR. GARDI NE: Ckay.

(Wher eupon a break was taken.)

MR. GARDINE: Okay. If you would settle down so
that we could get to your coments, and a nunber of you have
approached ne during the break about that you will have comments.

Let's go over sonme of the specific sections in the
Gui dance Docunent and sone of the specific advice-giving in the
docunent to reduce, to the extent feasible, mcrobial |oad on fresh
produce. First is water, and water is a concern in two aspects.
First of all, if the water itself is contam nated w th pathogens,
it is an inherent source of contam nation; and second, as a vehicle
to spreadi ng pathogens in the field, harvest, or packing house. W
frequently think of water as what we use to clean our product. But
if we don't use that properly, what we m ght be doing is taking a



| ocalized contam nate and spreading it throughout the harvested
pr oduct .

Here is just a list of mcroorgani sns that have
been associated with water and which are pathogens and have been

associated w th outbreaks. Not all of them involving fresh
produce, but water pathogen illness in the U S Once again, not
all of these have been associated with an illness in fresh produce.

Waters potential as a source of pathogenic
m croorgani snms, growers should analyze their practices involving
water and seek to |imt the possibility of water-borne
contam nation. You ve got to recognize, as you're |ooking at your
operation, the potential for water sinply to contain pathogens.
And then the second bullet is real interesting. W say water
shoul d be of sufficient quality for its intended use, and we do not
proceed to define what that quality is.

We woul d be interested in comments, thoughts, and
opi ni ons, but what we -- if asked what we would say is to | ook at
the mcrobial criteria for potable water. W' re not worried about
heavy netals. W're not worried about other things that define
potabl e water, but | ook at the mcrobial criteria for potable water
as possi bl e advi ce.

Your use of water and water source will vary and
should be tailored to the needs of your particular operation.
Renmenber that as a grower, the closer your product gets to the
consuner, the closer it is to the consuner's table, the nore care
shoul d be exercised in everything, including the quality of the
wat er used.

And, once again, | nust stress we're dealing with
water quality. You're involved with state, |ocal EPA requirenents,
nothing in this guidance preenpts any applicable rule, state or
| ocal | aws. One of the things in the docunent | suggest you
consider doing is identifying and review the sources of water used
on the grow ng operation. Bear in mnd, that as the degree of
water to produce contact increases, so does the need for better
qual ity water

For exanple, as you get into the washi ng house, the
| ast wash shoul d be using your best water because that's the one
that is closest to the consuner. Your review nay include
determ ning your water source and whether it's froma well, and the
quality of that well water, if it's froma canal, reservoir, reused
irrigation water, and nmunicipality of other sources. None of these
are inherently bad water sources, but each of theminpose different
concerns and different things that a grower should think about in
t he use of water.

Vel |, people point out that, "Hey, we've got to get
a crop to market. The crop may need to be irrigated now Qur crop
is comng in. W're harvesting and the product needs to be washed
now, and we only have one water source.” W realize that. W're
tal ki ng about things you should consider and control when you can
to reduce the anmount you can, mcrobial -- getting to the mcrobial



| oad of the product.

But, even if you have to, you know, bring your crop
in and wash it and you only have one water source, and there may be
a problem due to run-off at that tinme, what about a water
treat nent ? It is possible when you're irrigating to consider
alternative application nethods that avoid water to produce
contact? |It's expensive to have two different irrigation nethods
in your field. We know that. It's just sonething you have to
consi der.

And if possible, do you have alternative water
sources, and can you nove fromone to another as potential concerns
devel op? The feasibility of these or other controls will depend on
t he i ntended water use.

Once again, water becones nore inportant the nore it contacts the
produce and the needs and resources of a particul ar operation.

| f your only water source is the river water, and
you're downstream from that dairy farm -- well, you know, your
options start becomng limted. Many factors, we realize,
i nfluence a grower's choice of irrigation water; econom cs, water
avai lability, and cultural requirenents for the crop.

Dependi ng on the crop, growers nmay need to consi der
using water delivery systens, such as drip irrigation, if that is
feasible, given the cultural requirenments of your crop, that
mnimze direct water to produce contact for certain crops. One
thing to bear in mnd is water -- you know, water is used in many
ways. Onhe way to use water is mx crop protection sprays,
fungi ci des pesti ci des.

The water used to m x and | oad pesticide sprays
shoul d be considered as serious a source of potential pathogens
bei ng added to produce, and be controlled as much as your other

sources of water. The cause, for exanple, of cyclospora in
Guat enmal an raspberries has never really been resolved by any of the
researchers that |'m aware of. But one of the theories many of

t hese people have conme back with is that sone of the growers in
Guatemala were using a very good well water to irrigate their
crops, but because of a concern with back flow fromchem cal sprays
contamnating their well water supply, their primary water supply,
when they were getting ready to use pesticides, fungicides,
whatever, they'd go to the local river and get that water to m x
the pesticide spray. |It's sonething they are now aware of, and we
have to nake other growers around the world and the U S. aware of.

Wash water; wash water we usually think of as our
friend, but if wused inproperly, we're going to be adding
contam nates, pathogens to produce, or spreading |ocalized
contam nation. Safe and sanitary water is recomended for use in
washing produce in the field and packing environnment in the
gui dance.

Wash water, even when sanitized, may reduce, but
not elimnate pathogens on the surface of produce. W say that
because we do not want anyone to think that we could do whatever we



-- you know, this is our safety step. This is what we'll rely on.
You have to take a holistic approach. Use of sanitizers are
wonderful, but they may not totally elimnate pathogens on your
product. You have to use care throughout the grow ng cycle.

And for sone produce, pathogens can be

internalized. So if it's contamnated by then, and it's an
internalized contamnation, all the sanitizers in the world likely
aren't going to help you. | f pathogens are not renoved or
i nactivated, they can spread so that a significant proportion of
the produce is contam nated, instead of sporadic itens. Once
again, if we do our washing, which we think of as a safety step
cl eaning step, what you're doing -- or wthout care what you're

doing may be taking l|ocalized contam nation and spreading it
t hroughout the harvest.
W talk in the Guidance Docunent about chlorine as

a potential water treatnent to help with this issue. Cool i ng
oper ati ons. Any time water or ice cone into contact with the
produce, you have to take care -- and that includes, as we said,

the irrigation, crop protection sprays, washing and cooling. Wter
and ice used in cooling should be considered a potential source of
contamnation. Gowers should be aware of the water source used to
make ice, or, in general, in the cooling operations, and follow
practices recommended throughout the Gui dance Docunment to reduce
the risk of contam nation during the cooling operation.

Final point to stress again and again, you can't
rely strictly on your wash water, even if sanitized water, if care
is not exercised, can be a vehicle for spreading |ocalized
contam nation. The next section of the regulation -- excuse ne --
of the Quidance Docunent -- | have a habit of falling into that --

AUDI ENCE MEMBER:  Freudi an slip.

MR GARDINE: No. It's not a Freudian slip. |
expl ained this a nunber of ways. And ny cohorts who have been
traveling with nme during this session have threatened to throw

things at me as | say that. It's really my contrarian nature
|"ve been advised so nuch not to nake that mstake, | think I
naturally do it. W are not talking about a regulation. If | slip

again, please do not read anything into it, but an aging m nd that
is maki ng errors, please.

Most of the illnesses we are tal king about of
concern, we discussed them the «cyclospora, the E coli
sal nonella, they are spread through the fecal-oral route. So

health officials and scientists agree that animal manure and human
fecal matter represent a significant source of pathogen
contam nation, whether it's through manure, or as we speak |ater
about worker sanitation and hygiene. The wuse of manure or
muni ci pal sewage sludge in the production of produce must be
closely managed to limt the potential of pathogen contam nation of
pr oduce.

G owers nust be alert that the presence of human or
animl fecal matter that may be unwittingly introduced into the



produce growi ng and handling environment. Here we're tal king about
partly -- and one of the points of contention in the docunent --
control of animals and ani mal popul ati ons and bird popul ations in
fields.

One of the growers in, | believe it was, Gand
Rapi ds got up and asked nme: "Do you know how hi gh a deer can junp?
And do you know how much it costs to put deer preventing fences up
around ny land?" And | said, "No, | don't, but | suspect it's a
heck of a lot of noney." And we're not asking that, but it's
sonething that's in the docunent. W want your comrents. And it
is a source of fecal contam nation of your produce, and sonething
we do urge you to consider and control as you can.

Properly treated manure or nunici pal sewage sl udge
can be an effective and safe fertilizer. Untreated, or inproperly,
manure or sludge used as a fertilizer to inprove soil structure for
that entry surface water to run-off nmay contai n pathogens that can
contam nate produce. Bottom line, manure can contain pathogens;
got to use it carefully. Well, we would just put this up to say
that we know muni ci pal sewage sludge is not wdely used, but there
have been sone studies that it can have beneficial affects. That's
why we talk about it to sonme extent in the docunent, but nost of
the conversation in the Gui dance Docunent is about manure.

Just a listing of sources of fecal contam nation,
once again, we're concerned about the fecal-oral route disease
transm ssion on produce. And sone of the sources we believe are
the use of untreated or inproperly treated manure. That's why
we'll talk a great deal about that.

| nproperly controll ed conposting or treatnent
operation near the growing fields, nearby |ivestock or poultry
operations that can cause you problens, nmnunicipal waste water
storage in disposal areas and high concentrations, once again, of
wild life in growing areas. Gowers now, how do you control this?

You know what suggestions are in the Quidance
Docunment. Gowers may need to devel op and fol |l ow good agri cul tural
practices in handling manure to reduce the potential for
i ntroduci ng mcrobial hazards to produce. Practices may include
processes such as conposting to reduce possible |evels of pathogens
in manure, mnimzing, to the extent feasible, direct or indirect
manure to product contact, especially close to harvest.

Once again, as with water, the closer you get to
the consuner's table, the nore care we suggest that you use. And,
of course, the need to assess adjacent or nearby |and uses to
determne risks fromanimals that may shed pat hogens that can cause
contamnation. There's nothing you could do if the operation next
to you is, indeed, a dairy farm You can't do anything about the
dairy farm but you should consider that in your operations to see
what -- is there anything you could do about the concern of rub off
fromthat operation

There are a nunber of treatnments for manure that
can reduce pathogens. They're discussed in the docunent. W put



themup there to show that we know that there are a nunber of ways
to doit. But what we tal ked about essentially in the docunent is
conposting where we're talking about managed process in which
organic materials are digested by mcrobial action, and where
hopefully, this mcrobial action is generating heat and other
activities to destroy pathogens.

Properly conposted manure can be an effective and
safe fertilizer and/or soil anmendnent. Here is one of the areas
where we admt research is necessary, and it is one of the areas
where we are seeing now. W cannot, and we do not, in the docunent
give tinme tenperatures for manure, regardl ess of the type of manure
you are using, because we don't think we really know yet. W have
to work on that.

W have to work with industry and ot her agencies to
develop this. But good agricultural practices can help you prevent
cross contamnation of manure to fresh produce and for conposting,
can work with local agricultural agencies, the Extension Service
for the best advice, the best science, which is pretty good science
currently avail abl e.

For untreated nmanure, for those of you using
untreated manure, we give sone specific recomendations in the
Qui dance Docunent. It's untreated. It's -- no attenpt was nade to
-- no controlled step was nade to try and reduce the pathogen | oad.
How can you use it? W recommend you reduce the risk of
contamnation fromuntreated nmanure by maxim zing the tinme between
application and harvest. Recomended m ni mal use generally range
from40 to 60 days before harvesting. Sone recommendations are for
as much as 120 days or | onger.

And here's where we get into the matter of cultural
and regional differences. |In upstate New York we had one of these
grassroots in Ceneva -- CGeneva, New York -- excuse ne. And one of
the growers there who was running a joint operation, part
dairy/part produce, and he says too much -- he doesn't conpost. He
can't conpost. It's just too much that he doesn't do it. He says
it's a nice recoonmendation. Do you have any idea what the grow ng
season is in upstate New York? And those are the kind of problens
that we have to try and face, and m ght best be faced by specific
crop and regional type Quidance Docunents, however it is determ ned
to devel op them

And he went on to point out -- he obviously had
researched the matter as part of his operation and done this for
years -- you can't -- you don't want to put this down in the fal
because the soil is frozen. You're going to get run off. Now
you're dealing wth contamnating water supplies. And even if that
doesn't happen, you don't get the affect you want in the soil. So

these are problens we've got to try to work together to face.

The treated manure, the conposted manure, or
treated however, natural fertilizers such as conpost manure nmay
need to be produced in a manner to reduce the Ilikelihood in
cross-contam nation mcrobial hazards. What do we nean by that?



Care should be taken to avoid cross-contanm nation of fresh produce
frommanure that is in the process of being conposted, or otherw se
treated. You, obviously, have to try to control and secure these
piles and probably not have them wuphill from the fields.
| mproperly treated or inconpletely treated manure nmay be a source
of contam nation, not only your conposted pile, but, obviously,
your produce.

Conpost or other treatnments may reduce -- and we
say here "may" because we don't really know, once again, research
IS needed -- may reduce, but m ght not elimnate pathogens in the

manure. Furthernore, it is unknown to what extent pathogens that
survive treatnent may regrow in conpost manure that is stored
before use. (Obviously, a research need.

Therefore, we recomend in the Gui dance Docunent
that to the extent feasible, growers using treated nanure may want
to consider some of the recommendati ons. Because of the research
that needs to be done, sone of the recomendations nade for
untreated manure, such as maxim zing tinme between application and
har vest.

Some good agricultural practices reconmended in the
Gui dance Docunent for handling manure m ght include security of
manure or conpost to prevent cross-contam nation fromrun-off, to
prevent cross-contam nation fromleaching into the soil and then
spr ead.

The next section of the Guidance Docunent invol ves
sanitation and hygi ene. Once again, very inportant, we're talking
about di seases spread through a fecal -oral route nost of the tine.
Wor ker health and hygiene play a critical role in the controls to
m nimze mcrobial contam nation of produce. Fecal - oral di sease
are the primary m crobial concern here.

Good hygienic practices by all workers are
essential in the control of mcrobial hazards. Infectious diseases
-- workers, we should say, with infectious diseases, ill health
with diarrhea, open lesions, et cetera, on the hands that are going
to conme in contact with the product are a source of m crobial
contamnation that can be transmtted to produce. And it's
sonmething that a grower needs to be concerned about, just as it
needs to be a concern in the retail setting, in the marketing
setting, and in the honme setting.

But once again, just as in a restaurant, this is a
concern in dealing with fresh produce, it's sonething that
frequently is going from the market to the table, perhaps
especially in a farmtype market setting.

Enpl oyees -- now here is -- once again, let's just
go through this and talk about it a nonment first, control of
potential hazards, control of personal health of your enployees.
Enpl oyees shoul d report to a person in charge any information about
their health or activities as they relate to di seases transm ssible
t hrough food. There should be a person in charge to nonitor the
health of enployees. And individuals with diarrheal disease should



not work with fresh produce.

This is hard in a farm setting -- in a grower
setting. But, nonetheless, it is also a universally accepted
proposal that food workers with these sort of illnesses should not
be working with the food. We've had a retail food code for
restaurants, and other food service establishnments for years that
say essentially this: Soneone should be nonitoring the health of
wor kers and sonmeone should be concerned with it. And, if possible,
you know, mnimze -- or | shouldn't say that -- | should say
elimnate people with these sort of problens fromcontact wth the
f ood.

G owers say, "Well, you know what's going to happen
the first time | send sonmeone hone after they report a diarrheal
illness, it will be the last tine anyone does.” M ght be so, but
you should be aware of it. |It's very difficult -- it's going to be
very difficult for public health officials to ignore this very
i nportant route of disease transm ssion. We understand the

probl ens associated with it, but they are the same problens that
are associated with attenpting to control this in a retail setting.

Al l enpl oyees who are involved in the harvesting,
packi ng, and distribution of fresh produce should be trained in
good hygienic practices. The Gui dance Docunent suggests that you
consi der establishing either your own, a county or regional
training programfor agricultural workers, and devel op a systemto
noni tor and eval uate conpliance wth personal hygi ene requirenents.

Enpl oyees shoul d be taught proper hand washi ng
techniques -- you can't assune they know it -- and use of
sanitation facilities, such as on-site latrines, and avoiding the
elimnation of waste outside of these facilities should be
encouraged, and | think -- not should be encouraged -- should be
required mght be a better statenent there.

Field sanitation. Once again, we're tal king about
toilets and field workers and proximty, Proximty and
accessibility of facilities to harvest food in all sections of
fresh produce production is inportant. They should be avail abl e.
They should be relatively close. Workers should have the
opportunity to use sone of these when needed. This will help
reduce the instance of workers relieving thensel ves el sewhere.

The Gui dance Docunent rem nds you, as you well
know, to assure that |ocation of portable toilet facilities --
we're tal king about field as we are -- is not near a water source
used for irrigation or in a location that is subjected to potenti al
run-off in the event of rains. Facilities should be avail abl e,
once again, for all enployees. A toilet facility should be
adequately maintained and sanitary, and maintained in a sanitary
condi tion.

Sone exanpl es of good practices that the Guidance
Docunents advise be followed, as you saw, the portable toilets,
clean them service themaway fromthe field, if possible. D spose
of waste through -- in a manner such as the sub-surface septic



tank. That will avoid contam nation of the product. You have to
drain away from the field or collect in a drainage tank to be
correctly disposed of at a renote site. Once again, fecal-ora
route, we want to keep this off the produce, and care should be
exercised, as I'msure it is, in handling this waste.

For harvesting precautions, once again, you don't
want to bring filth or any potential routes of mcrobial
contam nation into a packing house. So the docunent, very common
sense W se, recommends renoving as nuch dirt and nud as possible
from produce while it is in the field. Things that you can
control, such as the use of damaged or nuddy cartons should be
controlled. They should be repaired, cleaned, or discarded in an
effort to reduce the mcrobial |oad -- the unnecessary m crobi al
| oad on fresh produce.

Care is needed to ensure produce that's packaged in
the field is not contamnated in the process. Suggestions on how
to do that are given, and it recommends that inspectors, buyers,
visitors, wash their hands and w Il wear cleaning, disposable
gl oves before inspecting produce.

Equi prent mai nt enance. We're tal king now about

equi pnent nmaintenance in the field. W do not expect field
equi pnent to be naintained as sterile. We understand that, but
remenber what we're asking you to do, limt the unnecessary

m crobial |load. Wat we suggest, as we do in many of our other
docunents, that a person should be in charge of maintaining
equi pnent sanitation.

Keep the equi pnent as clean as possible in the

field and harvesting condition. Items such as |unches, tools,
fuels, et cetera, should not be carried on harvesting equipnent.
Renove contam nants -- visible contam nates, nud, diesel, grease

from equi pnent daily. The person in charge should be aware of the
use various pieces of equipnent are being put through, and nake
sure that the sane piece of equipnent that is harvesting manure the
day before is not used to transport the harvested crop the next day
wi t hout appropriate cleaning and steps being taken.

Now we're tal king about the facility. W're in the
packagi ng house. One of the things the GQui dance Docunent rem nds
you is that anything in the process fromharvest to processing that
makes contact with produce has the potential to contamnate it.
Your work tables, the lines noving, the produce not becomng a
matter of concern. Poor sanitation in the packagi ng house can
increase the risk of contam nation of produce and water supplies
used with the produce, used in cleaning the produce.

Once again, we remnd you that you're in a
packagi ng house, existing |laws and regul ati ons cover the preparing,
and packing, and holding of food. W remnd you that there is
probably sonme very good guidance available to you both |ocally,
state, and under FDA regulations in this case, Item 21 of the Code
of Federal Regulations, part 110 in the section involving general
good manufacturing practices with foods.



Equi prent shoul d be clean and sanitary, repaired as
needed in a packing house. Wrkers shouldn't use equi pnent for
i nappropriate purposes, and you should keep it as clean and
sanitary as possible.

Pest control; fecal-oral route. Al animals are
potential sources of contam nation of adding unnecessary m crobi al
pat hogen | oad to produce. In an enclosed facility and encl osed
packi ng house a pest control programis needed, and packi ng house
processing facilities and grounds around them should be kept in
good condition protected from pest contam nati on.

These are very bland and commobn sense st atenents.
Once again, you have to go to the docunent for details, and how
doable the details are. The final itemthat can -- that we believe
is one of these universal conponents that nust be considered in al
produce transportation. W're talking about transportation from
the field to the packi ng house, and then fromthe packi ng house to

the ultimate -- to the purchaser. W know that sone of that is not
in your control as a grower.

Once again, | nmust remnd you that we're asking you
to control here what you can control. There are other aspects of

the President's programto address the other steps in the process.
Cont am nation of produce may occur due to inproper packing during
handl i ng, | oading, unloading. And transportation operations.
Wher ever produce is transported, sanitation conditions should be
eval uat ed, especially between links in the distribution chain. You
shoul d probably be talking to the people noving your produce and
see how they're handling it to do their best.

Cross-contam nation from ot her foods and non-food
sources and contam nated surfaces may occur during transport. It
suggests fresh produce should be segregated from other food or
non-f ood sources of pathogens in order to prevent contam nation of
t he produce. Try to assure that the trucks or other carrier
sanitation requirenents are net before | oadi ng your produce.

Once again, produce is not a sterile food. W
don't expect the trucks noving it to be sterilized, but ny God,
t hey should be clean. Residue should be renoved, and dependi ng on
what they did nove before you, maybe they deserve sone sort of --
if they were hol di ng garbage maybe before you put your produce on
it, you should consider or the carrier should consider sanitizing
it. That's why the communication is very inportant, and keep open
communi cation, of course, along transportation routes regarding
food safety risks and the need for adequate safety steps.

Those are the four things in the docunent that are
di scussed as things that should be considered and controlled
i nvol ving the potential addition of unnecessary m crobial pathogen
| oad on fresh produce.

We then drafted onto this docunment a section on
what we are now calling -- and | don't happen to have the slide
prepared to fix this yet -- positive lot identification, but I
t hi nk you know what we nmean when we tal k about trace back. The



ability, if there is an illness to the extent possible, to trace
t he contam nated product to a specific field.

There are many advantages in doing this.

Fresh produce will never be free of contam nants. It's not a
sterile world. W' ve been saying that the whol e purpose here is to
mnimze to the extent feasible. You know, we're not sloughing off
here. W say to the extent feasible to control as nuch as you can,
what you can, the mcrobial risks, but you are growing this product
in a field under the sky.

Trace backs don't prevent a hazard, but it can
limt the scope of an outbreak, |imt populations that may be at
risk. Because there's a trace back nechanism we can respond very
quickly to identifying the problem finding out where it went, it
will help us identify a specific source or growing field that m ght
be the source of the problem and prevent it fromreoccurring in
the future, thus |essening the econom c burden on operators not
responsi bl e for the problem

And we do realize, depending on how the produce is
traditionally marketed, this is nore easily to do for certain
product than others. You know, if it's a product that is
traditionally displayed in bulk in a supermarket, a grower could
only go so far. You maght identify your process. They |eave your
farm They go to a distributor, and perhaps he may or nmay not keep
a record of what was sent to who, but we are asking you for your
part of the chain, and we will be asking distribution for their
part of the chain to think positively about the benefits of
positive lot identification.

As a federal worker responsible for public health
safety who has spent nmuch of the past year hearing about --
al t hough my unit was not necessarily responsible for dealing with
them -- outbreaks of illnesses associated with produce fresh, or in
ot her cases, processed produce where we don't know where the
contam nation occurred, the advantages of trace back are such that,
you know, they will mnimze the unnecessary expenditure of public
health resources. Wth this trace back nmechanism we can focus on
the problemreal quickly and don't have to spend time trying to
figure out what canme fromwhere and was sold to who

It will reduce consuner anxiety if they know that
the probl em has been identified and is being controlled, and they
don't have to worry about the entire strawberry crop for the year.
They know it's this product, or the entire raspberry product; they
know it's that product. As we said, we want consuners to have
confidence in fresh fruits and vegetables to eat them because it's
a Wi se dietary source.

We ask you to |ook at your ability to do trace
back. W know you cannot do that job conpletely yourself, but we
ask you to consider doing what you can as a grower to nake sure
that it is your control; it's adequately identified. And the
docunent does tal k about what should be the conponents of a good
positive lot identification tracking system



Once again, you can do what you can. Product, you
know, it mght all fall apart when it |eaves you. You have to work
with other parts of the processing of the distribution chain, and
as part of the initiative we wll be.

| think now we have tine for any questions of
clarification, or any sort of questions for anything that [|'ve
spoken about this norning. | apol ogize for going through this
quickly. W go through it very quickly at each neeting of this --
of this type because while we want to give you sone highlights and
things to think about, you're not here -- we're here to listen to
you, and we want to have as nuch tinme for that as possible. So if
there are any questions, we will be delighted to take them now and
get themon the record.

Pl ease cone -- and do cone to the m ke, please.

MR TRUMBALL: M nane is Rick Trunball, and I work
for Broetje O chard, which is a large apple grower in the State of
Washi ngton. Sone of the concerns that this raises, you know, for
us, we have a lot of people. W're, you know, growing this year
about 200,000 bins of apples. And |ooking at a deal |ike you've
adopted chlorine in a solution on a drench for a mcrobial, you
know, control, what about the regul ations as far as what would you
do with the solution as far as disposing of it? And the
recontamnation of -- like if they're bringing trucks in, and
you're, you know, recontam nating the fruit as you -- throughout
the day, you're bringing it into the packing facility, and you're
doing a drench to try to knock down the mcrobial count of
recontam nating everything in the deal behind you.

MR GARDINE: Well, to clarify your concern is, ny
God, we get in a lot of apples. W have a wash step where a
sanitizer is included. If the sanitizer for chlorine is -- for
exanple, chlorine as the |oad increases, the chlorine decreases.
You obviously have to keep adjusting that. And if you don't do it
properly, you may be putting your apples into water to wash them
but comng out with dirt renoved, but m crobes added to it because
there may have been a spotty contam nation?

MR. TRUVBALL: Right. Wll, what we do nowis we
do |ike a post harvest drench with a solution, and we run it on
concentration and --

MR GARDINE: |Is this on a belt or --

MR. TRUVBALL: No. [It's in a big tank.

MR. GARDINE: All right.

MR TRUMBALL: Were you drive trucks through a big
overhead drench systemwhere it's sprayed through the bins and run
down, recaptured. It's nonitored and maintained at a certain part
per --

MR. GARDI NE: Ckay.

MR. TRUMBALL: The one thing is | don't believe
chlorine would be a | abel deal on fruit.

MR CGARDINE: If you use it in accordance with good
manuf acturing practices, | do not believe it wll be.



MR TRUVBALL: Ckay.

MR GARDINE: |I'mtrying to think -- off the top of
my head | cannot renenber the recommendati ons for GW use. But,
no, you wouldn't have to |abel -- you know, put apples wth
chl orine on your | abel.

MR TRUMBALL: It's just the deal -- we're | ooking
at a deal here and talking to a very, very deep subject here when
we start tal king mcroorganisnms. | nean, and we all know that we

don't know a lot about it, and it's scary fromthe standpoint of
t hi nki ng of regul atory.

And what the gentleman with the onion marketing
deal referred to as far as if it could ever, you know, cone back to
haunt us in a deal where it would al nost be a detrinent rather than
a benefit. You know, there's just sone concerns.

MR. GARDI NE: COkay. But | just want to say that,
you know, you appear, fromwhat you're saying, to be taking steps
that this Guidance Docunent -- and this is not at all surprising,
because as | said, Anmerican agriculture appeared to be responding
to and addressi ng these needs, because you are consuners. You are
concerned with your custoners, and it's just damm good business to
do what you can to avoid problens |ike this.

You appear to be -- what you are doing is the sort
of gui dance that is suggested by the docunent, | think, once you
start reading it.

Any ot her questions coments at this appointnent?

M5. PAUL: |'mPeggy Paul. 1'ma dietitian for the
Oregon Dairy Council. But ny question is what sort of alliances or
cooperative efforts are you looking towards the nmedia in this
canpai gn? Because consuners get their information fromthe nedia,
and it seens like in recent years, the nedia cones out with a story
without all the information. And consuners nake their decisions
with that initial blitz, and they fail to follow up two, three
weeks | ater when you hear, "Well, it was just this one lot in a
state.” And they've lost the need to follow up because they've
already nade their decision; they're not going to eat strawberries
this sumer.

MR GARDINE: It is a real problem W cannot --
and nore than that -- even when a story hits the press and is
reported that the facts are there and it's reported properly,
frequently a consuner wll nmake the decision that, "I don't care
what they say, |'mnot sure. |'mnot buying this for nyself or ny
famly."

| don't quite know the intent of your comment, but
| do know that at a nunber of these other neetings, FDA and USDA
were conplinented in the instance, just as strawberries, as you
mentioned, in that our press was pretty good.

We kept telling people, "W don't know what the
problemis right now W don't know what caused it." You know, a
prime exanple is the instance with cycl ospora about two years ago
when, based on sonme very early epidem ol ogical st udi es



strawberries was inplicated as the source -- donestically produced
strawberries, and they weren't. But, boy, did the strawberry
i ndustry take a hit based on that press getting reported.

We could only do what we can to get a better
feedback |l oop with | ocal agencies, and to get the right story out
in the press, and we tried to do that.

And one of the conponents, by the way, of the
President's initiative is to work and find ways for better
conmmuni cation with local and state agencies. W're going to start
wth the state, because there's -- hopefully, the multiply effect
will go fromthemto |local health departnents so that we get the
word out right before we get any word out. And that is a concern
and an under st andi ng concern.

Any other -- | guess it's you.
MR. TRUVBALL: Well, 1've been in the tree fruit
industry nmy whole life, and what she's referring to, | believe,

woul d be like the thing that happened in the apple industry that
cost us over 100 mllion dollars.

MR. GARDI NE: Go ahead.

MR. TRUVBALL: And it only represented about five
percent of the annual sales that went on apples. And we're stil
reporting crops today that are treated with this, and sonetines in
the rates of ten times what we' ve ever used on apples. So what
she's saying -- that is an enornous fear, you know, as we sit out
here as an industry.

MR GARDINE: The only thing I'lIl say is thank you
for the coment. And, vyes, it is a fear and a concern. e
under st and. Could you -- or actually we have a hand m ke that
maybe we could just pass forward. This is sort of like the
Thursday Tine tal k show.

MR CURRY: Gary Qurry, Oregon Onions. Is this the
right interpretation, that you are trying to take this docunent as
gui dance here and make it nore commodity specific?

MR CGARDINE: One of -- the President has asked us,

as part of his initiative, to make sure that comodity and regi onal
di fferences are accounted for.
What we are asking people to work with us on is saying, "Tell us
howto do that." W had initially -- and that's why | put up that
second slide, and maybe it's worth showi ng again -- because this is
sonet hing, from past experience, | know we w |l tal k about a great
deal before this day is done.

The President's directive requires that good
agricultural practices and good manufacturing practices account for
specific comodity and regional differences. How do you do that?
How do you account for growi ng tree crops, you know, |ike apples or
berries that grow close to the ground, or row crops, because
initially -- well, you know, we would think that as you devel op
these nore specific Quidance Docunents as a group -- you know,
grouping citrus together or berries together, there are nore common
el ements where you could give better specific guidance that m ght



be nore hel pful for industry.

What we had thought -- initially thought to do was
that we would start by picking individual commdities, and work
with those growers and see what we could conme up with. There is a
great deal of concern, as you could well imagine, of how are you
going to pick these people? 1Is it going to appear that what we
have here is an at-risk list of fruits and vegetabl es? Ri ght?

So people, you know, there's a great deal of
concern. W were initially hoping -- our initial thoughts were to
pi ck these crops sonetine this nonth and start working, but now
that's been postponed. W' re asking people to tell us how we could
work -- what's a better way to do this.

So the answer is: W are considering trying to
devel op nore specific guidance either by grouping categories of
crops together or going on certain commodity specific gui dance.

MR CURRY: | think to offer an opinion here, too.
| think innmy mnd to try and be cormodity specific is going to be
terribly difficult, and you mght not get to where you want to go.
So, one, I'd recomend that you try and approach it on nore of a
generic basis.

MR GARDINE: Are you saying sonething like citrus
crops, and just put themall together, and then perhaps berries or
bush type --

MR CURRY: It could beconme alife long project if
you try to.

MR. GARDI NE: No, and no one intends to do every
one. But one of the things we are thinking of is what you are
saying now, are there ways to group crops?

MR. CURRY: And another comment, just as you were
goi ng through your presentation and |ooking through the nore
specifics is that, in my opinion, what you're laying out in terns
of good practices and what you' re setting down in your guidance is
t hat nost good businesses in our world of agriculture really foll ow
t hese practices. And you're -- it's kind of |ike a good
housekeepi ng process that you're going through, and so take that
for what it's worth.

| nmean there's always in every industry going to be
those that are better than others. But the guidelines that you put

down -- | think if we sat back as a conpany and | ooked at it, and
we would say we do all of these already. And so you' ve got to get
the nost bang for your dollar is -- is -- and | don't know how many

dollars are going to go into this project.

MR, GARDI NE: Nor do we.

MR CURRY: So I'Il just give you that side line is
that this industry is well on top of a lot of the issues that are
her e.

MR. GARDI NE: Thank you for that comment. We
realize that. One of the things that always bothers us is those
fol ks who are prepared to cone to these neetings, not the ones that
are going to give you -- that are not following this -- that the



peopl e cone to the neetings are concerned, and that falls for the
vast mgjority, | think, of domestic industry, for the reasons |
gave bef ore.

The vast mmjority of donestic industry as a
consuner, the vast majority of the vast industry is taking prudent
steps to protect their custoner, and the vast majority of donmestic

industry and foreign industry. | don't nean to sleight our
suppliers, because many of our foreign suppliers are also our
domestic industry with operations overseas. |It's just sinply good

busi nessnmen, and they're foll ow ng good busi ness practices, which
is protecting their product. W realize that.

We don't think that these guidance docunents --
this broad scope Quidance Docunent -- we do believe it probably is
sonething that is being followed by the mgjority of industry
supplying produce in the United States. And | agree with your
comment that nost of the people here and in this industry are
probably doing this to the extent feasible.

M5. ZAVEL: M nanme is Stacey Zawel. [|I'mwth the
United Fresh Fruit and Vegetable Association. 1'd like to actually
di scuss the inpact that was raised a couple of questions ago
regarding nedia -- the role the nedia plays in all of this. And I

think that it's been, on large part, ny job as all of these
out breaks have unfolded, to fight and to meke sure that the
information -- the correct information gets across.

And so, well, the onus is on the industry to nmake
sure their public health officials get these things right. Every
single time we see an article in the Post or we see a public health
official make a statenent that is incorrect, | call that person
specifically, or I wite to the Post and United wites to the Post
on behal f of our industry. But what | would like to see is not
only that, but that the governnent also uses or takes the
responsibility to convey the appropriate information.

For instance, in a recent neeting that an industry
coalition has that belongs to United, one of our nenbers asked the
FDA what was driving this initiative.

The answer was, "The nedia calls every day." And so | think that
what we have to do, rather than let that -- that debate proliferate
t hroughout the nmedia is be responsible, every single one of us, and
make sure that we comunicate, "Listen, this outbreak has occurred,
but, as a matter of fact, we don't know where the source of
contamnation is"; whether it's sonebody as the FDA that's tal king
to the New York Tinmes or their public health official in Florida or
a public health official Texas. Wat ever |evel you' re on, whether
you're a state official or local official or county official, every
si ngl e person needs to conmuni cate the appropriate information to
the nedia so we can offer information out to consuners, because
that's where they're getting their information.

As a matter of fact, the National Restaurant
Associ ation just published a study that they did asking their --
they pulled a nunber of consumers and said, "Were do you get al



your information?" They said the nedia was the nunber one source.
So | think we need to be very careful.

MR. GARDI NE: Stacey, just stay up there. There
are a couple of things | do have to respond to there.
Nunber one, yes, we've got to get -- first of all, | agree with
your basic statenent, we've got to get the nessage out. | would
hope whil e FDA and USDA m ght occasionally nmake m stakes, that you
woul d think you would be able to say that nost of the tines when
they' re brought to our attention, we change them And nost of the
i nstances that have caused concern to agriculture, and not --
recently, you know, the result of the rush to judgnent on the part
of the federal governnent, but that's where | agree with you

Where | disagree is -- we will speak |ater about
who this FDA official was that nade the statenent that you said --
and | will repeat for the record that we are doing this as a public
health initiative. It is not a respond to nedi a because they cal
every day initiative. Qur fresh fruits and vegetables in this
country is the safest in the world. W think there are.

But there are problens now that we've never had to
face before with the nergi ng pathogens, with produce comng from
as fol ks have nentioned here, different countries with agricultural
conditions, with environnental conditions that mght bring new
concerns to the produce wth pathogens. As | said, getting
associated wth new pathogens, getting associated wth donestic
pr oduce, and wth the difficulty, and we believe, t he
I nappropriateness of a vast -- and the inpossibility of funding a
vast testing program W want to work with industry to find the
best way to address this real concern in as cooperative up front,
let's, you know, try and deal with it as the source of and/or as we

can. | just didn't want to let it slide, but I think it's nothing
but a PR reaction.

M5. ZAWEL: | have just two comments. Fromthe
federal versus local public health official standpoint, | think

you're right, Tom in that it's the basically local, state health
officials and ot her personnel who perhaps are |l ess used to dealing

with, | think, the specifics of an outbreak there, and that we need
to deal with on an overall basis, and that | focus ny energy on.
From a federal standpoint, | don't imagine -- |

can't recall of any one instance where |'ve had to do that. And |
think that there's very good reason for that. You guys are very
careful about the way you go about things. What | encourage from
a federal level is that rather than having the nedia walk all over
this and wal k all over you, that you guys say, listen, you know,
you have to provide sone responsibility to the nmedia and encourage
them |like the industry does, to portray the correct industry.
That's what |'m suggesting froma federal |evel

that you provide |eadership in that area. The second point | want
to make in all of ny statements that | will nmake eventually are
based on the fact that the industry wants safe food, too, and they
do not want their name associated with this.



So it's not to say that if done properly, if we

i ncrease the awareness of food safety issues across the industry,
t hat nakes good sense, that makes good business, like Gry was
saying. But, however, | think we have to be very careful, because
consuner advocate groups portray, and they're pushing their agenda
very, very hard, and that's playing a very large role in this
initiative, and it doesn't discount that in the end it nay be a
useful initiative depending on how it cones out, but they do play
a very large role. The other thing that I would do and | encourage
other officials wiwthin FDA to include the industry in the process
-- in the outbreak investigations. | believe it's called Force G
A group that's pulled together nmulti-agency.

MR. GARDINE: It sounds |ike a novie, doesn't it?

M5. ZAWEL: |t does.

MR. GARDI NE: We have a swat team Force G

M5. ZAWEL: Anyway, |'ve encouraged FDA and CDC

officials to sonehow devel op a relationship and the rel ati onships
are there, but I think it warrants a nore formal relationship so
t hat you guys have a nmechani sm during outbreak investigations to
hel p you through that process.

It's a very good thing to trace back product, but
i ndustry oftentines knows that, in fact, produce is not -- or a
specific coommodity is not comng fromthat region at this tinme of
year. And we can help in the process by providing sone industry
intelligence to that, and aid in trace back investigations so that
we can, instead of inplicating the source, which consuners are
likely to do, let's find where the contam nation is occurring and
prevent these outbreaks from happeni ng.

MR. VCELLER: Sonebody over here has a question.

MR. TORRES: Are you talking about --

MR VCELLER  Coul d you pl ease introduce yourself?

MR. TORRES: Antonio Torres; Oregon State

Uni versity, Food Science. W're tal king about some way of proving
to get specific recommendations out of this process, and |I'm
thinking that the alternative would be to focus on the m crobia
pat hogens that we are tal king about and try to learn nore about
ecol ogy, that industry would have a piece of their production
pat hogens, take that know edge to devel op better practices.

So rather than trying to create a condition for the
i ndustry who knows nmuch nore than you wll ever know about the
specific commodity, what they don't know is what are the pathogens,
how to deal with them how can they be elimnated, so that woul d be
much nore useful purpose than trying to recommend for commodity
group or a specific coommodity itself. And then they have a better
position to present a better science or technology or information
base, than trying to cone out with better recomrendations than
t heir use.

MR. GARDI NE: Thank you. |If there are no further
questions, Don, do you want to break for |unch?



MR. VCELLER: Yes. W'Ill| return at
1:00 p.m to hear Dr. Rick Gonez represent the USDA.

(Wher eupon a | unch break was taken.)

MR. VOELLER: 1'mgoing to quickly introduce Dr.
Rick Gonmez. He's the chief horticulturist for the USDA Cooperative
State Research Educati on and Extension Service.

DR. GOMEZ: Thank you, and wel cone back. | hope
you didn't have too nmuch problemw th that CSREES title. The role
of USDA, it's very sinple. It's very sinple, and so it wll only
take a few mnutes. The role of USDA is to bring agriculture to
the table; sinple, very sinple.

The nmechani sm by which we can bring agriculture to
the table here in this initiative is very conplex though. And |et
me give you a brief description of some of the agencies involved in
the USDA that will have a role here in this initiative. Al though
l"'m not going to list all of them nost agencies within the
departnment will play a role. This initiative is divided or
separated into two parts, foreign and donestic. And USDA has
foreign and donestic operations as well.

Through the Foreign Agricultural Service, through
the Animal and Plant Health Inspection Service we touch foreign
countries. The FAS not only is a pronoter of U S. product --
agricultural products, but it's also involved through its
i nternational cooperation and devel opment activities in providing
technol ogy transfer to other countries. And if you' ve been to
other countries in which -- fromwhich we inport materials, nost of
the technol ogy used there is Anerican technol ogy.

USDA, in corporation with FAS, utilized many of the
l and grant university staff in providing sone of the know edge for

these foreign operations. So we are involved in the foreign
affairs, and we can take and devel op sone outreach and educati onal
prograns to fit those. And | think those are going to be

definitely a part of this initiative. They nust be a part of this
initiative.

Donestically the Agricultural Marketing Service
through its marketing orders and other activities also touches
producers and producer groups. |I'Il explain again, that wll be
part of the outreach progranms. Wthin ny agency area -- m sSion
area and that's how we are divided in the departnment, our m ssion
area or the one that ny agency belongs to is a research, education,
and econom cs arena.

And we have several agencies, sone of which are
very well-known to you, such as the Agricultural Research Service,
which is the intra-bureau research of the Departnent of
Agriculture. The ARS has already started to redirect sonme of its
activities and efforts into the area that we are dealing with in

t hese quidelines. They have, | know, redirected into the
conposting and utilization of manures fromtheir other activities.
So there is -- has been already sone redirection.

The President's budget for fiscal year '98 wll include sone



addi tional funds for research and education activities to cope with
this initiative. So we're dealing with that. The Econom ¢
Research Service, which is the armof the USDA that deals with the
econom ¢ aspects of production -- agricultural production wll be
i nvol ved and is involved already.

And we can see through the ERS sone of the changes
t hat may cone about because of this initiative. But let ne tell
you a little bit nore about ny agency since | know nost about that
one. It's a Cooperative State Research Education and Extension
Service. And that agency is a brand new one as of three years ago.
It's a merger of the Cooperative State Research and the Extension
Service, which is a very, very logical union. It ties in research
and extension activities. And the bodies that are included in that
are the experinentation systemand the extension systemthroughout
the |l and grant universities.

Qur idea in the departnent to nmerge those two
agencies into the one now existing had occurred at the | and grant
system many, nmany, many years ago. As a matter of fact, you' ve
heard Bill Mnsour tell today that sonme of the staff are both
experinentation and extension staff. W are now, in our agency,
bot h extension and research staff. W are the federal part of the
whol e extra mural and extension service throughout the nation and
territories.

There are over 100 institutions that are |and grant
institutions in the US  And we are responsi ble in the devel opnent
of research and research priorities to help the agricultural
producer in the U S The Agriculture Research Service that |
menti oned before has a mssion to do basic research, as well as
apply. And so that's the experinentation system although we tend
in the experinentation to do it a little bit nore towards the
applied side of the research

Priorities. This is where we start getting very
interested in this initiative. Priorities for research and for
extension prograns occur or are determned at the |local and state

level. Very few of themare determned at the federal level. As
a matter of fact, this initiative, even though it nay seemto cone
fromthe federal level, it really comes fromthe producer |evel

And so, with the educational prograns associated with it.

The whol e conplex of the federal and |and grant
system the partnership that exists is a partnership that we at
USDA wi Il bring to this table here. But we're m ssing one el enent,

and you'll hear from that elenent a little bit later on. The
el enent that we're mssing is the producer hinself -- hinself or
hersel f.

As you wll hear, there are sone producer groups
involved in this initiative, and the three groups, the producers,
FDA, and USDA nust, and | repeat, nust beconme partners. W nust
agree on what type of prograns, what type of guidelines we want out
there and to be practiced. Oherwise, it will not get anywhere.
We know t hat.



Extensi on system and the experinentation system
have been working at this for many, many years, and we have within
that systemitself a nmethod of feedback -- a mechanismfor feedback
that brings the needs of the producers through extension to the
research. And once that research is done, through extension back
to the producer.

So there is a whole cycle, and that's what we nust do with these
t hi ngs.

There was one question asked that was very
interesting during the norning session on how does this initiative
and the prograns that may be generated, how can they -- how are we
going to integrate themw th other prograns, such as a program on
education for the Cean Water Act? Well, that is probably one of
the roles of extension, but it's also a role of the producer. He
is the ultimate -- he or she is the ultimate integrator of
progr amns.

Those are the things that we at USDA and the | and
grant system bring to this table. And to give you an exanpl e,
there is one programthat's called -- it's a small program it's a
conput er generated program call ed Farm Assist, which has, at this
point in tinme, sone of the econom cs and sone of the environnental
practices associated with farm production, and it goes on to
determ ne what the econom cs of the operations are.

M chigan State University and other |and grant
institutions are already working on the Farm Assist program to
bring in some of these guidelines or good agricultural practices
into that nodel so it can be used. The beautiful thing about that
nodel is that it does not, and | repeat, does not take anything
away fromthe producer. It lets himor her still be the decision
maker. It is a voluntary program |t serves as a guidance. And
that's what this docunent, these hearings are all about, to
generate a gui dance docunent, but not to take away the right of the
producer. Thank you.

MR. VOELLER: Any questions fromthe floor for
clarification for Rick? Hearing none, we'll nove onto the next
portion of the program which will be industry group presentations.
And | have seven individuals that have already contacted ne for
this presentation. And the first will be representing the United
Fresh Fruit and Vegetabl e Association, Stacey Zawel.

And if you do choose to use the podium | want to

warn you that there is no back on the platform so be very careful.

M5. ZAVWEL: Thank you very nmuch. | amthe director

of Scientific and Regul atory Affairs for the United Fresh Fruit and

Veget abl e Associ ati on. United represents growers, packers,

shi ppers, whol esal ers, brokers of whole produce donestically, as

well as abroad, and also work wth processors and industry
suppliers.

A nunber of different issues; this one obviously

being one of them VWhat we've done is, throughout all these

meetings, capitalized on this opportunity to gather together a



nunber of industry experts representing a nunber of commodities in
the specific regions to convey sonme of why their practices are
followed, to denonstrate the diversity and the conplexity of the
i ndustry, to convey what is practical and what is reasonable, as
well as denonstrate that the industry does, in fact, take the
i ssues of food safety very, very seriously.

And | have -- actually what | would call both had
the opportunity and the challenge to attend every single one of
these neetings, so | nust tell you I'mvery happy that this is the
| ast one. And | have also, in all of these neetings, taken an
opportunity to nmake a nunber of recommendations on behalf of the
i ndustry, and | seemto never run out of ideas.

But I would just like to actually touch on three
areas today, qualifying ny statenments both in the begi nning and the
end. The beginning qualification is that the industry does take
food safety very seriously. W denonstrate that through a nunber
of initiatives that are already underway. An industry w de
Gui dance Docunent, 20 organi zations have devel oped, as well as
regi onal, docunents such as Western Growers Association, such as
California Strawberry. There are initiatives all over the country
that are developing this to -- initiatives to address food safety.
So it's evident that the industry is noving very, very fast to
address these issues and ensure consuner confidence in the food
suppl y.

The first area | would like to touch on that
certainly deserves enphasis, and as Tomsaid earlier, he would hear
a lot about this, and he's right, one of those is the commodity
specific guidance. United certainly opposes noving down that road,
and we do so because there's no reason -- the commodity specific
gui dance cannot be devel oped for the sanme reason that it's very
difficult to develop broad industry guidance. And that's because
the diversity wthin one commodity is the sane diversity that
exi sts across the commodities, across regi ons because practices are
so different.

So what we need to do instead is -- is develop this
broad industry guidance. And if, in fact, it is done appropriately
-- say it's done considering what's reasonable, and it's done
considering what's practical, then what those limted resources
should be focused on is sonething that wll actually have an
inpact. And that is that these limted resources should be devoted
to supporting research, to help guide future recommendati ons.

It should be also devoted to devel oping education and outreach
progr amns.

And we certainly, as one nmechanism to facilitate
education and outreach prograns, we encourage that the resources be
used to marry together the efforts of land right universities and
t he know edge of those universities, the efforts and the know edge
of the industry to devel op educational progranms and reach out to
their specific regions and their respective commpdities to address
t hese issues on a nore specific operator-by-operator basis. That



is what's going to be effective.

The second area that | wanted to talk a little bit
about was the application to harvest delay use of manure, and any
recommendations that are nmade in this guidance. As it stands now,
there's a reference to a couple of different recomendations. And
those are that perhaps a 40- to 60-day application to harvest the
| and manure is appropriate, or perhaps 120 days, because sonebody
uses it in that manner.

These are not based on science. These are based
on, one, the organic standards that are out there, and the other
120-day recommendation is based on a casual comment that was nade
that it happens to be one operator's practices. Those are not
appropriate references to be included in guidance, because they are
not based on science.

The second area under the application to harvest
delay issue is the two research studies which are referenced
i nappropriately. In ny mnd, they should not -- they need to al so
be deleted fromthe guidance. And they need to be deleted fromthe
gui dance because they don't provide a basis for any recommendati on.
And they should, in fact, not be used in that manner.

And this is because one of them -- one of the
ref erences suggest that E. coli can survive in nmanure -- cow manure
-- for 70 days. But if you ook at the fine print and you really
dig into that study, what you'll find is that that study was done
inatest tube. And I find it very difficult to understand why we
need to extrapol ate an experinent that was done in a test tube to
denonstrate that we need to have a specific recomendati on gover ned
by that. | appreciate basic research. 1've done a |ot of basic
research.

However, basic research provides a tool and a basis
to do the applied research, and that's what we need to do. W need
to nove into applied research. There's going to be a nunber of
initiatives undertaken in the area. They need to be funded, and
then we'll provide sone answers that will have potentially a public
health inpact. So when the science fact is available and is used
to form the basis of a recomendation, then it warrants an
i nclusion, but not until then.

The third area that | wanted to cover is sonething
that is a very, very, very fine point, but it's very inportant.
And that is stating that this guidance is going to include good
agricultural practices and good manufacturing practices, but that
it's guidance. R ght now good manufacturing practices -- everybody
knows who deals with good manufacturing practices are codified.
You have to follow those in certain circunstances.

It's going to be very difficult and provide a
tremendous anount of confusion that sonething that's codified is
| aw, and yet in another instance, it's guidance. And so what we
recommend instead of calling it good manufacturing practices, call
it good handling practices. There won't be confusion anongst the
i ndustry. There won't be confusion anongst the regul ati ng bodi es



who are going to be followng this and nmake sure -- and
interpreting it for thensel ves. There's enough confusion about
what gui dance neans to introduce another confusion point in there.
So | encourage you to change that acronym

And the last thing that has been said over and over
by FDA and USDA and a nunber of industry groups is that we nust
continue to clearly state the inportance of increasing consunption

of fresh fruits and vegetabl es. At a time when incidents of
chroni c di seases, such as cancer and heart di sease are increasing,
and, in fact, an overwhel mng nunber of studies indicate the

consunption of fresh fruit and vegetables up to ten servings a day
can, in fact, decrease one's risk of many of these diseases.

And we cannot jeopardize the public's health by
i nappropriately steering them away from fresh fruits and
veget abl es. But instead, we must all encourage increased
consunption. Thank you.

MR. VOELLER: Thank you. The next individual is
from-- representing California Grape and Tree Fruit League; Brian
Haddi x.

MR. HADDI X: Good afternoon. M nane is Brian
Haddi x. | amhere on behalf of the California Gape and Tree Fruit
League, which is a wvoluntary industry trade association
representing approxi mately 80 percent of the deciduous tree fruit
and packer/shippers in the state of California. 1'd like to start
by saying that it's unfortunate that this panel was unable to neet
in Selma a few days ago, considering the incredible volune
production of California s San Joaquin Valley, and cannot coll ect
the views of those growers as they wapup this neeting session only
hal f done.

As | have shared with sone on this panel earlier,
our San Joaquin Valley where the Selma site is |ocated, and we were
to have had a neeting there, alone includes approximtely six of
the top ten ag. producing counties in the United States. Its farm
gai ned revenues of over ten billion dollars exceeds that of |owa
and Nebraska, and was only 200 mllion dollars shy of the tota
production of the state of Texas. Many of the growers and packers
in the San Joaquin Valley are already ahead of this issue by having
i ncorporated food safety plans into their operations.

| also cormmend this panel on what has al ready been
achieved. You are the catalyst of change. You may see it that
you're only here to collect the views of the public on how to
m nimze mcrobiological risk, yet your very attention to this
issue is driving the industry to continue a process already started
by retailers to see that the agricultural industry devel op gui dance
pl ans.

When | started sone years back with the California
Grape and Tree Fruit League, the big concern with the packers was
pesticides. Recent polling data anong the public now shows that
concern over food safety exceeds that of pesticides. These sane
packers are now scrutinizing their plants for avenues of contact



wi t h food-borne pathogens.

But if you are the catal yst of change, the reacting
agents of change here are the retailer and the packer. After the
initial incidents of food contam nation by Guatemal an raspberries
and Mexi can strawberries, retailers began to demand of the packers
that they certify -- that they have a program for controlling
f ood- borne pathogens. It is not unconmon for a retailer to require
a packer to sign a hold harmess letter certifying that the packer
has in place a plan to address this problem

Li kewi se, an increasing nunber of packers are
t aki ng advantage of web sites |ike Prinuslabs.com (phonetic) that
i ndicates on their site which packers have in place a programto

control food-borne pathogens. 1It's a nmarketing tool by packers to
be able to showretailers that we have a plan in place and it's up
on the Web. You can see it. |In fact, when you |l aunch on one of
t hose -- a particular packer's Wb site -- actual ly

Primusl abs. comis Wb site where they have the packer's nane |i sted,
it will actually bring up that packer's plan.

To that end, the nmarketplace has begun correcting
this dilenma. No retailer wants to be sued by a custoner, or to
have its reputation damaged. In the conpetitive marketpl ace of
fruit sales, having a programin place can give one packer an edge
over his conpetitor.

Let nme take a nonent now to address sone of the
proposals in the draft that we saw put on the screen this norning.

Beginning with the concept of commvodity specific plans, | know
Stacey -- I'Il just reference these, but | conme froma county that
produces over 250 different agricultural products. Anong st one
fruits -- anong stone fruit growers, which is defined as peaches,

pl ums, nectarines, apricots from the California Gape and Tree
Fruit League represents, is not uncomon for one packing line to
run all four compbdities in the course of a day. And many tinmes
t hese packing houses will also have in their -- wthin their
structure a separate apple line, because apples have to be treated
with a certain anount of care, and they nmay al so have a grape line
for table grapes com ng through. And then sone plants will even
have a section for vegetables they may bring off the west side of
the San Joaquin Valley; all this under the one roof.

To have a separate plan for each commodity woul d be
unwi el dy. We can reach the sane end product with the program
currently used by many of the League's packers. That is to have a
program for the packing house which identifies avenues for
contam nation, such as workers, water, the fruit itself, et cetera,
and ways to control this contam nation

On the issue of manure, stone fruit and table grape
growers have been putting manure into their soil for decades. |It's
a way of enhancing your soil in a cheaper, softer manner. And over
t hese many decades, there's yet to be seen a problem originating
out of this. And I'malso kind of curious how we define manure.
| believe it's a whole range fromcattle to chickens to deer



But we have not seen a problemoriginate out of the use of manure
over these many decades. So if a problem does exist, we need to
see the science to back it up so that we can address it.

Next we saw on the draft proposal here water. Now,
in the San Joaquin Valley this is a major econom c input, because
basically the Valley is a desert. W inport our water via
irrigation districts fromour reservoir, which is predomnantly fed
by snow nelt off the Sierra Nevada Muntains. W also punp our
wat er fromthe underground.

Let me take a nmonent to tal k about our irrigation
districts for just a nonent. Qur irrigation districts are fairly
sophi sticated operations. And, in fact, the California State
Legislature recently gave irrigation districts a special tax
advantage in the electric power deregulation l|law that becones
effective in California January 1, wth the expectation that they
woul d becone the energy provider for agriculture.

So the state |legislature recognizes the irrigation
districts are sophisticated operations to manage not only an input
called water, but an input called power. My point is that
irrigation districts are in a far better position to manage the
quality of irrigation water in California than a grower.

Also on the issue of water, the idea of keeping the
water at ten degrees in a packing house -- keeping the waters at
ten degrees warner than the incomng fruit is inpractical. Stil
fruit is picked during the sumrer season in the San Joaquin Vall ey.
This neans it arrives at a typical daytime tenperature of 105 or
lower. It is critical to hydro-cool that fruit as soon as possible
to avoid decay, to bathe the fruit. 105 plus 10, being 115-degree
wat er woul d cause spoilage very rapidly. A better route, the one
currently practiced by many packers is to treat the water.

Now, I'd like to venture off of what | got up early
this norning and typed up here, is to talk briefly about trade.
And | heard sone discussion here about practices for our
international trading partners, as well as practices for our
donestic partners. The California G ape and Tree Fruit League has
a programin place for exporting stone fruits to Mexico. W cal
it our Fum gation Free Program

And in order to do this, we bring up inspectors
fromMexico. It's required. The Mexican governnent requires that
we house -- we pay for, house, provide cars, the whole bit, to
t hese inspectors for the course of the sumer to travel around to
our packing houses and to make sure that the protocol that we've
established is correctly foll owned.

Yet, still even after this is signed off, many a
time a truck will arrive at the border of Mexico and be stopped
t here because a |l arvae was found in the fruit. Now this |arvae may
have been signed off by the inspectors up in the San Joaquin Vall ey
as being a -- not warranting stopping at the border because it's
not a pest that would be introduced into Mexico.

But because of various trade reasons, this truck



may stay there on the border for two weeks while this larvae is
taken down to Mexico City and keyed out and possibly grown to
adul thood, and then later to say, "Al right. It wasn't a
problem” Well, it was a problemfor the fruit because the fruit
IS now j unk.

And we have seen in the last few years our trade
with Mexico drop from1.3 mllion cartons to 300,000 cartons, for
a variety of reasons. And the incentives for growers is to start
thinking -- and packers -- do | really want to trade? Wll, Mexico
-- you do want to trade wth Mexico. They're our biggest trading
part ner.

And so we have to be very cognizant that if we
i npose prograns on Mexican growers, that they not turn around and
retaliate against us because they're feeling that we're running a
very onerous program to keep their products out of the United
St at es.

In conclusion, the retailers in the produce
industry are already driving the grower, packer, shippers to
docunent that they have plans in place. The industry urges the FDA
and the USDA to work with us in a cooperative venture so that
toget her we can put at ease the final judge of good food quality,
and that is the consuner. Thank you very mnuch.

MR GARDINE: Just one thing. First of all, thank
you, Brian, for your commrents. And at other places | renenbered to
mention that your concern with the tenperature of cooling water is
shared with your colleagues in many parts around the country. That
recommendati on was one that was comented on in many places.

MR. HADDI X: Nobody likes to be in hot water.

MR. GARDI NE: Yes.

MR VCELLER The next individual represents -- or
is the executive director of Oegon Fresh Market Gowers
Associ ation; Scott Ashcom Scott has a prepared statenent to be
entered into the record and al so has a verbal presentation.

MR, ASHCOM Thank you, especially for pronouncing

ny nane correctly. | ask right now that two copies -- three copies
of our witten comments be entered into the record. Since |'ve
prepared witten testinony, |I'll just summarize the comments and

make it very brief. And ny comments will track the outline of the
gui del i nes.

Wth respect to water, we, in the State of O egon,
have sonet hing better than guidelines with regard to protecting a
consunmer from m crobial disease com ng from water-borne sources.
We have state laws. | brought a conplete copy of Oregon's water
quality laws with us, and I will ask that they be entered into the
record as Item A

(Whereupon Item A was received into the record.)

These are -- in Oregon we have a Departnent of

Environnental Quality, who, under a menorandum of agreenent with
t he Federal Environnent Protection Agency, adm nistering the C ean
Water Act in the State of O egon. There are federal EPA standards



for all of the pathogens which you have listed here today in the
gui del i nes.

There are standards in the federal EPA clean water
regulations and rules for those pathogens. And the State of
O egon, under the nmenorandum of agreenent, enforces the O ean Water
Act with our DEQ These are the admnistrative rules which are
laws in the State of Oregon that contain all of those mcrobia
st andar ds.

The farners in the State of Oregon are all, to this
day, conplying wth these rigorous |laws, not guidelines. These
| aws are rigorous enough that violation of these water quality
standards for these pathogens can trigger up to $100,000 a day
fine. So that's teeth. That's a law. That's not a guideline. W
ask that these be entered into the record.

To nove onto the issue of new manure and nuni ci pa
sewer sludge, I'Il just talk a little bit about what we cal
chem gation, or the punping of manure onto fields for fertilization
purposes. W do that in the State of Oregon under DEQ rules or
Confined Ani mal Feeding or Holding Operations, which are
adm ni stered by the Oregon Departnment of Agriculture. | have a
copy of the DEQ rules on Confined Animal Feed Lot Operations right
her e.

Once again, extrenely rigorous standards that
farmers must conply with in order to utilize manure for purposes of
fertilization, very rigorous standards. Violations, once again,
can trigger significant fines. These are |aws conplying, not
gui delines. Departnents are conplying with these right now

|'d like to enter these into the record as Item B.

(Whereupon Item B was received into the record.)

MR.  ASHCOM Wth respect to sanitation and
hygi ene, the State of Oregon has regul ations through O egon OSHA,
whi ch i npl erent under nenorandum of agreement with federal OSHA the
field sanitation and health standards that are in the federal OSHA
| aws. Here's those rules right here. They're rigorous.
Violations of those frequently trigger serious fines for farnmers if
they are not in conpliance with them They're detailed | aws, and
they, |I believe, are -- as with all of these laws -- they're even
nore stringent than the federal standards.

This has to do with workers washing their hands,
with the tenperature of water that has to be in the toilet
facilities in the fields, the location of toilet facilities in the
fields, clean toilet paper requirenents. Literally, our Oregon
CSHA has regulated farmng right down to the nost mnuet details of
the health of the workers. And farmers conplying with these rules,
there should be no opportunity or extrenely limted opportunity for
m crobi al contam nati on.

|'"d like these rules entered into the record as
ltem C.
(Whereupon Item C was received for the record.)
MR. ASHCOM In conclusion, 1'd just |ike to nmake



two final points. Education is the key here. The growers and the
wor kers that produce this food, and the handlers and the retailers
that sell it to the consuner, and the consuner thenselves needs to
be educated into -- as to the proper ways of handling and treating
fresh vegetables and fruits to mnim ze the chance of infection.

Wth regard to your goal that these guidelines
represent regional differences, | submt that there is no better
way to ensure that your guidelines recognize the vast and nunerous
regional differences in agricultural practices, that the guidelines
rely on the rigorous state laws for field sanitation, water
quality, and other environnental protections that already exist.
They are laws that have teeth and sanctions agai nst people that
vi ol ate them

|f the FDA guidelines rely on the existing state
| aws of each state, the state governnents have gone through the
process of adapting those OSHA regul ati ons and adapting the C ean
Water Act laws to their individual state environnents. So you
al ready have regional differences taken into account by the
existing state laws. W recommend that the guidelines find that
conpliance with the state laws for clean water and field sanitation
constitute conpliance wth the guidelines. Thank you.

MR. GARDI NE: Thank you.

MR. VOELLER: The next presentation will be the

Presi dent of Oregon Fresh Market G owers Association; Joe Casal e.

MR. CASALE: Good afternoon, and thank you. |'m
Joe Casale. W represent nore of the snmall -- Brian talked to the
| arge industry of California -- and we're nore of the small size

famly farns, snaller operations. The guidelines, as we saw on the
slides this norning, we follow those, as Scott attested to there.
And we don't need nore regulations |like those, which these woul d
duplicate state and federal |aws now.

And these guidelines could grow into regulations in
the future. And we would say that education is the key for this
proposal as opposed to nore guidelines and regul ations. Thank you.

MR. GARDI NE: Thank you.

MR. VCELLER  Thank you, Joe. Representing Hood
Ri ver G ower/ Shi ppers, chairman of the board for D anond Fruit
G owers; Cene Euwer.

MR EWER  Cood afternoon. |'m Eugene Euwer, and
today | have the privilege to speak on behalf of the sone four
hundred growers who are nmenbers of the Hood Ri ver G ower/ Shippers
Association. Most of us are famly farners, as aml|l. MW famly
and | produce seven varieties of pears, four varieties of apples on
alittle over 200 acres of Hood River, which is 60 ml|es east of
her e.

W farmat four different |locations. W farm at
el evations from 1,000 to over 2,000 feet; that's our famly. W
receive water fromthree different water districts. W enployee
over 40 peopl e at peak periods, and we house nost of themon site.
Al nost one-third of our production is exported.



W all live in homes in the mddle of our orchards.
And we and our workers are proud of our jobs and we're proud of the
contribution to the good nutrition of the United States and the
world. And we and our famlies eat our own products. W take it
seriously.
We appreciate the fact that Food and Drug
Adm ni stration wants to follow good agricultural practices and
mnimze mcrobial hazards, so do we. W appreciate the fact that
the FDA prefers guidelines to regulation, so do we.

Fruit and vegetable production is an extrenely
conpl ex busi ness. Many peopl e have pointed that out today, and |'m
sure all week. This is the first one |I've been to. And guidelines
cannot hope to address that conplexity without allowing flexibility
to producers.

An increase in consunption of fresh fruits and
vegetables is the goal of the FDA and of the produce industry, and
is in the best interest of the nation's health. And incidentally
wi |l probably help to keep us in business.

Consuners need confidence in food safety. W' ve

heard a lot about the nedia, but | believe -- maybe |I'm an
optimst; | think | am-- that in the long run, results, and not
words, will give themthat confidence. Mst of ny comrents today

will deal with water.

M. Ashcom-- did | pronounce your name correctly
-- he said alot of the things that | think needed to be said about
the role of OSHA in this state and the cooperation of other state
governnments have with the federal OSHA guidelines. And | think
that's probably all that needs to be said about that, in ny
opinion. | think he did an excellent job -- M. Ashcom

| want to talk principally about irrigation, about
wat er actual ly, which involves, of course, as the guidelines point
out, both irrigation and processing water. The life blood of the
produce industry is irrigation. Those of you who do this, know
that. Wthout irrigation, we don't have an industry.

It's dry out here in the Wst. [It's even dry in
the Northwest in the summertinme. And nethods of water application
vary wdely, and they're dictated by soil characteristics, ground
sl ope, cover crop, frost protection, drainage, row width, crop
hei ght, inplement traffic, and nethod cost, anong other things.

| strongly urge that the guidelines avoid nethod
recommendations. | think that's been said before also. W do not
have the scientific evidence to take these decisions out of
grower's hands. Water safety standards are enphasized in the
draft, but we do not have good information for nmaking a
recommendation either as to those indicators, such as E. coli, or
as to the critical levels of those indicators if we did have them

Water quality testing is expensive and burdensone.
And | urge you to follow science, rather than to attenpt to lead it
t hrough the inposition of arbitrary standards which lack basis. In
our area, as in nost of the Northwest, nost of the water used in



agriculture cones from public sources. | urge FDA to work with
| ocal water districts, county and/or state governnents, rather than
growers, directly on water safety.

Qur role, | feel, should be one of cooperation.
Most of wus serve or know people who serve or are intimately
involved with the adm nistration of these water districts. W have
a role, but because this is public water and because we are

individuals, | think this is a role that we should stay on farns,
work within our districts and their government agencies that can
handl e these probl ens. It doesn't nmean that we don't take them

seriously, but I think that's the way to go about it.

In the draft there is nmention of alternative water
sources, or delaying water application until the contam nation
di sappears. Gowers have very little or no roomat all to nmaneuver
when a crop needs water. And | know of no alternative sources in
our area in either the quantity or the quality necessary. |n order
to gain credibility, these guidelines have to be practical. That's
been sai d enough tines.

When the draft noves fromirrigation to processing
water sources, there's a reference nmade to nmaintaining a

tenperature differential -- and we've heard about that -- between
the dunp tank water and the tenperature of the produce. In this
case it was tomatoes and apples. |I'mnot going to spend a | ot of

time on this, but in order to avoi d pathogen entry, the suggestion
was nmade that we heat the water. As nost of us know, industry uses
cold water to take field heat out of produce harvested on hot days.
In the Northwest this is a very commopn practice, and absolutely
mandatory on cherries and sonetinmes on pears.

If this has utility, perhaps we still ought to stay
away fromit. And | think we need to concentrate on keeping the
pat hogens out of the water. A lot of the suggestions about back
flow, some of the other suggestions, | think they're good. | don't
want this to sound like all | can find is sonmething wong, because
there are a lot of good things in this draft, but I don't think the
tenperature differential is one of them

|'d urge the draft then to concentrate on pathogen
free processing water and stay away fromtenperature differentials.
They nmay cause nore quality deterioration than enhancenent.

In summary, |1'd like to thank those responsible for
grassroots opportunities for dialog. |'ve spent ny entire life
working to maintain one famly's famly farmon the ground that ny
father started to clear fromforest and brush over 80 years ago.
| belong to a cooperative that tries to help nmaintain ours and
other famly farnms for its 140 grower nenber.

And as everybody in this roomknows, farnms conti nue

to grow fewer and fewer, and |larger and |arger.
The burden of record keeping goes exponentially. The acres grow
slightly, and the margins dimnish. The draft states that FDA
wi shes to be a guide, rather than a regulator. | accept that, but
gui dance has a way of becom ng de facto regul ation.



| urge you as drafters of guidance to ground your
recommendations in good science and to keep those recomendati ons
as sinple as possible. Put yourselves, as you do this, in the
shoes of those of us who have to inplenent these recommendati ons
with our own noney, at our own cost, and still try to nmake a
profit. It seens to ne that this draft has been put together
rapidly. | urge all of you to slow down a bit, to do sone nore
honmework on site. And we'd be glad to have you cone to Hood River
and visit our plants and our orchards -- | think that needs to be
done -- other growing districts as well.

To the extent that recomnmendati ons are founded in
good science, the industry will follow. \Wat we are doing now is
wor ki ng now. Wat we're doing now is grounded in science, for the
nost part. W guess sonetinmes, but it's also grounded in
experience. |If we're going to make changes, we need realistic cost
anal yses and cost benefit ratios that nmake significant inprovenments
to public health

| think "physician do no harnf is a phrase we all
recogni ze, and | think that should be our precept as we fine tune
our nodel. Again, | thank you for the opportunity to express sone
concer ns.

MR. GARDI NE: Thank you very nuch for those very
pertinent comrents. Right on line.

MR. VCELLER: We have two nore individuals on the
prepared list for industry representation. Then we'll have a short
break for sodas in the back of the room water and refreshnents.
The next individual represents D anond Fruit G owers as president
and general manager; Ron Grardelli.

MR. G RARDELLI : Thank you. Diamond is a
cooperative in Hood River which packages and markets fresh pears
and fresh cherries for approximately 140 famly owned orchardi sts.
On the average, each of our nenbers farns about 65 acres, which is
fairly typical in the pear and apple industries. Today | represent
t hose growers, as well as the other pear producers in the Hood
Ri ver valley where approximtely 30 percent of the United States
production of pears is grown.

W are very concerned and interested in food safety
issues. And we want to thank the FDA and the USDA representatives
for comng to the Northwest for this grassroots neeting with regard
to good agricultural and manufacturing practices. W think it is
inportant to also note that there have never in the past been
public health problens related to whole fresh pears or whole fresh
appl es.

As it's been noted earlier today, the tine line
whi ch has been proposed to conclude this study is very anbitious,
and we urge you to take additional tinme to conplete your research
bef ore publishing practices -- or guidelines for good practices.
When published, it's essential that the guidelines be based upon
sound science and reasonabl e information, because once published,
our custoners are likely to nake these voluntary guidelines into de



facto standards by requiring us, as a supplier, to certify that we
are conplying with those guidelines.

The additional record keeping required to docunent
conpliance will add to the cost for the industry. For this reason,
we nust carefully balance the actual risks against the economc
costs. Also, again, as has been noted earlier today with regard to
wor ker health issues, we consider the Oregon OSHA code that's
already in place to very adequately cover those concerns and woul d
encourage that that be adopted, rather than duplicate or add
addi tional or new provisions in the guidelines.

Finally, I'd also like to speak to the conpl ex
i ssue of product lot identification. The issue is being addressed
in the produce industry. At Dhanond it is possible to trace the
producer, farm source through our operation and into the
distribution system The conplexity arises in redistribution from
t he whol esal e market to actual consuners, smaller retailers, and/or
food service operators.

What may have left our operation as a single or
several truckloads of around 1, 000 boxes per truckload may consi st
of several different producers on each truck load. By the tine the
whol esal er redistributes this |oad or |oads to many custoners, it's
virtually inpossible to know which producer may have been on any
particular redistribution quantity, unless we know the specific box
and can read the code fromthe box.

While it is known that the majority of the
contam nation resulting in health problens actually occurs in the
honme or in the food service operation after the product |eaves the
shi pper's prem ses, the burden of trace back falls on the shipper.
Further, since the consuner may not even consune the product for
several days after it is purchased, there is good probability that

the tine -- by the tinme the health problemis reveal ed and then
traced back to the retailer or the food service operator, the box
identifying the produce will, in all likelihood, have already been
dest royed.

Because of these conplexities, we believe that
there nust be sonme reasonable |imts to how far reaching positive
ot identification can be carried. Whil e we support continued
i nprovenents in the positive lot identification, we viewit nore as
an ongoing industry challenge, and not as a regulatory issue
Thank you.

MR. GARDI NE: Thank you.

MR VCELLER In case | didn't nake it clear, after
the break everyone else that's interested in making any comments,
pl ease be prepared at that time. And if you prefer to give nme your
nane and title to introduce you, that would be fine. Qherw se, it
will be an open forum Correct, Ton?

MR. GARDINE: And they'll introduce thensel ves.

MR. VOELLER: Correct. Ckay. So representing
Nort hwest Horticultural Council; Wally Ewart.

MR. EWART: Thank you for the opportunity to be



here today representing the Northwest Horticultural Council. CQur
council is an organi zation representing nine organizations in the
Northwest that are the tree fruit growers, the packers and
shi ppers, and marketers of tree fruit. For those who don't know,
tree fruit is a very inportant crop in the Northwest. |In fact, we
have over 60 percent of the apples in the United States, over 50
percent of the pears in the United States, and over 55 percent of
the sweet cherries.

Qur organi zati on works on federal and international
i ssues, and we spend a lot of tinme on regulations adm ni stered by
the Food and Drug Adm nistration, the EPA, and the USDA, as well as
working with many others in governnent for trade access for
i nternational markets. In the Northwest, international markets
have been the only growh that we have, and, therefore, they've
becone very inportant, and they'll be a focus of our concern.

The proposed guidelines, as we've all heard, are on
a very fast track. 1'd say that that is probably the nunber one
concern that we have. The concern is that the guidelines would
nove forward, and they would be inplenented in the field, and they
woul d becone de facto regulation, as has been stated. And they
woul d be put on such a track that nuch of what the content is woul d
not be based on sound science.

There's a lot of research to be done. There's a
ot of information that we don't have. As Stacy Zawel pointed out,
we have sone things from test tubes, but we really don't have
practices to relate to what happens in the field, and that's what
we really need.

The trade inplications fromthis are enornous. Qur
i ndustry, for exanple, with apple production, currently supports
i nspectors comng fromtwo of our markets. Those inspections have

becone increasingly expensive. |If we were faced with the growth to
all the markets of that kind of inposition, |I'mafraid that our
exports would fall, and we woul d be unable to support those costs

that we are bearing right nowin only specific instances.

Food safety is a very inportant aspect of our
growi ng and producing our tree fruit. W have, fromthe begi nning,
been challenged to get into markets around the world. And so we
have to grow a product that is stable and has high quality all the
way around the world, and it m ght even be stored for up to six to
nine nonths before it nmakes that trip around the world. Therefore,
the quality is extrenely high. And as you know, the safety record
of tree fruit has been exceptionally good.

We | ook forward to intentionally following this
i ssue, continuing to put input through both our organization and
al so through the United Fresh Fruits and Vegetabl es, whom we are
menbers of and actively participate in the commttee. W believe
that this issue and this proposal could have a very large inpact on
the growers, on the farns in this area, and al so the econony of the
ar ea.
We believe, also, that the Food and Drug



Adm ni stration nust realize that what they are putting into place
right noww !l not only inpact the growers here, it wll not only
i npact the consuners in this country, but it will also inpact the
gl obal markets and the health of people around the world. For that
reason, we are asking that this proposal be |ooked at very
carefully, be scrutinized, be based on sound science, and that all
due process be taken to nmake sure that we have a safe food supply
-- a continuing safe food supply. Thank you.

MR. GARDI NE: Thank you.

MR. VCELLER: Very succinct comments by all those
so far. W'Ill take a ten-mnute break. At 2:20 we'll take other
comments frominterested parties.

MR. GARDI NE: And questi ons.

MR. VCOELLER: And questions for the panel, or
what ever i s needed.

(Wher eupon a break was taken.)

MR VCELLER The next presentation will be Connie
Kirby representing Northwest Food Processors.

M5. KIRBY: [|I'm Connie Kirby wth the Northwest
Food Processors Association. Is this on? Scientific Drector with
Nort hwest Food Processors Association, and we are a trade
associ ation representing food processors in Oregon, Washi ngton, and
| daho, about 75 nenbers, and well-known to many of the regul atory
folks in this roomfor our work on food safety issues.

You per haps wonder why food processors would be
interested in regulatory -- excuse ne, Freudian slip -- guidelines
on fresh product, but one of the concerns that we have is that in
many cases these crops are not segregated between what goes to
fresh market and what goes on to the process market. So nmany of
the comments that were expressed by ny coll eagues on the fresh side
cane as, you know, quite arelief to ne because it's -- there are
a lot of concerns with these guidelines.

And, in particular, the concerns that we have get

down to the inpact that these -- that these guidelines will have on
the costs that the growers incur to undertake them And on the
process side, those costs will be passed on to processors and
passed on to consuners as well. But the down side of that is that
if -- there wll be virtually no food safety gain, because in

al nost every case in the process industry there is a step that
woul d take care of any kind of food safety concerns, so these
sinply becone costs that are passed on to consuners.

So | really urge the agency to bear that in mnd
and its consequent negative inpact then on the consunption of
fruits and vegetables, whether fresh or processed. Wth that in
mnd, 1'd like to ask the agency to -- in these guidelines, to
narrow their focus on known hazards wth public health
significance. | think that the guidelines that we have, as many
ot her comentors have said, we have really gotten kind of outside
of the guidelines or -- | nean outside of the purview of public
heal th significance, and we need to focus on that.



We need to have specific guidelines to address
t hose known public health hazards. W need to design a fluid
docunment that's responsive to new food safety information. And,
lastly, we need to prioritize our research to answer these
questions about fresh fruit and vegetable safety so that we can
devel op this docunent in a nore fluid, rather than a static, one
size fits all sort of approach that we have here.

Just to reiterate the cooments that we've heard
over and over here, slow down the process, and base it on good
sci ence. Thank you.

MR. GARDI NE: Thank you.

MR. VCELLER: Thank you. Another i ndividual that
would like to make a formal presentation is Rick Trunball wth
Broetje O chards.

MR. TRUVBALL: | don't know how formal it's going
to be. | cane -- | had a real disadvantage this norning. | got
here -- was told to be at this neeting. | didn't have any idea

what the agenda was going to be, and when | started reading that
m crobi al deal and thinking of, as froma producer standpoint, the
catastrophic inpact that that would have, it absolutely blew ne
away.

During lunch | was able to neet with sone people
that told nme what has gone on, where we're at on the deal, the
concerns, and | felt a lot better about it. | think that I would
urge the directors in the USDA FDA, the regulatory entities of the
governnment that | think that there's something el se that we have to
ook at in this industry, and that is the producer's confidence
that woul d enable themto continue long termto produce and provi de
fruit, and jobs, and stuff for this, you know, country. Because
wi thout them we really don't have anything. So that's all 1've
got to say. Thanks.

MR VCELLER Well said. Wuld anyone else like to
step forward either to a mcrophone or wherever vyou feel
confortable, and identify yourself, give your association. And if
you have a tricky nanme to spell, go ahead and spell it for the
record.

MR. BOGART: Yeah. Bogart, |ike Hunphrey. [|I'm
Dennis Bogart. |I'mthe director of Technical Services for G eat
Western Chem cal Conpany |located in Portland. | would like to
t hank the agencies and USDA for their efforts in trying to control
food poi soning and the public health, and everything. | knowit's
a tough job, and you guys don't really get your dues sonetines, Sso
t hank you very nmuch for all the efforts that you're going through.

No one |ikes to get food poisoning. 1've had a few
times when |'ve been praying to that great white throne and prayi ng
to die at the sane tine, and it really is no fun. W've heard a
| ot today, all day |long, about water. W' ve heard about people.
We've heard about portapotties. We've heard about washing our
hands, and everyt hi ng.

And 1'd like to speak a little nore specifically



about a couple of the sections in the proposed guidelines that
speak toward cleaning and sanitation -- the cleaning and
sanitization portions of the guidelines. There's a few basic
fundanental principals that have been around for years and years
and years that have been either overl ooked or m sunderstood by the
peopl e who drafted sonme of the sections of the guidelines. And |I'd

like to try to clarify -- or to see if we can have sone of these,
at least, nodified to a certain extent.

Now, I"Il try to be alittle specific. |In one of
the very first sections wunder the definitions -- you know,

definitions are really kind of nice, because one of the guidelines
that you've got is that the word clean --

what does the word "clean” nean? It neans sinply the renoval of
soil, and that termis not in the definition at all -- the word
clean, and it's a critical term because the word sanitize is in
the definitions.

In the very first sentence it says "Sanitize nmeans
to adequately treat produce or food contact surfaces by a process”;
et cetera, et cetera. There's one critical word that's m ssing,
and there's one word that is ultimately inportant, and that is the
word "clean." Because sanitizing is a treatnent of a clean
surface, you cannot sanitize a dirty surface. It's absolutely
physically, chemcally inpossible to sanitize a surface that is not
cl ean. And that has sone real critical information or critica
things to do with the foll ow ng sections.

If you go to the section -- it's on page 14 under
"Wash Water." There's a couple of other things that are
m sunder st ood, because terns are intermttently floated around and
i nterchanged throughout the entire section. There's one thing

where you treat the water or flunme water in a processing plant, or
in a processing situation. This is done with chlorine, chlorine
di oxi de or peroxy-acidic acid. You mx in one to two parts per

mllion of chlorine, a tenth or part per mllion of chlorine
di oxide, 10 to 15 parts per mllion of proxy-acidic acid. These
are not sanitizing solutions. They are not neant to sanitize

anything. They are neant to control the mcrobial population in
the water, not to control mcrobial populations on the food itself.
It will not sanitize any kind of food, but it will help cut down
cross-contam nati on between one piece of food or one apple or
cherry to another cherry.

It also helps to cut down the biofilns that form on
the inside of the surfaces of these water handling systens. Again,
cutting down cross-contamnation. This is not sanitizing in any
way, shape, or form If you | ook at another itemin the second
paragraph, it says, "G owers my need to add effective sanitizers
or mcrobials to wash water to help prevent cross-contam nation
and to increase the -- you know, here they're confusing the
treatment of water again versus washi ng.

Now, when you wash fruits and vegetabl es you use
one of two types of products; you use either a highly alkaline



detergent, or you use a highly acid detergent. Now, let's add

chlorine to these and see what happens. |If we add chlorine to a
hi ghly al kaline detergent at a PH of ten and a half to el even and
a half, that chlorine wll, in fact, in sone cases, boost the
cl eaning of that detergent. But due to the chem stry of chlorine
-- and that's about a 45-mnute lecture. If you'd like to hear it,
"Il do it later. Due to the chemstry of chlorine, chlorine at
that PHw Il not kill bacteria period. It won't happen.

So adding chlorine to an al kaline detergent wll
not help control anything. The other fundanental thing in cleaning
and sanitizing, again, is that you cannot sanitize a dirty surface.
Therefore, you nust clean it first, and then sanitize it. It's a
two-step operation. This principal has only been around a hundred
years, give or take a few hundred.

The other thing, let's add chlorine now to the
ot her type of wash solution, which is -- this solution is based on
phosphoric acid, has a PH of around two and a half. So add a
coupl e hundred parts per mllion of chlorine to it; we won't have
to worry about food poisoning. All the people that deal with it
will be dead, or run out of the place, because that generates
chlorine gas. This is the way the Germans did it during World \ar
| and devel oped chl ori ne gas.

So there's a nunber of confusing msstatenents
her e. Anot her sentence in the second paragraph, it talks about
addi ng trisodi um phosphate, and other things, chlorine dioxide,
trisodi um phosphate. Again, we're tal king about treating water,
not sanitizing the fruits and vegetables. Totally, two different
t hings, conpletely confusing in here in howit's been stated.

Then, if you |l ook at the |ast paragraph on page 14,
again, "Wash Water, even with sanitizers, my reduce but not
el i mnate, pathogens on the surface of produce.” No big -- no big
t hi ng, because sanitizers in the wash water won't Kkill bugs anyway,
so they won't be elimnating pathogens in the wash water. They go
al ong agai n and agai n and agai n throughout the entire section and
make the exact sane error, washing versus sanitizing, confusing the
two, confusing the treatnent of water versus the washing and
sanitizing of fruits and veget abl es.

On page 28 it tal ks about equi pnent, very | ast
sent ence, "Keeping equipnment or machinery that comes in contact

with fresh produce as clean as practicable.” W're tal king about
equi pment in the plants. VWhat happened to sanitize? It's a
t wo- step operation. Do not confuse the terns. Cl eaning is not
sanitizing; sanitizing is not cleaning. And in several other
pl aces -- | guess the fundanmental thing here is that where it tal ks
about cleaning and sanitation and use of chem cals and the use of
treatnents is that it appears -- again, and a nunber of peopl e have
said the sanme thing -- that you' ve got a good draft here that was
put together. It's a good working draft, a good docunent to work

from but it needs a |lot of looking at, and a |ot of |ooking at
from people who are experienced in these fields and know what



they're talking about and can help keep sone of these itens
separ at e.

Because if you, in fact, follow sone of the
recommendations that are in this guideline, that's exactly how sone
of the people that have hit the newspapers lately have gotten into
troubl e, because they actually tried to follow the guidelines that
you've witten here, and they're wong. Thank you very nuch.

MR GARDINE: Thank you. | just want to point out,
if you want to nmake the effort to put these detailed comments in
witing, we would love it.

MR. BOGART: I'll be happy to talk to you later.

MR. VCELLER: Here we have sonebody that's ready.
That's fine.

DR RAAB: |'m Carolyn Raab fromthe OSHA Ext ension
Service, and |'ve been very pleased to hear the coments that are
acknow edgi ng consuner concerns about food safety. |ndeed, food

m crobiologists are identifying fruits and vegetables as an
energing food safety area. And we, indeed, are trying to teach
consuners how to take that into account as they handle their fruits
and veget abl es. | also was very pleased that everyone has been
acknow edgi ng the inportance of maintaining consunmer confidence.
That is very inportant.

But | think I"'mleaving this neeting with sone
concerns inported produce. |'"'m glad you have the update on the
various actions that growers in this country are taking, and that's
very reassuring, but having kind of an out control feeling in
regard to the inported products.
| thought the comment that was nmade earlier about the neat industry
was kind of an interesting one.

I'"'min a field where | | ook at all food products.
And | guess it is true that we kind of are approaching that one
fromthe half way point, that if we can't approach it at the rural
level. We're thinking ionization and pasteurization and radi ati on,
but that, | guess, is another possible technique, and is that being
taken into account thinking about foreign products which we may
have | ess control ?

MR. GARDINE: | believe there's a question there,
and that is the role of ionizing, radiation, is it something that
is likely to be required for inports? First of all, | nust stress

under our treaty obligations we can require nothing for inports
that we are not prepared to require for domestic product, unless we
can show a distinctive difference, and inmmediate public health
need.

The other thing that | want to stress is that we
must question whether irradiation is, indeed, going to be the

silver bullet. It is a good step. Sone fruits and vegetabl es may
not be able to withstand it and maintain product quality. And
certainly sone mcroorganisns of concern, | believe hepatitis A

woul d probably survive irradiation at the levels it is now
appr oved. And | don't know if that gets to answering your



question, but | think those are the points |I'd want to make on
t hat .

MR CRAIG |I'mDick Craig with Rochester Mdl and
Corporation, and | represent nyself. And ny question to the FDA
i S: How long wll it be before we have your approval,
aut hori zation to use chlorine dioxide on cut fruit and veget abl es?

| believe there is already an approval on uncut and
unpeel ed, but -- and also there is an approval for -- it's a letter
that says there's no objection to use chlorine dioxide on cut and
peel pot at oes.

MR. LOWNELL: We can't answer your question here,
but I'll ask Sue or Alan to nmake a note, and, you know, if you
coul d get a business card or sonething, and we'll get back to you
with an answer, because that's sonething out of our center, and |
don't think any of us here have got the answer for you.

MR CRAIG Wll, it's -- as we're focusing here to
help identify appropriate practices to mnimze mcrobial hazards,
| believe chlorine dioxide has a place. It may not be for

everyone, but it does have a place on cut and peeled fruits and
veget abl es.

It is used by the EPA in drinking water and
approved for municipal drinking water. |It's approved for on-board
airplanes up to five parts per mllion in drinking water. It's
being used in water to feed poultry in South Africa, and they're
reducing their problenms and increasing the grow out period.
Chl orine dioxide is used with cucunbers here in western Washi ngt on;
again, killing bacteri a.

The FDA -- well, | nentioned that they were using
it now at the five parts per mllion or up to five parts per
mllion on your cut and peel potatoes, but | do believe we have a
need to take a look at that. There has been a petition by the
Nat i onal Food Processors Association, | think about three, maybe
four years ago, on their part asking the FDA to take a |l ook at it
and authorize it. And not only that, to also wwthdraw the claimto
use a fresh water rinse after you use chlorine dioxide.

But | understand that there is some turf battles
within the organization. Wuo is to control this? Wwo is to nmake
the decision? And | also -- and even within the EPA where they
have undergone sone -- a lot of studies with the drinking water
using chlorine dioxide, if we could talk -- if you could talk with
the EPA and those divisions, and link into them with their
know edge, | think that woul d be hel pful.

And a comment about sone scientific study. There
is a report to be published, and | believe it's already gone
through the Review Board process, that it takes 600 parts per
m |l lion of chlorine sodium hydrochloride to do the sane job as what
does three parts per mllion of chlorine dioxide. And the study
was using E. coli 0157: H7. And the study is -- was trying to
docunent how nuch chl ori ne di oxi de and how nuch chlorine it takes
in order to give you a reduction in 60 seconds.



And | guess ny point here is that you're
authorizing the use of sodium hydrochloride or chlorine as a
sanitizer to kill energing pathogens, but only at 200 parts per
mllion we're allowed to use; is that correct?

AUDI ENCE MEMBER: No. It's not correct. Up to
2,000 parts per mllion.

MR CRAIG Up to 2,0007?

AUDI ENCE MEMBER:  Yes, sir, based on circunstances.

MR, GARDI NE: Just for the record, |I'mjust going
to ask that the record show that that was a comment from the
audi ence, because | personally do not know what the regul ation
st at es.

MR CRAIG Well, the point of the study here is
that | do, again, believe that chlorine dioxide has a place within
hel ping to keep the energi ng pat hogens under control. Thanks.

MR. LOWNELL: Sue or Alan, would you sort of wave
your hands and get a business card.

MR CURRY: [I'mGry Curry; Oregon Onions. Just a
coupl e general coments and observations. |It's -- maybe a little
that's going to be repetition -- but, one, | think we should

recogni ze that we do have probably the safest food systemin the
world, or if not one of; and two is | think everyone believes in
food safety. And so -- but | think that -- that we ought not | ower
the level of consunmer confidence of our food system by sone
unnecessary things that are concerns that we're raising here.

| do believe the issue of food pathogens is
sonmething that's not clearly defined in terns of research, and
we're trying to react in a program or series of prograns to
conpensate for that. And so | think that we ought to -- again,
reiterate -- take our time, work our way through this system
under standi ng that we do have in place a very solid food system
providing a lot of health to the U S. public and to the world.

And, again, to reenphasize that foreign trade is
very inportant on this issue and that we ought to be very carefu
on how we position ourselves wth food safety as it relates to
other countries. So | appreciate you comng out and listening to
us. Thank you.

MR, VCELLER: Thank you.

MR. | SMOND: Al an |Isnond; Aqua-Terra Consultants.
| just wanted to nmake a couple of coments based on everything |'ve
heard today. The first oneis | think it's better to grow quality
in than to try and fix a harnful or defective product down the
line. And the reason | make that statenment is | took the tine to
check CDC records on the classification of pathogens, and |I found
that nost of the ones we're talking about are classified as

bi o-safety level 11. And | wurge everyone here to look at the
precautions required for a BSL2 pathogen in a | ab.

You'll find that consuners can't follow those
gui del i nes. Processors can't follow those guidelines. The

distribution systemcan't follow those guidelines. Handl i ng and



harvesti ng procedures would never follow those guidelines, nor can
t he producer or the farner.

So given the fact that either CDC is overreacting
with their biohazard classifications, as one option, or we're
underestimating what it takes to handl e these pathogens. | would
suggest we | ook further upstream |adies and gentlenen, rather than
| ooki ng further downstream W find out why it is we have themin
the first place. Once you have pathogens on your farm | think
it's a slippery slope downhill from that point onwards; once you
have them in your plant, once you have them in your hone. Wy
don't we | ook at the source?

Let nme digress for one second. W tal ked about
risk benefit analysis, cost benefit analysis. If | believe the
statistics in the docunents that we' ve been given, we're | ooking at
9,000 fatalities a year, granted they're not all fromfruits and
veget abl es, but they're supposedly fromfood safety rel ated i ssues.

As we make our assessnent of risk and benefit,
let's remenber 9,000 lives. What's an acceptable nunber? Cut it
in half? Cut it by 80 percent? And it's kind of easy to be
caval i er about |ives when we're tal king about sonebody el se's kids,
sonebody el se's grandparents. | think we mght be a little nore in
tune with risk benefit if it was our own children.

Another comment |1'd like to nake is it appears in

t he docunent that we're saying that nost of the pathogens appear to
be fromfecal origins, human or ani mal.
And I'mwondering if research supports that nost of it is animal,
rather than human in terns of percentages of outbreak. And if it's
animal, if it's mainly donesticated, not wild. And if it ends up
donesticated animals, perhaps there's the source of our problem

And if we talk about contam nated water sources
from pat hogens, we'll probably find that maybe from donesticated
animals in run-off fecal material, and we'll probably find that
sonme of the contam nation on the farmis contam nation fromfeca
material either brought on intentionally or unintentionally onto
the farm

So I'mwondering if we -- maybe we shoul d focus our
attention on elimnating our problem at the source, which is
| ooki ng at donesticated animals, and in what way do we so change
our way of rearing our donesticated aninmals? Because if | was a
fruit and vegetable farnmer, I'd be a little upset if | found out
t hat pathogens were coming onto ny farm from anot her source. I
woul d want to worry about that source nore than I'd want to worry
-- and to handl e the pathogens fromthat point onwards. Thanks.

MR. VCELLER: Thank you. Any other comrents?

MS5. ZAWEL: Stacey Zawel with the United Fresh
Fruit and Vegetabl e Associ ation. | just want to comment on the
chl orine di oxi de question, as well as the irradiation question in
terns of should these be pronoted by FDA, what is the status of the
regulatory -- or with the regul ations that govern tools like this.
And the National Advisory Commttee on mcrobial criteria for foods



two, three weeks ago, or sonething like that, nmade a recomrendati on
in their list of recommendations to the FDA after an anal ysis of
this issue, and stated that, in fact, sonmething that the industry
believes greatly in is the need to -- and no pun intended -- put
this approval on a fast track and figure out who has jurisdiction
over sonme of these, and those things need to be done quickly, so we
can get the approval of sone of these through the system

The other thing | want to address, which I think is
a very touchy area, but it needs clarification, but that is risk
benefit, cost benefit analysis. When you talk about risk benefit,
| think we all agree -- I'mgoing to speak on behalf of the entire
industry -- that risk does not nean risk of death. And one death
is certainly one too many, and no matter what product it's from we
cannot stand for that. And | think that's the basis for the
President's Food Safety Initiative.

In these discussions when we talk about cost
benefit, it really has to do with maki ng sure the recomendati ons
that are included in guidance are based on science that we're
actually getting a public health inpact as you go through and
devel op food safety systens. If, in fact -- and this is the basis
of one food safety programby the agencies which is good -- but the
basis is that you have to identify the key areas that will result
in problens. If you don't identify the key areas, you have a
plethora of itens to deal with, and you never get to the specifics
of ones you really need to be paying attention to.

For a multitude of reasons, what we need to do is
make sure that any -- that the energy that the industry is going to
put forth has a public health inpact and is based on science, that
we are focusing on the right areas, and we will be able to nmaxi m ze
-- further maxim ze the safety of our food supply.

MR. VCELLER: Thank you. Any other comrentors?

M5. SANBURN: H, Mary Sanburn. W are a fresh cut
processor here in Portland, Oregon. | amvery concerned with the
quality of the produce that arrives at our facility, of donestic as
wel | as inported sources.

W are selling a fresh product that is packaged in
a bag. So subsequently | am not confortable with having a very
clean product going into that bag. Wen | say clean,
m crobiologically clean to the point that there is not a
conpetitive mcroflora left in the bag, where if there is a
pat hogen present, that the pathogen could take hol d.

So fromthe viewpoi nt of packaged on through the
consuner, | am concerned with consunmer education of the proper
handl ing of this product, as well as a designated shelf life for
this product and starting product is critical. Thank you.

MR. VCELLER  Thank you very nuch. Any other
commentors? Fair warning. |'mabout to turn back to the panel for
sone final comments. This is your opportunity to contribute to the
record. And if you decide |ater you conme up with sone, there are
ways to submt those in witing. Yes, sir.



MR, TORRES. One last conmment. W' ve been saying
we need to encourage our consuners to eat fruits and vegetabl es.
There's a reason. There's a nutritional value in doing that.
think in the research in Oregon State on cancer prevention, if we
know nore about those, maybe one direction we should do is
encour age the consunption of processed food that has been processed
in such a way that we prevent the destruction of those factors.

So let's not focus on eating the fresh product is
the only one to provide the health benefit, but also making sure
that we process our food in the best way possible, |ooking for
alternative technology so we don't have only irrigation as a
source, but maybe some other technology for their food processing
i ndustry. Those are al so based on science.

| mean the best exanple that | teach in ny class is
| talk about the cold center in a convection heated product. So |
have a liquid product and |I'm saying |'m going to neasure the
tenperature of the center -- at the cold center of the product.
Well, if that product is noving around in a processing facility,
there's no bug that will stay in the cold center. The bug wll
nove around.

Wien |'m doing that, I'"'monly fooling nyself,
because I'mkilling nmuch nore than |I'm actually doi ng because al
t hose regul ati ons based on cold centers, they' re neaningless. So
we have a | ot of science that's needed to be added to regul ation,
and this is just one exanple.

MR. VCELLER:  Your nane again for the record?

MR. TORRES. Antonio Torres; Food Science, O egon
St at e.

MR VCELLER If you have witten coments there is
a copy of the Federal Register announcenent, which identifies these
grassroots neetings, and you can submt those between now and the
end of Decenber.

Joyce, did you have any conment?

M5. SALTSMAN: Actually, | would like to ask a
guestion of those growers in industry where you've already got
guidelines in place to enhance the food safety of your own
products, and our feedback fromthese neetings here, you're afraid
t hat our guidance will be used as regulations by your buyers.

To what extend are your own gui delines being used
in the sane way by your buyers, and have created the sane kind of
-- you know, sane kind of |evel of regulations on you when you' ve
got gui dance for your own nenbers, but is being used otherw se?

MR G RARDELLI: Ron Grardelli with Fruit G owers.
Wth our experience, unless it's a published guideline by sone
agency, we have never been asked to certify that we're conplying
with that, and we're sel dom asked what our own internal provisions
are.

M5. SALTSMAN:  Thank you.

MR CGARDINE: Cbviously, a follow up question. |If
you're doing it, and sonmehow documenting for yourself that you are



followwng internal industry trade association guidelines, what
woul d be your objection to certifying to a buyer that you are?

MR. G RARDELLI: | think the primary objection is
that you then must docunment nuch nore diligently than we're doing
at this time what the -- what provisions are being taken

internally.

MR. GARDI NE: Ckay. The level of docunentation?

MR G RARDELLI:  Yes.

MR. GARDI NE: As opposed to your internal quality
assurance, sonething to convince soneone else about what you're
doi ng?

MR G RARDELLI:  Yes.

AUDI ENCE MEMBER: One of the things that, depending
on who -- what group of people devel op these guidelines, whether
it's an industry-w de gui dance that has 20 organi zations on it, or
whet her it's one sector of the industry representing one commodity,
t hey are the ones who devel oped that guidance. And by endorsing
contents of that, they would not be opposed to having a buyer say,
"Do you follow your own gui dance?" They devel oped it.

So it's nore a fact that the guidance that you guys
have has sone nention in it that may be frequently interpreted by
a buyer and m sconstrued to nean sonething that it doesn't nean,
and, therefore, inpose regulation or certainly de facto regul ati ons
on a supplier unnecessarily. And if the industry is developing it,
when they develop it, they consider that, and there are a |lot of --
it becones practical.

It's devel oped by the industry for the industry,
which is nuch different. And it doesn't include things |ike X-days
is appropriate for application harvest delay, because there's no
science on which to base it, the industry doesn't wite things |ike
that. And so -- and if, in fact, they do include sonething nore
prescriptive for that group of people that it applies to, | don't
have any doubt at all that they would not be in favor of conplying
with their own recommendati ons.

MR. VCELLER: Bill, do you have anyt hing?
MR. MANSOUR: Al | have to say, as part of the
Extension group, is that |1've got copies of the draft. 1'Il nake

them avail able to coll eagues | think would be interested. A nunber
of these coll eagues are here in the roomtoday, so they've had an
opportunity to look at it, but we stand, | guess, open to comments,
suggesti ons.

"1l comment a little bit about the fact that the
Oregon Industry, Scott Ashcom was nentioning, is bound by |aws
restricting uses of manure and sewage sludge, and various other
practices dealing with hygiene, and so on, you know. And those
things are published and can be dissem nated to our |ocal industry,
how that inpacts your guidelines, is it preparing for nationa
consunption, | think, is inportant.

So | think those -- you know, those have already
been nentioned. But that's all | have to say.



MR. VCELLER: Thank you, Bill. Roger Lowell.

MR LOWMELL: | just want to share with you that we
absol utely saved the best for the last. This is the sixth, and the
questioning of the people that have been to all six, there was nore
f eedback, and | would say of a higher quality at this neeting than
we've had at any other neeting. And the other neetings have been
about this size, except the one in California, which was well over
100 people. But the quality and the quantity of feedback here was
outstanding, and | thank you for comng and doing that. It just
sinmply makes nme proud to be associated with the Northwest industry,
whi ch | have been for quite sone tine.

The other thing that | would |ike to share with

you, | was Ilistening to sonme of your coments about the
difficulties of doing many of these things, and, you know, slow
down, don't go fast. Your worst nightmare is ny phone call on
Friday night saying that there's sonmething wong with your product,
and, you know, we've got an illness soneplace, and there's going to
be sone people comng to your plant -- state people comng to your

plant to | ook into your records and your distribution, and so on,
and so forth that goes along with that.

| know two years ago | was sitting having a
di scussion of priority of issues that FDA should address and
approve, and apple cider was not on our radar screen. It was not
considered a high risk product. And today apple cider -- raw apple
cider is considered a high risk product because of the episode that
we had.

So whatever -- whatever we can do in this kind of
format to prevent that Friday night call is to both our benefits,
and that's why | would ask that we keep struggling with the issues
that we're struggling with, you know, as difficult as they all are
for all of us to get into, because it sinply is not pleasant for
any of us to be engaged in Friday night episodes that can ruin
peopl e's businesses and |ives, which is not what we want at all.

|'d also definitely like to thank Joyce and Tom - -

or Stacey out there -- |I'm sorry, | was |ooking at Joyce and

t hi nking of Stacey -- three people that have nmade all six of these.
MR. GARDINE: | think only Stacey made all six.

MR. LOWELL: The USDA fol ks, of course. It's

been quite a grind for themand | certainly appreci ate what they've
done. And, again, thanks to Don for doing an excellent job for
bei ng a noderator today, and especially thank you all for taking
time out of your schedules and traveling to cone over here. I
certainly appreciate that.

MR CGARDINE: Ckay. First of all, I would like to
once again thank you for comng, and reiterate Roger's thanks for
quality of comments we received here today. It has been
out standi ng. Roger brought up a good point about the Friday night
call that both he and |, as regulators, have had to make to
i ndustry. W don't like to nake them W don't like to receive
them Anything we can do together to make this guidance a doable



docunent that is also effective, we nust find ways to work together
to do that, and we will over tine.

And one ot her thanks -- Roger was thanking people
who put up with the grind, folks at USDA, TomWIlis and R ck CGonez
who have been to all of these. A special thanks -- Stacey Zawel

has been to all of these sessions. And Stacey and the FDA people
have occasionally | ocked horns, as she very actively protected what
she believes to be the concerns of industry.

But | just want to point out that the idea and
concept of having a special tine set aside for industry group
presentations where industry regionally would come and speak to us
about their unique concerns and unique challenges was Stacey's.
She had to do a little convincing, but we were convinced, and she
pul l ed the people together to do this. And it was one, | think, of
the better parts of these grassroots. And Stacey, thank you for
the idea, and thank you all for com ng.

MR, VCELLER:  Stand adj our ned.
(Wher eupon, the hearing was adjourned.)
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