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Verbatim Transcript of Meeting

Janice Oliver:

Good morning we have with us Jim O’Harz the Deputy Assistant Secretary for

Health from the Department, Health and Human Services and Dr. Catherine Woteki,

Under Secretary for Food Safety from the US Department of Agriculture to welcome

you to this meeting on Microbial Safety of Produce in the International Sector. And with

that I will this over to Jim O’Hara.

Jim O’Hara:

Thank you Janice. Good morning. On behalf of the Secretary, Secretary Shalal~

and Secretary Glickman, the Department of Health and Human Services, the Food and

Drug Administration and the US Department of Agriculture, I would like to welcome you

to this Intematioml Town Meeting to discuss and explain the President’s initiative to

ensure the safietyof fresh tluits and vegetables offered to US consumers.

We’re here solicitating your comments, suggestions and recommendations for

developing good agricultural and good manufacturing practices for fresh produce. The

President, as you know, announced this initiative on October 2, 1997. In addition to this

meeting we have been holding six grassroots meetings around the country to solicitate

views and comments from producers, fmmers, consumers, universities, and agricultural

schools as primary interested parties on our working draft guidance which has the

bureaucratic title, I’mahid, ~ “ E~~*

ELesb”~lables. Not quite a tongue twister as HASPA. But as HASPA
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very, very important. A significant portion of produce consumed in the United States

is supplied today from abroad by our Trading Partners. No initiative to maintain but

perhaps improve the safety of our produce supply in this country can be effective without

the fhll support of international growers. That does not simply the safety for our

consumers but the safety for consumers around the world, because we know that all of

our Trading Partners have concerns that their population be protected as well.

In this regard I would like to emphasize a few points about the President’s

initiative. First off, and perhaps most importantly it is an inclusive and collaborative. We

understand that we cannot do this important job alone. That is why several Agencies and

Departments of the Federal Government are very involved in this initiative. The US

Department of Agriculture, the Department of Health and Human Services, and it’s

constituency operating divisions such as the Centers for Dis&se Control and Health

Preventio~ the Food and Drug Administration. Other Federal Agencies, such as the

Environment Protection Agency and the Department of Labor. States and Local

Departments of Agriculture and Public Health. Most importantly today, it includes all

of you in this audience. Today I encourage you to listen carefidly, but speak frankly and

candi(ily on this topic. We need to hear what you are saying. We need to know your

concerns. So that we may f=hion but truly practical and useful guides.

Second. We are developing guidance, not regulations. Our working drafl does

not impose new regulations on growers. Whether they be domestic or foreign.

Third. In developing the guidance we and our partners at the US Department

of Agriculture are well aware of our international trade commitments. We intend while
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irnpl(ementingthe President’s initiative to ensure that all of these commitments are

maintained and met.

The drafl guidance that you will receive and discuss today, is just that, a working

drafl. We understand we don’t have all of the answers. That is why we are holding these

meetings such as the one today.

Today, it is your turn. We need the input from our Trading Partners to determine

tithe guidance contained in this draft document is usefhl and practical. Not only in the

United States, but also in growing areas around the world that supplies produce to this

country. Please review the working drafi guidance critically and provide us your best

comments. I want to emphasize that this meeting and its discussion are integral to

openly developing sales and practical guides to protect the safety of fresh produce.

And your participation cannot just be today, it has to be on going. Please we need

to have your participation throughout our process.

Transcripts from this meeting and other meetings we are holding, will be compiled

and Cassessedfor consideration and incorporation in the tinal drafl. The final draft will be

published early in 1998 in the Federal Register. At that point, you will have another

opportunity to provide comments from the draft guidance.

Ag@ let me welcome you today, and thank you very much for being involved in

this. We need for you to be ihnk and candid in your comments. And we agti hope

that this will provide practical and usefhl guidance to do what we are all committed to

doing, protecting all of our people. Thank you.

Dr. Catherine Woteki:
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Thank you very much Mr. O’Hara for the invitation to participate in these meetings

today. I am very pleased to be part of this and also welcome all of you who are hereto

learn :moreabout this initiative on “ “~lxdllce.

The Departments of Health and Human Services, and Agriculture herein the

UniteldStates have had many opportunities over the years to work very closely together

on a number of initiative designed to improve the tiety and nutritional quality of our

food supply. Examples are for example, nutrition labeling, the whole foreign

food safietystrategy that we are now implementing. And most recently because of the

Presicient’sfood safety initiative in which view this hit and vegetables initiative being a

very prominent part.

We look forward to working very close with the Food and Drug Administration

on this new Presidential Initiative to ensure the safety of both imported as well as

domestically produced &uits and vegetables. Although the reported incident that food-

borne disease form tiesh produce is relatively low, it’s increasing we believe. And at

the same time we encouraging the increased consumption of fruits and vegetables.

Eating at lease five (5) a day. Five (5) fruits and vegetables a day is the cornerstone of

nutritional policy the recommendation that is in our dietary guidelines and other nutrition

guidance that we provide to the public. And that guidance is issued by those of the

Department of Health and Human Setices directly with the Department of Agriculture.

And we believe that we it is a very important dietary practice to follow to reduce the

long lerm risks of several difTerentchronic diseases. If our consumers to have

proof to us, that they have available to them of fresh safe food supply particularly
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produce, the government has a responsibility as the industry in providing that fresh safe

produce. We certainly believe that industry has primary responsibility to produce safe

food. The government also has a role to play. And that is to set standards and improvise

guidance on food safety where it is appropriate. A one size fits all approach just isn’t

going to work these days. And it’snot certainly going to work for all foods. The full

range of options from education to regulation has to be explored through various

commodities. For produce though we believe it’sappropriate for government following

a broad consultation of which this meetings a working part to provide guidelines for good

agricultural and good manufacturing practices.

Regardless however of what approach is take~ standards and guidance has to

be based on science. And that’s one of the cornerstones of the approach we are taking.

Guid,ancealso should be established through the process providing all interested

parties the opportunity to provide advise and comment. And that’s why we are here

today. And it’salso why we will be holding more meetings on this topic around the

country. As we know the Food and Drug Administration does have the lead

responsibility on this initiative. But the US Department of Agriculture also has important

roles to play as well. The President directed Secretary Glickman and Secretary SIudala

to walrk closely together as well as in close cooperation with the agriculture community.

The issues . good agricultural and good rnanufhcturing practices of produce.

Secretary Glickman has asked me to the leadership responsibility within the

USD14to coordinate in the activities of at least ten di.flierentAgencies that have got

a role to play in this directive. I am also responsible for helping to provide
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the Food and Drug Administration whatever technical support they need and I very
pleased

to help with these responsibilities. I believe that USDA has got a lot to offer in helping

to implement this initiative. We certainly have a strong food safety research program and

we can provide expertise on related to produce safety. In fact USDA is

going to be stepping up its commitment to research in this area this Spring with a major

research initiative addressing fresh fruits and vegetables. The research will help us to

answer some important questions regarding, for example, the use of manure in the

cultivation of ti-uitsand vegetables. We want to know the food safety implications of

new post harvest processing techniques such as 9modified atmosphere

packaging. Once guidance is ultimately developed, USDA has the role to play through

our extensive domestic education network to help get the word out. Through our

cooperative extension system all producers in every county in the United States would

have the opportunity to learn about proper growing techniques to minimim risk.

We will have six or seven thousand educators across the U.S. to help producers to look

at there own practices and determine what changes they need to make born a food safety

prospective.

Later today you going to be hearing from Mary Ann Keeffe of the Foreign

Agriculture Service regarding her Agency’s educational-technical assistance program.

FAS, the Foreign Agriculture Service, works with our Trading Partners involved in

education and technical assistance areas including good safety.

In closing over the past several years we have learned a lot about what it takes

to make our food system safer. We know for example, that we must base our decisions
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on sound science and we have to have data to back up our decisions. We also each of us

whether we represent government, industry, producers or the public have to take our fhir

sham of the responsibilities to be taken. We know how important it is to form

partnerships to get the work done, and done more quickly and more effectively. And we

also know that the public has to be involved in the decision making process to gain wide

support in accepting. So I think that for this initiative there are certainly many challenges

ahead, but I think that we got a good fhrnework in place for making some significant

improvements in the safety of produce. I am optimistic that we can working together

make all food safer for the public.

I certainly appreciate your willingness in participating in today’s meeting and to

share your views in the directions that this initiative is taking. I encourage you to

contribute to today’s discussions and to write to us if you have further thoughts in follow-

up to today’s meeting. I also would like to give you my apologies that I am not going to

be able stay for the meeting today. In fact I’mgoing to have leave pretty much

immediately. I have tiortunately a pressing meeting directly aRer this. But there are

many people here from the Department of Agriculture and as well as the Food and

Drug Administration who are playing very prominent roles in this activity and will be

listening very closely to your comments.

Thank you very much again for the opportunity to greet everyone who is here

today. And also to talk about what I feel are some of the goals for the Department of

Agriculture..

Janice Oliver:
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Thank you very much James and Cathy for your opening remarks and for setting

the stage. And for taking the time out of your busy schedules. I know that you both have

pressing needs to get to and I really appreciate it. Thank you.

Right now, I would like to introduce Marilyn Veek. Marilyn was in-charge of the

arrangements for this meeting and I would like to thank her for that. And she has a few

logistics to go over with you.

MarilTynVeek:

(Spoke about logistical matters regarding facilities and location of luncheon area.)

Janice Oliver:

Thanks Marilyn. Next we like to, we may have a change in the schedule. What

we would like to try to do is go according to the schedule and have Tom Gardine who is

currently on detail for the Center of Food Stiety and Applied Nutrition on Food Safety

Initiative Staff heading up the produce initiative and to talk about the fresh produce food

safety initiative. What we’llhave to do is to check the slides because we had a little

logistical problem this morning. So let’s see how that works out and if not we’llmove

him to the afternoon.

Tom Gardine:

Good rooming as you heard we may or may not do this right now. Depending on

whether the slides are readable. I don’t know if any of you have been in a situation like
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this, it’s relatively unprecedented but I’msure I will get through it.

Technology is a wondefil thing when it works. I’m sure that you all realize that.

But it looks like we’re going to be ready to go-if you will just bare with us a moment

longer.

First, of all for those of you in the back of the room where the type might be a

bit small for me, I will read the slides but suggest that if it’s really bad there area few

chairs up in the tiont.

We are here now to give you a brief overview of wlmt we are calling, the President

is calling the~ ~ErukMuld

3Q@bles. We all realize that Mr. O’Hara said that if we are going to do anything about

the safety of fresh produce in this country we cannot simply look at our domestically

produced products, we need the cooperation of our Trading Partners because fresh fl-uits

and vegetables from multiple countries are becoming more and more significant part of

our produce supply in this country.

The President announced his initiative on October 2, 1997. He directed the

involved Federal Agencies, and Dr. Woteki and Mr. O’Hara mentioned who they are

but essentially it is helping Human Services with FDA and CDC, USDA with there various

components, the Extension Service, Foreign Agriculture and AFAC plus other Agencies

with interest in this area such as OSHA and EPA. To take steps to approve the safety

of fi-uitsand vegetables both domestic and overseas partners from foreign countries.

We are in the process now under the President’s directive for preparing guidance

to industry focus on microbial hazards in fresh produce. There are many things that we
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are all concerned about with food in general, produce in particular. But our guidance is

focusing essentially on one problem microbiological hazirds associated with fresh

produce and why the cause of recent illness outbreaks in the United States that have

be associated with fresh produce and some processed foods. What is important to

note, as Mr. O’Hara stated in his opening remarks, what we are preparing is guidance

to inciustry. These are not new laws. They are not new regulations. They are guidance

and will require a cooperative approach on the part of our domestic industry, our foreign

suppliers, the US Government, and hopefidly industry orgtitions within the United

States and overseas as well as appropriate agencies in foreign countries that ship produce

to this country. The guide is to minimize the risk of microbial hazards in produce. We

realize in preparing this document that we are not living in a sterilized world, but we can

all do much to minimize the microbial load of pathogenic organisms on fresh produce.

We must all think about what we are doing and work carefully with the goal to control

what we can control.

The objects of the initiative are legislative and if you look at your agenda you see

that aAer me there’s going to be a rather long discussion on the legislative components of

this initiative. So I am going to skip over it and leave it for the next round of speakers.

There is also an administrative component which is the guidance to the industry that we

are preparing to minimiz the microbial risks associated with fresh produce. There is also

a budget request going forward from both USDA and FDA to help us effect the

President’s initiative. Obviously since we are in a budget cycle for FYI 999 we are at

this moment can’t talk about how much resources we will be able to devote to this project.

The President also required the involved Agencies to report to him in 90 days about our
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plans to effect his initiative and to make it as effective as we possible can.

The administrative component as tierred states that in cooperation with

components at USDA and other involved Federal Agencies is to issue within one year

guidance for good agricultural practices (GAP) and guidance for good manufacturing

practices (GMP) for processed produce, i.e. fresh cut or atmosphere package, modified

atmosphere package as Dr. Woteki mentioned. FDA and USDA because we realize

that this is not deregulatio~ it is guidance. We want to coordinate a system that is

educational activities to train and educate both the domestic and foreign industries in

the guidance contained in the drafl document, hopefidly from , the document

conta~iningthe final document and to work with them to help our growers and

our overseas suppliers effect change that may improve the quality of produce being sold

to US consumers.

You will hear us frequently today, and I’mgoing to say aga~ the GAP’s and

GNP’s are intended and will be guidance not regulation - not law. Our goal, and the

goal of our partners in this exercise are to help foreign growers and producers identi@

appropriate practices to minimim microbial hazards. Key words up there, Guidance -

Appropriate Practices - and Mnimize. Until we have mechanisms to control the

organisms in the product, the or@ thing that Agriculture can do is take appropriate

steps within their control that are doable and practical to minimke the risk of microbial

hazards on produce.

The GAP, the good agricultural practices, as Mr. O!Hara mentioned, is in

bureaucratese called ~ e#3.isbfk.Emil&.alld
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we can make it. We are now in the process of developing what we call a broad scope

GAP, good agricultural practices document for industry. We plan to publish in early

in 1998 a drafi of this document. Please bare this in mind, sometime in early 1998 we

will be publishing a drafl. It is very public process, We had the first public meeting on

this on November 17th. We are now in the process of having seven grassroots meetings.

We held three last week. There is one being held today in San Antonio, Texas. The

domestic ones are viewed as regional agricultural meetings. This is the International

Meeting. Once we get the input born these meetings and by the way, you read the Federal

Register announcement that we are accepting written comments up until December 19th

on what you hear today, because frequently if you have not had a chance to study the

document it might be diflicult to give your complete thoughts at the meeting such as this.

Afler we review and incorporate all the comments we are planning sometime in late

February or early March of 1998 to hopefully publish a drafl document in the Federal

Register. I must stress that this document is also simply a drafi. It is the drafi based on

the input we receive from advisory committees. It is the input we receive from meeting

such ;asthis and titten comments. And the draft will allow for a 45 day comment

period. The drti document in the Federal Register will allow for written comments

to docket for us to do fhrther evaluation with any comment, fi.uther evaluatio~ study

and changes of the document before a final is published hopefi.dlysometime in middle

of1998.

The President in giving the charge to improve the already very, very good

safety record for produce in this country, wanted the involved Agencies to account for
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specific commodities and regional differences an options on how do that are being

considered. Among the things we consider are perhaps preparing commodities or

groups of commodities, specific types, perhaps working through agricultural research

stations in the United States to work on documents that address regional difllculties.

Perhaps it can be done through working with foreign governments and domestic industries

to develop guidance that would address regional and commodity differences. I want you

to think long and hard about this slid because one of the things we hope to solicit today

and perhaps in your written comments. What are the best ways to address commodities

speciiic growing requirements to minimize microbial risks? What are the best ways to put

out guidance that will address regional dtierences? We want your thoughts on that as

we determine how we are going to go forward in this matter.

Because the guidance documents are not regulation a very, very important part of

of this initiative is education and outreach. And one of the things we and our partners at

USDA will be planning in the rest of this &al year, is how to--what is the best way to

use FDA and USDA reports to provide assistance to the US grower on implementing

our good agriculture practices (GAP). As you heard born Dr. Woteki, in the United

States we already have a very extensive system for communicating with our growers.

We have the

Agriculture.

USDA Extension Service. We have other arms of the US Department of

We are aware and can communicate with numerous trade organizations

to get the word out and work with the f-r to improve agricultural practices in this

country where and if necessary to take steps to mhimize the microbial risks on produce.

But we are going to make effective, because more and more of the produce eaten in this
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country is coming from overseas sources. It is a very significant ccdlection of the produce

that the American consumer has available to them. We have to find ways to provide

similar but not perhaps exactly the same type of technical assistance to foreign countries.

How can we do that? We have to find ways to evaluate what resources are available

to FDA and USDA to do this. We have to develop training modules. And by training

modudesperhaps provide documents in necessary languages or to work with agriculture

with our major trading countries to let me have the benefits of the guidance we are

developing through this process. We need to work with the foreign countries agricultural

sector and we need to work with their trade organizations to get the word out about what

needs to be done. And we will coordinate development ofnon-FDA. Everything should

be non-FD~ non-USDA, non-government training networks through international

organizations, consultants perhaps, and certainly in country trade organizations.

As I believe you hear, produce is very, very important to the American diet. The

govenunent of this country is encouraging our people to eat more fresh produce. Why?

Because it is good for them. It’s a healthy dietary choice, If we want to keep the healthy

diettuy choice, government, industry, individual growers in the United States and our

Trading Partners, in terms their government and our foreign suppliers, must work with us

to kelepthe produce supply in this country safe as is now and hopefhlly we can even make

some improvements if we all thinking about things that we can control that might be added

to the microbial risks of flesh produce.

And that very quickly are some of the high points of the President’s initiative. And

at this point if there are any questions born the floor if you would just raise your hands. I

will repeat the question to the audience and me or some other people from FDA and
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USDA will try to answer them for you. Do we have any questions?

Barry Marshall with the New Zealand Embassy: ~

(Question repeated by Tom Gardine) Okay, the question was what percentage

of produce consumed in this country comes from imported produce?

A. I’mgoing to look around and see if I get these numbers wrong. In his

announcement I believe the President said some where between 10 to

15V0of vegetables and almost 30?40of fruits is from---38% of fruit is

supplied by foreign sources. Barry, follow up and then we have

another question. You can’t dominate these questions.

Barry Marshall:

(Question repeated by Tom Gardine.)Okay. Barry asked what percentage

of the illness outbreaks in this country are associated with imported

produce as opposed to domestic produce?

A. We don’t have a breakdown on that. However, there have been incidence

associated both domestic produce and imported produce and while

growing slightly they still very, very low. And we want to keep them that

way.

Lynn Bradley (representative origination not audible)

(Question repeated by Tom Gardine)

A. Well very briefly, perhaps some of the other people who will be coming up

to speak can do it btter. Yes, there is a role for Codex. At this moment

the President’s initiative just came out October 2nd. We have not yet
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organizations and is simply the truth. We have made a lot of progress

but not that fm yet.

Carolyn Smith-Dewalt with the Center for Science in the Public Interest:

(Question repeated by Tom Gardine) Why did you choose to make them

guidance rather than regulations? It seems to me that regulations would be

more protective of public health both the US consumers and their need to

erdiorcethose standards for foreign governments.

A. Okay. We have people here work clearly on developing regulations. Let

me give you my understanding of the process. The science is such that at

this point we felt it was better to go out in guidance and more appropriate

with guidance as necessary research is done. We do not believe that there

is an absolute need to do this through a regulation. And we believe

working with industry, working with the extension service and working

with our Trading Partners we could get the significant effect through

guidance. Terry (Dr. Terry C, ToxeU) do you want to join. That’s a

question you may want to ask other people as the day goes on. But

essentially, we believe guifiance would be effective because this is

something that is good for everybody to do and at this point the science

is good, but we believe it would get better and we did not see the need to

need to go out with a binding regulation.

Ed Scarborough (USDA - Codes Unit):
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Tom Gardine:

Janice Oliver:

Just as a follow-up on the question horn the floor. Codex is being fidly

integrated into the President’s food safety initiative. Working very closely

with Dr. Woteki with the Department of Agriculture, so that through these

Committee on Hygiene and Committee Fresh Fruits and Vegetables has

a considerable role to play and the US is very active leader in Codex

through the years and intend to continue that to make sure this foreign

(not audible).

Thank you very much for your attention.

Tom thank you very much. I think Tom mentioned a couple of things that I would

like to reiterate. And that is that the process of developing the guidance to reduce or to

minimize the risks of microbial hazards on produce is a very open and public process.

We want to get the input of all our state holders, whether they be the international

community, the domestic community or consumer group academia. We need everybody’s

input on this to have the appropriate input and yet have the appropriate balance. Why are

we going with guidance instead of regulations? And I think in the area of produce and in

setting regulations there are many areas that in which research is still needed in which

FDA and USDA as well as other Federal Agencies have committed to accelerating our

research in the produce are~ to _ sdety. And because of this research need, we

believe that guidance and getting those out more rapidly were we have the irdiorrnation

and where industries has already done a considerable amount of work is the way to go.

Industry has done a lot of work in this area A lot of the various trade associations and
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specific commodities have done work and other things. And they want to work with what

is already has been developed.

We’re running a little ahead of schedule. And since we are running ahead of

schedule what I would like to do is start the next session and go on back and then take

a break and come back with Q and A’safler that since we did get going a little bit late

I think that might be the best way to utilize our time and your time, So thank you Tom

and with that I would like to ask the Panel on the Imported Food Safety Act Overview

to come up.

And by the way, I am Janice Oliver. I am Deputy Director for the Center for

Food Safety and Applied Nutrition at FDA. I don’t thti that I introduced myself at the

beginning. So for those who don’t know me. I do know that I know many of you already.

Our next topic is one in which we know your very much interested because many

of you have specifically asked a lot of questions or been at various meetings before and

expressed your interest in the topics. So we’re going have some discussion on the next

subject and then open it to questions and answers ailer a brief break. And we’lltry to

take all of your questions and answers before lunch time. We’veallotted the most time

for here today.

Our speakers are Robert Lake who is Director for the Office of Policy, Planning

and Strategic Initiatives at FDA Center for Food Safety and Applied Nutrition. Next

to him is Dr. Catherine Carnevale, Director of the Office of Constituent Operations at

FDA Center for Food Safety and Applied Nutrition. And Linda Horto~ Director of

International Policy at FDA. And with that 1will turn it over to Bob.
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Thank you Janice. Let me first add my welcome to all of you. Glad that you are

here. The purpose of this next little discussion is to explain as best we can at this point the

propcmedlegislation the President has sent Congress on the imponts. Also, we would like

as we get into the questions and .soIicitateyour questions and comments on how we might

implement the new legislation on the assumption that it does pass. And I also would like

to emphasize before we get into all of that, that the purpose of all this is to enhance the

safety in our food, As Tom pointed out the food supply is basically safe and includes

both domestically produce and imports, but any avoidable should be avoided.

And the reality is that we do have certain amount of foodbome illness and we believe it

can be reduced. And so that is what we are about.

It occurred to me that in talking about the proposed legislation that it might be

usefid to sort of put it in context. So I am going to do that before I actually talk about

the legislation.

Incidentally, it has been formerly subtitted by the Administration to Congress and

it has been introduced in the House of Representatives as H.R. 3052. Copies of the

proposed legislation are on the desk out front, if you haven’t already obtained a copy

please feel free to do so.

Of course the legislation was introduce really right at the time Congress was

adjourning for the rest of the year. It will not actuaUy be taken up until afler Congress

returns in January. We do not know at this point what the priorities for this piece of

legislation will be. But again before I get into the legislation its sel~ let me talk a little
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bit the context.

I said the pertinent message, then Ill emphasize again the goal is to enhance food

and safety. There are existing statutory commitments. Well have to get into the fist

one, the Food, Drug and Cosmetic Act, maybe not. We’ve laid out certain basic safety

standards that Congress has enacted and the President has signed into Law in past years.

Basically, the Law requires that producers of food produced safe food. There are

speci.ilcrequirements enforced in the legislation for pre-market approval of food

additives, of pesticides, animal drugs so that the residues of each of these --- the safety

of aii of these residues are to be determined in advance of their use in the food supply.

And that’s true whether the domestic producer say wanting use a food additive or a

foreign producer wanting to use a food additive. The way the Food, Drug and Cosmetic

Act is structured the matters that relate to pubiic health are covered under what we call

the atiulteration provision and the new statutory provisions would amend the

adulteration provisions.

In of the basic provisions of Law that are enacted by statutes by the

Congress, we aiso, the FDA has over the many, many years issued a number of regulations

for instance all of the regulations relate to aii of these. Rules relative to what food

additives are aiiowed are issued in form of regulat ions by FDA. The tolerance for

pesticides are issued by EPA but under authority of the Food, Drug and Cosmetic Act.

So it’s a combination of statutory fiarne work foiiowed by implementing regulations.

In terms of FDA’s etiorcement activities, of course we do inspections of

domestic firms particularly in situations where we are foilowing up either complaints

of iliness or other evidence that there could be a problem associated with food coming
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from a particular manufacture. And if we find that a manufacture has been in violation of

the Law, or the food is in violation of the Law, then we can and do pursue legal action

against either the food or the producer depending on the situation. The most common

I guess situation is where we take action against the food by seizing it. We also ask for

recalls and for violators who we think are way out of line we can’t prosecute. We also

have authority to go into US District Court to get an injunction to prohibit activities that

we believe are not in the interest to the public health.

For imports aga@ I’mtalking about the existing hrne work before getting into the

new legislation. I think it is important to keep it in context. The same standards apply to

impo:rtsthat apply to domestic food. With imports the typical manner in which we en.tiorce

is to (detainat the border food that appears to be adulterated. We also do presently

conduct a small number of inspections abroad particularly in facilities that produce

low acid canned food.

Now let me SW gears and talk a little bit about the President’s proposed

legislation. First, he his indeed backed by the Administration to develop with

concentration among the food safety agencies as well as the trade agencies that

is intended to strike an appropriate balance between ensuring public health while

also maintaining our obligations in international trade. This, as I said, would amend

the adulteration provision of the Act which relate to food safety. The legislation would

apply to all food, not limited to fresh fruits and vegetables. It would apply to the- but

would also apply to all other foods except for beef and poultry which are regulated by

the Department of Agriculture.



The basic ide% or one of the basic ideas, is to include in the Food, Drug and

Cosmetic Act the idea that is already in existence in the WTO (World Trade Organization)

Agreement that allows each country to determine the level of the tax code that he thinks

appropriate for citizens, The Trade recognize that but at the present time is

nothimgin the Food, Drug and Cosmetic Act that really picks up that notion. So one of

the provisions or one of the punches of the new law is to build into the Food, Drug and

Cosmetic Act the idea that if the level of protection of imported food does not measure

up to US standards, then that would be a basis for not allowing that food into the United

States.

The standards to be applied however, are not being changed and would in fact

be the existing standards that already exist in the Law as well as the existing regulations

that apply already to both foreign and domestic produced foods. Basically I think, you

know when all is said and done, the bottom line question is, is the food safe for US

consumers to eat? That’s the question for domestic. It’s for import as well.

So one purpose of the Law and one aspect of it, is to add a provision to the

food safety provision of the Food, Drug and Cosmetic Act that would then allow

us to prevent entry into the United States of a food that did not provide the level of tax

that we have come to expect in the United States and that we believe is

apprclpriate. Secondly, the proposed Law would add another provision providing an

incentive for foreign producers to allow inspectors from the FDA to visit their facilities.

We presently elect to do certain number of inspections abroad and what this provision

is intended to do is to give us an additional ability to ascertain in advance whether, well

not necessary in advance. Let me clari.@that, it’snot in advance, it to ascertain whether



food coming to this country is on a system that meets our level of protection. I think as

a practical matter the way that would work, is that we would be working with

governments of other countries and since we do not have a lot of resources for doing

inspections, I think as a practical matter --- in fact we don’t have any new money for the

current fiscal year.. So this whole fiscal year is largely for gearing up for what happens

thereafter. But even in the fhture, though we will probably or hopefully get additional

resources, I think the reality we will not get a lot of resources for doing inspections

abroa~d.So what I would envision is that we would in conjunction with our counterparts

in other countries be looking at few facilities that appear to be representative of the

types of producers in other countries to confirm the information that we already would

have obtained in discussions and submissions of from other governments.

Again I would emphasize that what we envision is working with our counterparts in other

countries on this. So the second piece, part of the Iegislatiou is incentive for allowing

or foreign producers allowing US inspectors on an as needed bases.

The third idea that is build into the legislation is that we are required --- we would

be required to develop an implementation plan. And that is to be largely the inference

that we would . In terms of implementation we would like your input. We

haven’tobviously, this is just of legislation. We obviously are still at the eariy

stages of figuring out how it would be implemented.

Part of the purpose for these meeting and particularly this one, is to obtain the

input from effective parties--interested parties on what the best way of implementing this

would be. And afier break when we get into questions, I certainly want hear you
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questions, but we would also like hear your suggestions on how this new Law would be

implemented. How we would work with other governments in assuring that the level

of protection that American consumers demand, is in fact the best.

Finally, let me wrapup this part of the presentation by thanking you for your

attention. The two ladies sitting at the table, Cathy Carnevale and Linda Horton will

assist me in answering your questions. Also, we will recording any suggestions that

have, so please feel free to give us those. They will be considered. And with that

let me close and I guess the what we probably should do now is take a short break.

Janice how much time should we or do you want to come up and talk about that and

then we will take questions and suggestions following the break. Thanks.

Janice Oliver:

We will take a IXleenminute break. Come back at 10:30AM.
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L. Robert Lake, Director for Office of Policy, Planning and Strategic Initiatives, Center
for Food Safety and Applied Nutrition

Mr. Lake is the moderator for this segment of the meeting’s

toPic: ~~~

I have been asked to make another suggestion which we do have an overflow

crowd when we get everybody back in the room. Those of you who have coats maybe

you could put them on one of these chairs over here. We want to be sure that everyone

has an opportunity to sit down ifat all possible. Thank you.

We will begin in another minute or so.

This is the question and answer session (Imported Food Safety Act Overview).

I will sit over here with my colleagues, Cathy Carnevale and Linda Horton and take your

questions. We will try to repeat the questions for the whole audience and then do the

best we canto answer it. Also, an opportunity for any of you who have any suggestions

about how we could implement the progrw we would welcome those suggestions. Let

me also remind you that the because the legislation is still proposed legislation and has not

yet passed Congress, we are still engaged in a prehminary thinking on how it might be

implemented so we will not have answers to some of your questions but we will do the

best we can. So with that we will take your questions.

Barry Marshall, New Zealand Embassy:

(Bob Lake repeated the question) Barry, in addition to comments in it obviously

being in everyones interest to have safe food, asked about our inspection of

imports versus our inspection of domestic and what are the percentage?
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A. (Bob Lake) I guess that question has more to do with what we’re doing

now than what we might do in the fhture because we obviously have

authorities to look at foods sold domestic and we can do so and

we also look at foods imported. I don’t know, but I don’t think anyone

here has precise numbers. We do certainly inspect in domestic facilities fw

more frequently than we do in foreign facilities. We do inspections as well

as outside inspection process like analyze samples to determine whether

there are any problems with food. That is done with both domestic and

import. I think the legislation will not change any of that current practice,

but will rather put more of a focus actually not so much on increasing our

look at foods as they come to the boarder. But rather, interacting with

governments of other countries in making a determimtion as to whether

the system provides level of protection than is provided by the standard

in the US. And I would fiuther envision that one of the things that is

brought out of that probably increased the desire for mutual recognition.

A. (Catherine Carnevale) I just want to build on what Bob Lake just

said. I think countries around are getting away from doing boarder

checks and relying on boarder checks for the food safety, because no

country, no government has the resources to look at all products that cross

their boarder. So there looking instead to how countries are producing

food. And were not going to talk about fresh produce here, we’re really

talking about all foods. That’s why countries are going toward
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And in the area of flesh fi-uitwe are going towards guidance on good

agriculture practices (GAP) and good manufacturing practices (GAP). So

I don’t think our focus on the food safety initiative is going to be on the

boarder. We recognize as those New Zealand and other other countries

that is not the most efficient and certainly not the most successfi.dway of

protecting their food supply.

Elizabeth Dal-d,Center for Science in the Public Interest.

FDA has had a problem in a couple of cases of recalls. And one

of these involved a product smoked salmon where they distributed this and

refused to cooperate with the recall even though didn’t . And

there was one involving salads and dip where FDA had to issue repeated

recalls because they weren’t complying. Do you anticipate that this

legislation would create anyway for FDA to get better compliance on

recalls for both domestic and imported products?

A. (Linda Horton) The question from Elizabeth whether making

the legislation would give us a txtter handle on recall problems.

There were two incidents uncovered by Center for Science in the Public

Interest in which distributors repeated to cooperate filly with FDA

because the recall ---- one involved salmon and one involved humus.

Situations for a formal recall (not audible) FDA does not

have authority to order companies to give recalls for food. We do have

recalls authority under (not audible) discussions
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of whether FDA should have the authority to order recalls and

(not audible)

We can under existing law seize products failure to cooperate

with the Agency on recall, This is often inadequate and difficult because

the sort of records that are kept on the distribution of foods.

(portion not audible)

And that is why we keep having to rely on public warnings. The import

food legislation are trying to meet this because there are other initiatives

that . Now in the good guidance practice, in the good

agriculture practice (GAP) document that is sitting on the table. There

is a section in there that we encourage the use of record keeping, coding,

and other means to status. That is the closest things to have

to deal with . Cathy do you have anything to add?

A. (Bob Lake) I just have some other facts. The recall issue is an

important one. It is, let me point out, not a direct

Another piece of legislation that does relate to recall and also

was introduced in Congress as well. So that issue is on the table for

consideration by Congress and is separate born this piece of legislation.

A. (Linda Horton)

(not audible)

same way and we go to importers, just like we go to domestic distributors



cooperating with the inspection.

A. (Bob Lake) That is correct.

(name of individual not audible) with USDA.

You mentioned about food safety

limited as we have now

(not audible)

technical assistance. We had a very

increasing the fhnd or replacing them

World Trade Organization.

A. (Catherine Carnevale) Technical assistance?

(unidentified USDA person)

Yes.

A. (Catherine Carnevale) The question has to do with is there any

additional money that are contemplated under this initiative that would

be given to USDA or other Agencies for carrying out the technical

assistance under this program. And I think what I am going to do is

put you off on this question because USDA is going to be speaking

to this issue later on this aflernoon. Other than say, that yes there are

there is a budget that is being put together for this overall program

related to fresh produce. And the budget would be money allocated

in part in 1999. But beyond that I think perhaps we should wait until

USDA to give its presentation.

As with regards to your second question would you mind restating that

so I can understand the question regarding the World Trade Organization.
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(Unidentified USDA person) Well (not audible)

the WTO, but that means they have to meet the international standard. So

were talking about food safety and international standards. So I am

assuming, if there is what can be arranged and the obligations

to meet those and how does the resources We get the

technical assistance but regards to the WTO in that regards.

A. (Catherine Camevale) The question relates to the fact that there over

100 countries, a 124 countries that are currently members of the WTO

and all of those countries are expected to meet their WTO obligations

under the SPS Agreement. And so we would expect that those countries

would be in the process of meeting their obligations with the regards to

food safety. And I guess I am hearing in your question is more of a

statement than a question but the fact of the matter is yes, all countries

that have signed the WTO Agreement that came out under the Uruguay

Cotierence including the SPS are expected to meet their international

obligations. Some of the countries however, do better at SPS through

the agreement are in a category of developing countries where the

expectation was that they were given a grace period of two years before

they had to implement the terms of the agreement. Some of the countries

are just now beginning to get up to speed. I thank that this legislation

is filly recognized and the countries expected to meet their obligations

under the agreements with regards to food safety. There was one
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comment that was made with regard to countries having to utilize

international standards. And the fact of the matter is that the trade

agreement does say that the countries are expected to base their

measures on international standards, guidelines and recommendations.

That is basically an obligation of the agreement. Nevertheless, countries

can have more stringent requirements in effect if there is time to

of if it’snecesszuy to meet with their level protection. I suggest

that we add that into our iinal remarks.

Ed Ruckert of McDermott, Will and Emery:

We talked about legislation that hadn’t been enacted yet. As soon as the

Iegislation has been , I ‘vegot to understand practically

how this would work. You could pick a winter crop. If it’swinter time

you could talk about South America. Central America we get a lot of

produce born Central South America. How would you see this working

for a particular industry? What kind of procedures would be in place?

Have you given any though to that at all?

A. (Bob Lake) I believe the question is one of practical implementation

assuming that the statute has passed. I guess what I am reading into

that question is what happens on day one tier the statute is passed? And

I think the answer to that questions is that nothing changes immediately

afler passage of the statute. Again the statute its self contemplates that

there would be development of a plan and the Agency would be following
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that plan. It seems to me that that is the notion that nothing

would happen until such time as the Agency in the implementation of the

plan work in deterrnining in certa~ you know, with regards to certain

countries that the system of that country did not meet the level of

protection requited by the United States. It would be my understanding

that unless and until such a determination is made that the produce would

continue to come into the United States as it has in the past. Of course

that is also with the caveat that obviously as we are going along in looking

at imported products we would as we do now, if we see any problems

that a particular imported product is violation of our Law then we would

obviously detain it at the point of entry.

Ed Ruckert with McDermott, Will& Emery:

In follow up. I think I understand what happens when product comes

today in the United States. And that the FDA inspectors make

a or something irIterms of processing these standards, there

are certain things that happen to that product. Would you envision then

some determine due process (not audible)

A. (Bob Lake) The question is what is the processed for determining

whether another system or particular segment of the industry in another

country meeting US standards. And I guess I’lltake a shot at that, and

then my colleagues may wish to join in. TopicalJy, as you know most

legislation is implemented through regulation so there’s a good chance



here that there will be some regulations in addition to a plan. Also as I

mentioned earlier, we certainly envision that there will be interaction

between FDA and its counterparts in other countries. You know, it

seems to me that as a practical matter, the way that is going to work,

is if the other countries will become aware of areas of concern before

we have actually made a final judgment. And aga~ the details of

how that is going to work out are at this point are unknow but again

I remind you that part of these of this section is to make

comments on exactly what the procedures perhaps ought to be. What

implementation plan ought to include? Things of that mture, so we much

welcome suggestions along those lines.

A. (Linda Horton) Under the existing Federal Food, Drug and Cosmetic

Act -- Section 801 deals with the process of handling imports entering and

it also has regulations and FDA has ones to supplement

(not audible)

Jill HollingwortL Food Marketing Institute:

Recently in a letter signed by , FDA notified Guatemakm

officials that raspberries from that country would not be allowed into the

United States. It appears so FDA has the authority to settle

protection from consumers this country and etiorce it, what authority

is this legislation seeking that you do not already have, if you have

if can in fact block a specific produce or product horn entering the

United States now.
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A. (Bob Lake) Two points, one as I pointed out earlier part of what the

President is intending with this legislation initiative that he has put forward,

is to build into the Food, Drug and Cosmetic Act a notion that already

exists under the World Trade Organization Agreement but is not
specifically

in the Food, Drug and Cosmetic Act. Now with regard to the particular

situation in Guatemala, again the question related to the fact that we have

a form the Government of Guatemala that we will not be accepting rasp-

berries until the situation there is straightened out. Again that particular

situation though is one in which we have had several outbreaks of illness

in the United States both last year and again this year resulting from

an organism know as chycosporium on raspberries from Guatemala

Again because the fact of human illness has now occurred two years

in a row, we have actually in the case done something extraordinary.

I think it is without precedent in that we have notified the Government

of Guatemala that raspberries will not be accepted from that country

until this is problem is solved.

Peggy Rochette, National Food Processors Associations:

We all know that mtional treatment works both ways. And my question

has to do with the appropriateness of the legislation is obvious

acceptability to foreign facilities of the FDA. What type of obligations

does that put on US for foreign acceptance to have (not audible) ?



A. (Bob Lake)

clarification on

Before she takes that question. Let me just note a

the previous one. The problem is really with the

Guatemala raspberries does resolve, does occur during the Spring

and Summer, so the notification becomes effective on Mary 15, 1998

and from then through August 15, 1998 just to be sure that everyone

understands exactly what we have said to Guatemala.

A. (Catherine Carnevale) Peggy Brochette’s question had to do with

the mtional treatment. And national treatment for those of you who

are not f- with the tem has to do with treating goods of one

country more favorably than goods you produce yourself An

under the WTO Agreement that is prohibitive. So I think when we’re

talking about accessibility as fm as FDA going to other countries and

having access to facilities in order to conduct inspections or evaluate

to see how products are produced, certainly that is something that when

we have reasons and required to do that we would like that access to be

facilitated. But I think it is important to understand under the SPS

agreement under Article 4 that portion of the agreement that deals with

equivalents, that subject is already addressed. And when Bob Lake was

saying that the reason behind this legislation had

taking parts of the WTO SPS Agreement and

to do with the notion of

them in our statute

really the portion of SPS Agreement that we were referring to does have

a section on equivalents. And under Article 4 for those of you who are not

ftiar with equivalents basically it is saying that all signatories to WTO
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are required to accept SPS measures of other countries even though they

may differ from those of the importing country. If those measures are

meeting the importing countries level of protection and what it says under

the SPS Agreement is for {hispurpose in evaluating equivalents reasonable

access shall be given upon request to the importing member for inspection

testing and other relevant procedures”. So in answer to the questio% I

would again say that this is really something that concentrated in the

SPS Agreement that reasonable access shall be provided .

A. (Bob Lake) Let me just build on Cathy Carnevale’s remarks. I

think it is important to emphasize that in the development of this legislation

that the White House, the FDA, the USDA, and the US Trade

Representatives all were involved in developing it. So it clearly has a

food safety focus -- that’s the primary focus -- but it was very much

the desire of the Administration obviously to adhere to the trade

obligation and we believe, the Administration believes that proposal

that has been introduced into Congress does indeed strike the appropriate

balance, And I think they of it we will support that

At the same time, we do understand that a lot of people are apprehensive

about it. And I suppose if I were in the audience I would be apprehensive

as well. And that is why we again want very much not ordy respond to

your questions, but also urge that you forward any suggestions that you

have about how this can implemented in a way that is fkir and reasonable.
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Natalie Landreth with Manate, Phelps & Phillips:

What is the implications for domestic producers that other countries

might be regulations? What does that do to US

(not audible)

A. (Catherine Carnevale) Some countries already have such legislation

already and that’s something that they can use. We do not see this

particular amendment as being something that will put trade barriers

will end up causing trade barriers. It is a strengthening of our existing

authority. It also is a WTO concept in our Law and I think

that all countries who have the WTO are in the process

of doing this very thing. So I don’t think that we are looking upon

this as a tremendous burden because other countries do the same thing.

A. (Bob Lake) Let me add to that a well. Again emphasizing that our

purpose here is not to create trade barriers but promote safety of produce

bought by the US consumers. We have no with other

governments are going to do anything different or have a difTerent

intention than we have. But if it were to turn out that other governments

try to misuse this concept which ag~ they too, I mean other governments

have obviously the right to protect, have always had the right to protect,

their own citizens But the whole purpose of WTO is try to ensure that

is not in a way based on science that it’s fhir etc. And certainly if we had

any reason for believing that other governments were misusing this type
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of authority to impose inappropriate trade barriers, we would join with

other Agencies in the US Government in opposing that in the strongest

possible terms.

(unknown attendee -- unidentilled)

I have a question about, considering limited resources for inspections

abroad etc. Do you envision that this might (not audible) check

list and here are our guidelines to explain your procedures as it might

be (not audible)

A. (Bob Lake) I would take that as a suggestion.

(unknown attendee)

My question is about the legislation. When FDA is evaluating the

conditions (not audible) produce particular food and

caring out to the level of protection within the US, would you be

taking into account from the entire package of similar protection

that made this in the US. For example: If there is an OSHA regulation

or even a state regulation that requires a certain number of portable

toilets and hand washing facilities in a field, an agricultural field, where

people are picking hits or something, would you consider whether the

other the country had something similar?

A. (Linda Horton) Yes. The question was whether to consider what

another country has the level of protection similar to that in the United

States, that we took into account requirements or guidance in areas



that not directly imposed by FDA, would they be imposed by other

Federal Agencies, such as the US Occupational Safety Health

Administration (OSHA) or states? The answer is, yes. It would be

systemic. You would be looking at the combination of requirements

or guidance and public sector and private sector relationship in the

other country as well as here because the situation were no single

institution in a country is capable of assuring the food that is produced

in that country. I makes the situation rather complex. And I think the

failure to consider requirement for guidance on institutions other than

the FDA or the FDA counterparts in the other country, you would not

be looking at the whole picture of when it comes to safety of produce

and other food.

Also I want to take this time just to supplement an earlier statement.

I have a little more irdiormationhere about the Codex effort. Ed

Scarboroughthe US Codex Manager mentioned earlier, the new

initiative doesn’t Committee. That Committee happens

to meet here whether you can get over to the

State Department. There are two initiatives actually. One is the

(not audible)

and this will be lead Canada with assistance from several countries

who want to get involved the meeting. They are Argent@ Chile,

Denmark, Guatemal~ Honduras, Japu Indk Mexico, United



Kingdo~and the United States. Thethereis a second

(not audible) for Pre-cut Fruits and Vegetables.

Itisrecognized for being essential for (not audible) The

work here will be lead by France, with assistance fic~mMexico, the

Netherlands, United Kingdou and Guatemala and the United States.

(not audible)

(Name not audible - Guatemala Embassy)

(This statement was not audible)

A. (Bob Lake) Thank you for that clarification.

Francisco Gurria, Agriculture Department of Mexico:

I was wondering what goal of private organizations certification

organizations would be and how would those blend with complying

with the regulation? It seems like Mexico a lot of producers groups

are sh.iflingtoward having certification organizations for quality purposes

a sieve for SPS issues complying with those. But then going to quality

oriented certification who would those blend or be part of or inserted

proposal complying with the regulation than allowing those other come

above the border?

A. (Linda Horton) As I mentioned earlier, I think private

organizations have a very important role to play under this “

initiative and (not audible) I think that it is
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very important for the government to explain ultimate

responsibility and certainly do audits of the work of

private sector bodies. However, what could probably

be done and I think this is true in the United States or

in other countries, to make sure that (not audible)

that they be looking for compliance of food safety

requirements destination of open market

that the Mexican requirements, the US markets, the

US requirements. Certainly in this country the better

private sector auditor are looking not only cooperative

other guidance. They are also working for

compliance, regulatory compliance. I think its only logical.

(not audible)

Peggy Rochette, National Food Processors Association:

Do I assume, in reading this I assume that this is the good agricultural

practice that you’re going to add to good manufacturing practice and

that these will be the documents that are the basis of the international

inspection? Is that right?

A. (Catherine Carnevale) We up here to talk about the legislation

and I think this is a linking comment as to how the GAP that Tom

Gardine had discussed this morning how that guide relates to what

we are talking about in the international in this legislation. The
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legislation is contemplating the notion of equivalents. And as

Linda has said a few minutes ago, when she was addressing the

session on would you take OSHA requirements into account.

We are looking at equivalents in a very systematic way. When

we talk about our level of protection we’re looking at our level

of protection as something that has as it is contemplated under the

WTO. It is something that is a sovereign right of a country to
decide

how it’sgoing to protect its citizens. And so therefore, it can

decide that level of protection it deems appropriate. Whether you

take into account when you look at the level of protection. Well

the measures that a country puts in place of what they are to

achieve the level of protection they have chosen. So if the US

decides that they want the product safe we further define that in

our regulation to make it clear what they When it

comes to fresh produce we are not going out with regulations

perse. And as Tom stated this morning, the science is not

considered to be quite fw enough along to become regulation.

So we’re starting with guidance. And the GAP and the GMP

that we’llcome up with in 90 days, will give us a place to start.

This is going to be a very interactive process, our domestic

producers with iruernationai producers. It is going to be hopefidly

when we have GAPs and GMPs, these are going to the end



product of many meetings of this kind that will have us, have an

end result product that foreign grows should be able to live with

or at least guidance. And the same goes with domestic growers.

How we will use that in evaluating equivalents, well when we are

evaluating equivalents with the guidance will be taken into account,

because hopefidly it would be a realistic product that will say this is

what our expectations are for safety.

there is

Barry Marshall, tiom the New Zealand Embassy:

I was just wondering if the panel (not audible)

a proposed bill which which will (not audible)

A. (Bob Lake) We need to separate two things. The statutory

requirement or proposed legislation (not audible)

applies to all food and it really I think that will pass separately

from the produce initiative where you get into guideline issues.

The guidelines for produce will be guidelines for the domestic as

you point our. They will however, be guideline for foreign

producers as well. So the guidelines we are talking about with

regards to fresh &uits and vegetables will be the same on both

domestic and foreign producers. There will be no difference.

Kathleen Melat, Montgomery County, Maryland Public Health:

I have a question relating talking about guidance. At this point

because it is applying to levels, where is the research heading
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right now? What are you looking at in the fiture?

A. (Janice Oliver) Let me address that generally. We had a

meeting several months.ago that we invited the industry into

talk to us and (not audible) USDA and FDA asking the

produce industry what research they were doing that the

addressed food safety in the area of produce and also what

they were considering as their priority needs in research

addressing food safety. We have also been reviewing our

own research agenda in FDA and in USDA and met with

other government agencies. There have been a number of

government agencies that have been meeting and looking at our

research agenda in the areas of food safety and produce to

actively accelerate what we are doing in the produce area. We

are in the process of doing that. We had several meetings.

The results of that will become early next year. But we’re looking

at number of the areas that were brought to us by industry.

are looking at prevention. We are looking at methodology.

We

We are

looking at kill-steps in various things. The irradiation was an issue

that came up when we had the chycosporium meeting looking

at what research was need for various chycosporium produce

last summer. And some research was being done irradiation
.
But it’sa broad scope research plan. And looking at what’s
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being ailerward by industry and academia as well as ourselves.

I can’t give you the specifics now but we will be able to give you

more on that every in the year.

A. (Bob Lake) Thank you Jancie.

Lynn Bradely, ASTPHLD:

Safe Public Health Class Directors support a program for

pathogenic, like on food products. Now, I want to ask if you considered

developing such a monitoring program for especially flesh fruits and

veggies apart of this initiative?

A. (Bob Lake) I guess we would say we would invite your

specific suggestion about that. I think it’sgot considerateion.

I don’t think a decision has been made, but certainly it can

figure ideas about that results.

Bob Lake, FDA:

Maybe while you are thinking of questions, maybe I’llask one of a panel member.

Let me ask Linda (Horton) when do we think the legislation might actually become

Law?

A. (Linda Horton) Bob that’s a hard question to answer because

it really has not had Congressional Action. And as many of you

know the Congress recently enacted FDA Modernization Act

and this will probably . Why it wasn’t put on the table
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soon enough for consideration We are

very hopefi.dthat soon. Early in the year. The

President was quoted in yesterdays (Dec. 7, 1997) New York

Times as naming food safietygeneralIy one of his top priorities. I

think that signals a desire by the President for FDA and everyone

including for the legislation on Capital Hill. And I think that there

will be groups that are interested in improving the insurance of

public that food is safe. The increasing food safety and also

increasing the protection of food safety. So I think these people

wiil be talking to there contacts in Congress about action on the

bill. Now one thing we all know the but there

steps needed. You said that Tom Gardine said he would need

9so if we got into a situation where and

(not audible) perfectible acceptable. We

know that a lot of tests

Bob Lake, FDA:

Let me ask Cathy (Carnevale) a question too.

When will this legislation be notified to WTO?

A. (Cathy Carneval) That’s interesting point. As everyone here

probably knows when a country is putting a in requirement in that

they do need to noti@ the WTO and preferably do it at a time when

other countries can comment on any new requirement they are
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going to put in place. At this point in time, we are dealing with

proposed legislation. So we do not have legislation that is enacted.

We normally do notifi our legislation however, as you know in the

United States normally or legislation is giving you a legal

fiarnework and it’srather general in its construct. Usually the more

important notification of WTO. And certainly most

legislations do not go into effect until implementing regulations are

written. We normally notifj WTO when we come out with

proposed regulations. And that is a point were countries as well as

US public can make comment on the legislation. And so we would

contemplate that since this amendment has in it, as it’s currently

drafted, an implementation plan we will probably at that point

decide what regulations are necessary and any other thimgsthat .

(not audible).

A. (Bob Lake) The Administration forwarded this proposal to

the Congress just before Congress adjourned. I was introduced

in the House. It has not been introduced in Senate at this point.

Peggy Rochette, National Food Processors Association:

Does it have a sponsor?

A. (Bob Lake) I dc~n’tknow the answer.

Donna Haseley, FDA Week:

If the legislation passes, would you envision (not audible)



A. (Catherine Carnevale) We just not there yet. We are

considering all the possibilityies. Part of the reason for this

meeting, and I want to emphasize this again, as Jim OHara

said when he addressed this meeting today, we looking for

your comments on this legislation as fa as how it would

be implemented. The suggestions we’ve heard today will be

recorded and we can take them into account, but I am sure

as a result of this meeting that those wheels are turning, and

as you think of ideas please get them into us. As Bob has

said it is not our intention to be barriers, our intention is safety.

We are interested in how you think we should implement it.

A. (Bob Lake) Let me build on that because in addition we

would like have your written submissions and that includes

suggestions you made earlier.

Francisco Gurria, representative from the Department of Agriculture of Mexico:

Along the lines of the last question, is FDA prepared to comply.

Application for exploring countries to be evaluate. (not audible)

How is FDA prepared to comply or to attempt those applications

because if we started with the alphabet Mexico for example, we’d

have to wait quite a while and the same with the other countries.

It seems like this take effect. And how fast will the evaluation



be done?

A. (Catherine Carnevale) First of all let me assure you we’re

not going do it in alphabetical order. Let me just go back

to what we said earlier, and that is that when and if this legislation

is enacted, we are not contemplating that (attendee coughing

made this section not audible) This legislation is similar

to legislation that we currently have in this country for meat and

poultry. But it’s implementation will and must be different than

In that case (not audible)

I think that everyone recognizes that when we were dealing with

numbers of countries that export fi-uitsand vegetables to the

United State, the number farms and the number of facilities and

industries that are involved with fresh produce. And recognize that

this legislation is covering really all foods not just fresh produce.

There is certainly no way to deal with legislation

So we are going to have to sit down for many hours and many

meetings like this, to figure out exactly how we are going to do

this, the implementation of this legislation. We have review your

comments. But if we do find ourselves evaluating equivalents on

a number of countries to facilitate trade, not to allow trade to

continue to (not audible) Application

take a long time.

A. (Bob Lake) Let me just emphasize a point that Cathy made.
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about the difference in the irnplementation between this piece

of legislation and what is currently done by the Food Safety

Inspection Service (FSIS) relative to meat and poultry. With

that it is contemplated that you the clearance before the food

is shipped. Let me emphasize that this legislation does not

require and we do not envision a system in which you have to

apply to the FDA in order to get your food into the country.

That’s not what we envision at all. Again let me emphasize that

is certainly not what the intent. An earlier point, what happens

on the first day. Will get lots of applications and we will have

to deal with those in some fashion. But in the mean time the

food continues to come in as it always comes in, unless we find

something in particular wrong with specific shipment of food.

Unless and until FDA decides that the system for food in another

country to level the protection required in the US. Again

(not audible)

A.. (Linda Horton) No, only that I think the issue is (not audible)

the good agricultural practice factor on certain

kinds of produce on high risk than others. We are focusing on

the high risk situation for others and think (not audible)

The science issues will also be (not audible)

?’? Al Yamada, Fresh Produce Associates:



You keep talking about the level of protection, but you haven’t

really describe the level of protection. Except to say that this

is guidance and the GAPs and GMPs. The problem those are

volunteer guidance , so what happens in an international

conference -- international trade -- helping to do something that’s

volunteer. So eventually going to have to turn those into

regulations so that we WTO .

A. (Bob Lake) Let me respond in part that, my colleagues may

want to answer that. Let me start with the same point which I

think is important -- although all the fruits and vegetable initiative

and it’sprovisions were spoken on at the same time. I think it is

best to look at them differently. Let me elaborate a little more

on that and perhaps better answer your question. The legislation

relates to requirements and level of protection. The requirements

are spelled out in the regulations. Now the level of protection does

encompass I think a broader notion which I think really is not a

. Different foods safe . That’s what the

legislation is about, Now let’sgo over and talk about the hit and

vegetable initiative. Right now what we are envision not only

because of the fact that we are still developing the science. That

quite frankly we don’t have a experience in implementing any kind

of system involving good agricultural practices and we would like



very to have that experience as well as your scientific knowledge.

So what we really envisioning there -- both for domestic

producers and foreign producers -- is guidance that we believe

we hope will be basically common sense guidance. And at the

end of the day it will result in improved safety both domestic and

imported fresh fruits and vegetables. I think it’sbest to keep those

-- legislate these and the good guidance for hits and vegetables

it’sdiflerent things Now to answer the questions about whether

we might ultimately issue regulations and that is certainly a

possibility down the road. As we gain experience and we get

more scientific knc)wledge and are better able to decide with a

scientific basis what really should be going on, then there is

certainly the possibility of regulations down the road. But it

seems to me that is quite sometime away if it happens and let

me also emphasize that no decision has been made at this point

to move the regulation. What we’re struggling with now is

developing the guidance. It is our belie~ that structure the

guidance in some way that it will be usable by both domestic

and foreign producers and that it will be used and that will result

in improved safety of fruits and vegetables for US consumers

and hopefidly, as incidental factor, maybe others consumers as

well.



Tom Gardine:

Just to point out and concur what Robert has just said. This is a question

that comes up at the domestic grassroots meetings that we’ve been having

also. How wili this play with imports, but more domestic growers are

looking at it fi-oma slightly different angle than here. We point out, under

unequivocally that with this guidance for domestic industry, is guidance

for our foreign growers, and that more than likely if we do work with

foreign government to assistance and evaluate their industry, we may use

this guidance document as something to help us in that evaluation to

determine if technical assistance and some sort outreach effort is necessary

to foreign growers. But this document is not a regulation. It is not a Law.

It will not be the standards implied in terms of legislation.

Q. (Linda Horton) And by this document, you mean the

good agricultural practice?

A. (Tom Gardine) Exactly.

Q (Cathy Carnevale) I think that was a good answer. If you have

requirements in the Law (not audible)

Natalie Landreth born Manate, Phelps & Phillips:

what are the standards which you refer?

A. (Bob Lake) The standards would be various provisions of

Food, Drug and Cosmetic Act and the implementing regulations.

The ones that already exist and in fact are being applied. Clearly



the domestic and to the extent it can apply food import as well.

A. (Linda Horton) We were just looking to see where standards

are actually mentioned, and 1 don’t believe that the legislation

calls for the --

A. (Bob Lake) I just think it is just requirements.

Natalie Landreth, Manate, Phelps & Phillips:

The Law already sets the requirements and standards. Why then do

(not audible)

A. (Bob Lake) That’s a good point. The question is -- A number

of requirements in the statute and regulations, what is the need of

guidance are on GAP and the answer to that is just kind factual

one. The fact of the matter we don’t have regulations today on

good guidance practice type thing. Nor are we prepared to

write regulations at least at this time. And so, when we don’t

have a requirement but think something more should be done

then response is to try to develop some guidance that we

believe will be helpful to producing a safe product.

Marsha Echoles, National Association fclrthe Speciality Foods Trade:

You have in the bill two things. One, issue of whether food is safe or

whether there’s a risk? And then there’s, how you respond to that risk?

(not audible) in terms of response, not the determination of

whether there’s a risk. And the response is already in the statute. The
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requirement is already in the statute. I don’t understand what you adding

with the reference to the level of protection because our Law says the level

of protection 9

A. (Linda Horton) Marsha’s question is, what does the bill add

to the existing Law:? The Law already says has

to be adulteration. (Not audible)

What this bill does is concept that already are

(not audible)

It is true that you cannot market food in the US

ifit’s adulterated. It also says that it cannot be shipped domestic

commerce or imported into the US if the food is produced under

conditions What this bill adds is a notion that we

should look at, the system of the country that is offering food to

the US to see whether the requirements are met or as stated in the

SPS Agreement, or will protect us . And SO I think

it’sadding the concept. I think it’svery true that the

(not audible --- several persons coughing during

this response made it difficult to hear the panel

member)

new concepts that are consistent with the international principles

that are apparent in the SPS Agreement and the WTO generally.

I think that’s -- really if anything probably giving people more



and how to reach the goal. Going back to the question fi-omthe

woman in the back of the room about why .Ithink

it has not been enough to have the Law

because doesn’t give enough information to producers on how

avoid food safety problems. I think what we are trying to get and

Terry has to look at the legislation under one hand, the present law

and new law, and good agricuhural practice --- together they

will clear picture of what is presently needed to have

(unknown gentleman from the Columbian Embassy:

Are you going to assess countries or assessing like sectors within

produce industry?

A. (Catherine Carneval) /m excellent question. And the question

was, are we going to be assessing or are we going to be assessing

sectors? At this point in time, I’m not sure if we know exactly

what we are going to assess or even if we are going have the

need for and be able to conduct assessments. I think that is

what we are looking for from you as fiwas input on how we

might implement this. What we are dealing with today, and

what this panel is about, is looking at the legislation that we

we and expressing what our intentions are with regard

to that legislation. Recognizing that legislation talks about

an plan. And I know that most of the sessions have been



related to how they may implement this and we are considering

this implementation right now. But I will mention that and Linda

reminded me that we have a regulation on seafood that

is going into effect on December 18th. We are in the process

right now of looking at for seafood. And we are going

evaluation on countries but just for seafood. And

we are looking at the evaluations more or less in terms (not

audible) guidance.

Peggy Rochette, National Food Processors Association:

You have gathered which is typicalJy for the record of your (not audible)

Would that give you enough Mormation to or resources, could you use

that as a source for you to say that we need to look at another

countries?

A. (Catherine Carnewde) I think Tom Gardine probably can give

a very specific response. Our input has been, let’sput it this way,

we do not have the resources to do the level of import

management that we would like. We’re doing probably and

if you’re looking at pesticides, then you looking

at microbial pathogens. But if you’re looking at any other specific

We are probably looking at ,sometimes less

sometimes more around two million entries per year. So for us to

do adequate monitoring of food, it’s simply not a problem. Now
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how does that relate to your question about the data base? I’m

not sure that we really have statical to give you

a good however, we do use the data and we do analyze

the data to look and see areas (not audible)

So we do utilize our data the best that we can. But how we would

utilize the I don’t know. Certainly it would be

(not audible)

A. (Tom Gardine) Yes we do use research data to focus our hmited

resource for border sampling. But I think what were at in terms of

the President’s initiative, and what we have to remember is we are

dealing with emerging pathogens that frequently we don’t have

methodology or only have only poor methodology to test Ilesh

produce, So therefore, border examinations is frequently a least

appealing option to us because it is least effective. Methodology

may not be there or if it is there is a What we are

trying to do with the guidance document is develop procedures

that will minimize the risks of any microbial pathogens being

on produce. That is why we are trying and have not yet developed

a mechanism for outreach and evaluation in foreign countries. That

deals with produce. In terms of other problems, low acid canned

foods, of pesticides that is a prim example, we have and do use our

border sampling one year to focus on resources in the following

year, because it helps identi~ where the problems are.
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A. (Catherine Carnevale) That’s right, and Tom is basically

saying in answering that question, the reason why the world is

moving in the direction it is moving is for prevention.

(not audible Department of Agriculture of Mexico:

What about produce say that are not produced in the United States, but

are produce in other countries and how would guidelines relate to that?

A. (Tom Gardine) The guidelines that are being developed ---

could I defer that question until the afiernoon when we are

talking about the guidelines and will see, I think that’s intended

to be very broad in scope and should have some universal

applicability to most produce production.

Bill IIewitt, Canadian Embassy:

You mention the bill requests also that the (not audible -- coughing in

audience caused difficulty in hearing what was being said) a little bit

about what the other issues address there products for

example you had in mind or have had in mind when developing the

legislation on fresh produce.

A. (Bob Lake) I thii the answer to that is there is nothing in

particular in mind. The legislation will be generic for any final

Suzanne Bent, the Royal Netherlands Embassy:
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A.

(Attendee was at the fm back of the auditorium and her question

could not be picked up by the recorder.)

A. (Linda Horton) Question is: Whether we would consider

the concept of regionalization? And this is a concept that is

more currently discussed in animal health circles, in-house

health circle?

Regional~ation is a concept that is again

in the Trade Agreement and it is onc that we have recently

implemented again plant and animal health areas in the United

States. It is not one that we are contemplating for the type issues

that we deal with ibr food safety or human health, I guess, in the

United States. It’s not one that we have really contemplated at

all. If you can again see an avenue for utilizing that kind concept,

we would be interested in hearing it. But it’snot one that we have

considered.

Kathleen Milet, Montgomery County, Maryland Public Health:

For comment. we have had great success with what we’ve termed,

certification of food handlers. You might want to consider long-term

It’s not certification of processes, it’s certification of people, that is

having them go through a formal education test to become

raise them up to a level of knowledge so they can properly

handle their food products.
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A. (Bob Lake) Thank you for your suggestion.

LUNCH BREAK



Catherine Carnevale, VMD, Director of Office of Constituent Operations, Center
for Food Safety and Applied Nutrition at the
Food and Drug Administration

Good atlernoon. I am Cathy Camevale and I am the Director of the Office of

Constituent Operations, Food and Drug Administration Center for Food Safety and

Applied Nutrition. And I welcome all of you who came back afler lunch. I know that

we gave you a little bit.shortened period oftime for lunch.

This morning I think we had an extremely interesting session. And this afternoon

promises to be every bit as interesting. I want to emphasize as USDA and FDA did this

morning when they opened up the session that this meeting which is one of seven meeting

that are going on around the country to discuss his fresh produce food safety initiative

is intended to present our thinking thus far on what is really a workable process and

solicitate your participation in this process so that good agricultural practices and

eventually our good manufacturing practices, and this overall program can be as

realistic, workable and as valuable. This aflemoon we have Marry Ann Keeffe who

is the Deputy Administrator of the International cooperation and Development in the

Foreign Agricultural Service at USDA hereto talk about Foreign Agricultural Services

Role in technical Assistance and Education.

Mary Ann Keeffc:

Thank you very much, Catherine. And thank you all very much. I’mpleased to

be with you this afiemoon. This is actually my maiden voyage, if you will, in my current



position inthe Foreign Agricultural Service where Ihavebeen now forallofthree weeks.

However, I am not here for agriculture, I’ve been in the Deputy Under Secretary in Food

and Nutrition area for the past several years and had worked in the Food and Nutrition

Agency well before that. I am very excited about the new role that I have taken on and

obviously part of my former life I am hoping is going to be a benefit in my current role.

As President Clinton said in his October 2nd Memorandum to the Secretaries of

Agriculture and of Health and Human Services, “American consumers today enjoy the

safest food supply in the world”. The President and and indeed all members of his

Administration take great pride in this record.

The Department of Agriculture and the Food and Drug Administration have been

partners and will remain so in assuring the continued safety of our food. Success in this

objective requires our continued good working relationship. And I have to say that I

have first hand experience with this. Indeed I the occasion to work. very closely with

FDA over a situation last Spring that involved frozen strawberries in school lunch. And

although we were dealing with a crises situation we were able not only work through that

but work through the larger picture that effected that whole situation. We worked very

hard in it. We had daily phone conversations and CDC was also an important part of that.

It was very positive working relationship.

Since October 2nd. when the President announced his new initiative to enhance the

~fety of imported fresh produce, USDA, in cooperation with FDA, has organized several

briefing to address our trading partners’ concerns about this initiative and ensure them

that they will have input into the development of the new US regulation. The Foreign



Agricultural Service in cooperation with FSIS. which is the Food Safety Inspection

Senice and FDA held a briefing for all foreign attaches on the Food Safety Initiative on

October 16th here in Washington, DC. \Tery quickly after that announcement on the 2nd.

In addition, as has been referenced this morning, you know about the grassroots meetings

that are being conducted around the countg.

We are working to provide guidance on good agricultural and manufacturing

practices for both domestic and imported produce. We have been making every effort to

keep our trading partners informed and see their comments as we develop this guidance.

We believe that all food safety regulations, including those being developed for

fluits and vegetables, should be based on scientific principles, and will be consistent with

our international obligations under the World Trade Organization and the North American

Free Trade Agreement.

We in the Foreign Agricultural Service play an important role in promoting world

food security by helping supply the world with safe, nutritious food products. We do thk

in two ways: First, by helping US fmers export their food; and secondly, by cooperating

with foreign fi-irrners,food businesses and governments to improve global food

production, processing and distribution.

Since the mid-1980s, the Foreign Agricultural Service has worked closely with the

produce industries in the US and Latin America and the Caribbean to promote concepts of

quality grades and standards, post harvest treatment, improved packaging and distribution

for traded fresh fruits and vegetables. This experience will be invaluable in our fiture

working with those industries on safety issues.



—

The Foreign Agricultural Service has a number of ongoing activities to address

international aspects of overall food safety and food quality. These initiatives help to

ensure that imported products are safe for US consumers, that our international trading

partners understand the United States’ regulatory and policy fi-amework relating to

food safety, and that US scientists and technical experts gain access to the most current

technologies being developed internationally. Some of these initiatives are funded with

USDA appropriations. Others are finded with agreements with other US agencies

such m the Agency for Internatio~l Development (ATD)and the State Department or

with international organizations such as the UN Food and Agriculture Organization

(FAO).

The Foreign Agricultural Service is implementing international food safety related

programs under four general areas of cooperation: The first is, training and technical

assistance; secondly, data management; third, international cooperative research: and

fourth, cooperation with international organizations. I would like to look at each of

these areas and give you some examples of the kind of initiatives that have been

undertaken.

The first is Training and Technical Assistance.

The Cochran Fellowship Program which is fimded by IJSDA appropriations, provides

short term training in the United States for international agriculturalists. Over the past

three years, the Cochran Fellowship Program has provided food safety and sanitary and

phylosanitary (SPS) training to over 120 international participants from 35 countries.

These training programs have helped other USDA agencies (such as APJIS, FSIS, GIPSA



Grain Inspection AMS which is our Agricultural Management Service) educate their

international counterparts on the US food safety system. The Cochran Program has also

provided training for international food safety journalism teams who return to publish

articles in their local media explaining food safety concerns and issues. The Cochran

Fellowship Program intends to fund approximately fiily food safety training participants

over the next two fiscal years.

The Technical Issues Resolution Fund, which is fimded by Foreign Agricultural

Services Emerging Markets Office, competitively funds activities which support the

resolution of technical barriers to trade. These activities may focus on short te~ high

priority barriers to trade, or longer term, more strategic efforts of training and technical

assistance. Foreign Agricultural Service and the Food Safety Inspection Service are

currently collaborating to develop a Technical Issue Resolution Fund (TIRF) proposal

to provide regional IIACCP training to Central European participants in the Spring of

1998.

In the area of Technical Assistance, the Foreign Agricultural Service has

implemented and designed a number of fbod safety related efforts.

In 1996 a team of three USDA scientists from the Agricultural Marketing Service

conducted a two-week training program on microbiological and chemical procedures

used in the food industries to prevent the spread of foodborne illness and to acquaint them

with US laboratory standards. Thirty health and food safety technicians from El Salvador,

Guatemala and Honduras attended this course which was held in Honduras. This was

fimded by the Foreign Agricultural Service Emerging Markets Office which also fimded

a Ru
. .,wjm F’ood Safetv Irutl ati~’e, which has provided policy guidance and technical.. . .
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training to Russian officials responsible for food safety and regulatory reform. An

example of technical assistance fimded outside of the Foreign Agricultural Service is the

IrrziomYsf’1 Food C’od~7-M&ial&.Financed by AID, the Foreign Agricultural Service

heads a rnuhi-agency effort to provide assistance to the GOVt3’IUllHlt of Indonesia in

drafting its Food Code and reviewing re~ated legislation.

The second are of cooperation I mentioned was Data MLur~genxmt.

Foreign Agricultw-al Sin-vice is working cooperatively with APHIS to develop a

datakx to track international visitors. who are interested in sanitary and phytosanitary

issues (SPS), including fxxl safety. Currently. a series of SPS training modules are being

developed by APHIS iind Foreign Agricuhum] Ser\-ice staff for us~ with intematiom.d

\isitors and for distance learning. Additional]j. Foreign .Agricult arid Scr\ice has received

funds fiwn MD to pro~ide information and materials M US overseas staff and

internatiomd colleagues who me interested in LJS agriculture, including fbocl safety ami

kxxi quality.

The third area is International Cooperati\;e Research.

Foreign Agricultural Ser\7ice administers numerous cooperative research programs

in the area of food safety utihzat ing appropriate fimdin.g. foreign currency and finds

provided by the State Department. These research projects are being carried out in over

twenty countries world~~ide. For example, US scientists are Ivorking with scientists from

Jap~] to develop low cost indicators of viral and protozoan parasites on food: with

scienl.ists from Indonesia to improve commercial fermentation processes %vithscientists



from Mexico to detect clostridium contamination in food with scientists from 1’olaild to

monitor antibiotic residues in food and with scientis[ from Hungary to wtemi k shelf life

of fksh fbods. llSDA appropriations ]WY fLuxk~iapproximately $125,000 in fho~i

wfety and nutritional research over the past three years. while Statt: Department fhnding

has suppork~i an additional $285.000 in related research during the same period of time.

The last general ama I mentioned was, Cooperation with International

~rgan jz~tjells

Foreign Agricultural Service is facilitatiJlg hammnizat ion of saJlitiary aJxi

ph}losanitaJ~- standards bj- w-orking with oflicial Jnultilateral staJldards sett iJlg bodies. such

as the Codex .4iimen~ariws and the international Plan Protection Ccln\’ention of 1;.40. ‘I-k

{.!SAssociate professional (jflker (APO) program is JllaJlaged hy the ];oreigJl Agricultural

Service. ForeigJl Agricultural %rvice is curreJ~tl]-hiring aJl ,4P] 11Sfbnded .APCJto serve

in the international Plant Protection Convention Secretariat at UN’F.ACJ.

We i-i]li.>~~that USDA and FDA alone will not be able to do k job or e~iucatin~

and training the world’s produce industr-ies about improved fimi siifet> practices. M“r

mList also seek coopwition from nmltilatcral technical food orgfinizdtions such as the

United NTationsFAL3, and the Inter-American Institute for Coopertition on Agricuhure

(ITCA). These are appropriate whiuies k slmring the technical and managerial

knowledge necessary to produce the safe, high quality products tht: world’s consumer-s

deserve. I am pkmning on attending the meetings in mid Januarj in Costa Rica. at

HCA to discuss areas of G3wisafety cooperati~e pr(>jects ~vith them W that lime.



1.~SD.Ais committed to the continued expansion of world trade in fbod products

and freer markets. If me all exploit our conlparati~e economic advantages. the w%ok

world befits. including consumers the ~wrld over ~iho all want safe fbods.

i hope that these examples provide you with the flavor of the ~~ide rarige of

activities w-hich m-ehave unde[lake on international food safety issues. Foreign

,4~ric1~ltural~e~ice has many years ~f e~perie]lce iIl working ~vith peopk? to help them

solve problems. And \ve believe that through continuing cooperative, educational and

technical i~iitiati~-esw-ew-illsol~-e fired safetj- problems and prwick a win-win situation

for us al

Q. (technical assistance

A. VY”ell]-OUknow the wa~-these programs thrilugh n]>-area operate are several

fold. We are foilunate that we hare I:arious sourcds of fimding for the types

of projects. Unlike a lot of palls of government that is alw-a~-sat the w-him of

appropriate ions. if you w-ill:and has to budget accordingly-. we are ahk to take

projects to AID or to ot}xr pa]ls of the State DepaJWnent or some of the

international] organizations. And w-eseek finding in that waj-. !%metimes it

is jointlj- clone where you have several sources of funding coming in for projects.

Smmetimes it’sjust from one pa[lictdar stream or the other. but 1 think ~’~e’re



somei~hat Lmiqw inthal w do ha}e a~ariety ofare:isthat \ve will go 10. So

WYm-ecw-tainlj lmping. 1 think that it’s fair to say this is an area that ~w tire

M goinghe looking fhrexpansicm. ~tlli]~k th:ito]l thepa~~~]fit. The>-are

certainly kmkingwith wtriectinterwl with in[erest i]l~]u~-l[}okillg fork~ardto

these things. So from a budget standpoint we’re rather hopeful that thel-e

wi]l be :Kkfitiona] fLulds fi-om a Yariet> of so Lmxs.

Q (~grjculturc Depallment of Nlexim) 1lave you designed at this moment o

new program to pro~ide techniwd assistance for foreign countries for fruits and

vegetahk. (liOt audible)

A. M“el]gmeralij- a request n-odd come into us through a vm-ittj- of ~ehicles to

jwo~-idethis. Because w-eu-ork verj- close]]- w-ith so manj- of the internat iomd

orgmimtiom: a lot of times w-e recei~e fhm them the wwrd that a pa~licular

project has been requested or is necmxg- to look into. Obl-iousl:- v-e don?

go around and YOUknow- it w-ould come through a cooperative

rekitkinship. a request to us or if It-e determine that w-as a pmlicukr need

M-cw-ould certainl) request or put forward that perhaps they would like a

exchange program of some kind. “I”hroughthe Coclvm Program wiich is

a ~-eq-well received. well thou@ ofprogrm.. People com from foreign

countries here to. it’s a vr~ sflort term kind of a thin:. It’s usual lj- a matter

ofjust smwal M-WIG. But they would perhaps to a food indust~~-here in

this countrj- or obsel~e a pmticulur problem. ,4nd that they \vorii here and

see w-lnt was being done here d then go back and in]plement. That’s s



—-—

“I-hd J’(7U d I“H7, Yel~- IllUCh.

C~itherirw C’wnwde: Thank you Mary Ann, that was \ery interesting. This morning

Toni Gardinfi ga~e us an overviw of the prmh.w food safet> initiative. And

this afternoon he is g(?ing tu gu inio some details in re;im~ing the ~~ox-king grounds

IIM1~~hat \ve are calling the GLtide to Minimize Micxobia! Food %fetj Hazards fin-

Fresh FrL~itsand ~~egetabks. And ~ gLIess yt?Ll are gt?ing to stand Liphere.

“]-emGarcline:

M“ellIxI1o again and good dkwmn. 1.et us !wgin !>j reminding N of)wu w-h}-

w-e w here. “1’k purpose of the gt-aswmts meetings, of this gmssnmts meeting

is to get mnmmts. opiiliom. sug[:estions. criticism: rage. outrage concmillg

the guidmm m-c are trying to ckxelop. M“erea!ize that man>-of you would

probabll- not have had 3 great of time to look at the document in de]3th. %3

we hm-e designed WIcqqwoxinmte hour presentation to go over some of the

highlights of the good agricultural practice guidance document.



13efi7J’el~e fruits wi vegetables I wanted to talk about why.

I mentioned this morning that there hme been a number of recent outbreaks

of food illness associzte w-ith either fksh produce or ~yhere ever the conttmlin-

ation got into the processed produce. I w-ant to stress as 1 did this morning

the nature of some of the microbiological contaminantions we’le been seeing.

‘i”kx arc. the (..’nitedSt&tes fit least. (not audible)
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