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October 2, 1997 

PRESS BRIEFING BY MIKE MCCURRY 

THE WHITE HOUSE 

Office of the Press Secretary 

For Immediate Release October 2, 1997 

1:20 P.M. EDT 

PRESS BRIEFING BY 
MIKE MCCURRY 

The Briefing Room 

MR. MCCURRY: Did you guys get enough stuff from 
Secretary Shalala and company down below? 

Q No -- more questions on that. The GAO and the FDA 
were urging this step a few years ago. Why has it taken so long? 

MR. MCCURRY: Well, both Dr. Kessler -- and I'm not as 
familiar with GAO. I do know that Dr. Kessler recommended a 
comprehensive approach to improving food health and safety 
inspections, I believe in 1993. And the President took that on board 
and began working a lot of different pieces that you've seen over the 
last four years. I think they concentrated initially on the seafood 
regs, but they've implemented various parts of that. It was a 
comprehensive strategy. This was one element of it. But there were 
other things that the government chose to address first and foremost 
with a somewhat greater sense of urgency. But over time I think 
we've worked towards reviewing and implementing those parts of those 
recommendations that made sense and passed muster as we went through 
the regulatory review process. 

Q So why now, why is the moment ripened? 

Q Ripened? (Laughter.) 

MR. MCCURRY: Ripened? 

Q On the vine. 

MR. MCCURRY: There have been some incidents that have 
required attention from public health officials. I think there has 
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required attention from public health officials. I think there has 
been more attention paid by the press -- I credit The New York Times 
with having made inquiries that brought some of these matters to 
light. And I think that it was really a number of these recent 
incidents that the President referred to today that I think 
concentrated attention. 

Q Mike, is there any concern that our trading 
partners might find these too intrusive and might issue some 
reciprocal regulation? 

MR. MCCURRY: Well, we would not -- reciprocal measures 
would only be implemented by countries that have quality health and 
safety standards that approximate or exceed ours. And I don't think 
we would be able to fault countries that did hold us to a standard 
that they were setting and using in their own domestic distribution 
networks. But at the same time, we have international obligations, 
and we do respect international law when it comes to trade and 
commerce, and we would act fully consistent with our international 
obligations. 

Q Do you know how large this international 
inspection force would be -- how many inspectors there would be 
going around to different countries? 

MR. MCCURRY: That is the sort of thing -- if I 
understand Joe correctly -- the Secretary has indicated they would 
review during the 90-day period, that they'll be examining questions 
like that -- how many inspectors do you need; also issues related to 
cost, how much additional would it require to fund the kind of 
inspection program that has been discussed. 

Q Does this program envision sending American 
inspectors to every country that we import fruits and vegetables 
from? 

MR. MCCURRY: I'm not sure if it would be every country 
because, if I'm not mistaken, with meat and poultry, I think they do 
spot checks, right now -- if I'm not mistaken. But they would have 
to design that program in order to meet the stipulations that the 
President made today in the directive. 

Q So you're just not certain, is that it? 

MR. MCCURRY: Not certain what would be required to 
fully implement. That's one of the things, I think, the President 
instructed the Secretary to look at today. 

Q Mike, some consumer groups are concerned about he 
voluntary nature of the guidelines that HHS and USDA have been 
instructed to draft? 

MR. MCCURRY: Well, the President's view is that by 
working cooperatively with the industry, with growers, with 
manufacturers, and looking at the processes, and using -- coming up 
with the guidance rather than firm regulation on how the best 
practices can be implemented, that we're likely to get a better 
result because we've got people working together to implement the 
kind of standards we're talking about. People can share information. 
It's not as much a hostile or threatening environment. 

At the same time, we'd be making it abundantly 
clear what FDA would be looking at and looking for when they enforce 
the directive that the President has put forward and when they 
enforce regulations. I think it also creates a better environment 
for compliance in the long run. 
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for compliance in the long run. 

Q Why was there the feeling that you needed this 
authority to ban imports? Have other countries not been sufficiently 
cooperative and there hasn't been a stick to use against them? 

MR. MCCURRY: Well, we don't have, with respect to 
fruits and vegetables, the same tools that are available for meat and 
poultry. That's one fact. The other is that there has been a 
dramatic increase in imports because of -- frankly, in some cases, 
just because of the change in dietary habits of Americans. 
Thankfully, I think we're consuming more fruits and vegetables on 
recommendations from doctors, and so the overall demand for fruits 
and vegetables has increases. And of course, also the marketing of 
those products, because it's not as dependent now on ~easonal 
variations as before. Americans now want access to fruits and 
vegetables year-round, despite whatever season it is. So there is 
proportionally more imports coming in. 

Q When do you the legislation is going to be ready 
and what's the sentiment on Capitol Hill? Have you guys gauged that? 

MR. MCCURRY: Well, there are a number of members of 
Congress who have been -- who have introduced measures of their own 
and who have been advocating faster action on legislation. I did not 
hear from anyone today when we think we might have a draft 
legislative proposal, but, presumably, they're preparing it for 
introduction next year, I would imagine -- not this year. 

Q How can you avoid the implication -- or do you want 
to avoid the implication -- that if it's foreign it's more likely to 
be tainted? 

MR. MCCURRY: Well, I wouldn't say that. I'd put it a 
little bit different. We have one of the best food safety and health 
systems in the world, so we have very high standards. And what we 
have found or what we suspect is that in some cases other countries 
may not have the same high quality standards that we have. And so we 
need to act in order to protect the American people and to encourage 
other countries to think about the quality standards that we're 
insisting upon for the American consumer and see if there's not a way 
to work cooperatively with other countries and raise those standards. 

Q Is it nailed down scientifically that many of the 
outbreaks -- most of the outbreaks of various diseases that are 
food-borne in the last few years are traceable to foreign, as opposed 
to domestic product? 

MR. MCCURRY: I was looking because they had some data, 
too, that there have been, obviously, some incidents in which there 
have been increases. There was a number in here, the 2 percent, 5 
percent increase. 

Q So it's not that there's 

MR. MCCURRY: John, I'll have to bump you back over to 
HHS, but I had seen somewhere in the stuff we had earlier on this 
some data about the -- there has been a measurable increase in some 
reported illnesses that tracks with the increase in imports that 
we've seen over the last decade. Essentially, that was the value of 
the data. 

Q But my point is, really, it's less that there's a 
certain sense that, my God, this has been a definitive source that 
has to be blocked, then what you're saying is, we have domestic 
standards, let's make them international standards? 
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MR. MCCURRY: That's correct. It's not that we have 
suddenly found fault with the quality standards that exist elsewhere. 
It's just that we have determined that in order to bring -- to meet 
sufficiently our standard, we need to have these additional 
protective tools available. 

Q Mike, it seems to me these countries would be the 
first ones to want to have the high standards so that their products 
will be sold. Remember the grape scare a few years ago -- in Chile 
that's one of the main exporters -- now the Guatemala raspberry 
thing. So what can be done instead of hitting them over the head 
quickly? What can be done to kind of work as a team? Because 
they're interested in exporting. 

MR. MCCURRY: We have -- through all the different kind 
of bilateral discussions we had with countries that we trade with, 
when it comes to fruit and vegetables -- in fact, all agricultural 
products -- we do compare information on consumer demand, on the 
regulatory environments that exist, and there will be an active 
effort through our diplomacy to help educate other countries as to 
the quality standards that American consumers are insisting upon. 
And I think you're right, I think there would be a strong economic 
interest on the part of countries that rely on export of those kinds 
of products to meet those standards. They'll want to do so by force 
of market. 

Q How do you -- with certain countries that are just 
developing, how do you approach them on this whole issue without 
insulting them? 

MR. MCCURRY: You do so diplomatically. (Laughter.) We 
have conversations all the time among experts at the Agriculture 
Department, at the Commerce Department. I even recall the State 
Department's Bureau of Economic Affairs gets into these discussions 
from time to time, and we do try to raise it in a sensitive manner. 
But, remember, they have equally strong economic interest in 
marketing and selling in the United States, and they will certainly 
be aware of the fact that the President is insisting upon, and the 
American consumer is insisting upon, high standards. 

Q Do you have a sense of how many countries' products 
or how many products will be excluded based on current standards, 
based on this --

MR. MCCURRY: I'm sorry. I didn't see anything on that. 
You might want to try -- see if Ed has got anything that they've 
looked at. 

? Is the answer none, or that you're not sure? 

MR. MCCURRY: I'm not aware of any. But I think that's 
one of the things they would do in developing and implementing this 
regulation is to look and see what practices are that are of concern. 
One of -- of course, we have taken on the obligation of improving 
practices in our own domestic industry, too. So as they identify the 
right ways of doing that and work with growers and the manufacturers 
on how to improve those standards, what they discover and learn about 
processing here in the United States might be relevant in examining 
what's going on in other countries, too. 

Q How does the President fit this into his -- sort of 
philosophically, into his overall trade strategy? Do you see this as 
calming public fears about -- as we become more global, as markets 
become more global --
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MR. MCCURRY: I want to stress, the President does not 
see this as a trade issue. This is a public health issue. He has an 
obligation to protect the health and safety of the American people. 
At the same time, we have to do that in a way that's consistent with 
the obligations we have as an international trading partner with so 
many countries that do export, and we will live up to those 
obligations as well. 

Q Mike, on another subject -- some of the Race 
Advisory Board panel members are saying that they don't find surprise 
that there's word that President Clinton possibly be taking more of a 
hands-on approach with the Race Advisory Board, and even possibly 
taking over. Is that true? 

MR. MCCURRY: Well, I don't know that it's -- maybe 
adjust the question a little bit. The President has always, as he 
said from the outset when he created this board, seen this as 
something that would work closely with him and advise him. The whole 
reason we did not establish any separate, independent commission was 
that the President wanted this board to be a creature of the White 
House and a creature of the President personally, because he's going 
to rely upon the board as he conducts the initiative and then 
presents the final report of the initiative next year. So he's 
always intended to have a hands-on role. 

I think now that there's been kind of a set-up period 
here as the board got organized, structured the work they're going to 
do, and as the President made clear the other day, he now wants to 
begin using the resources available on the board, particularly the 
expertise of the board members, to begin shaping and directing the 
initiative a little more aggressively. 

Q But is he upset with the speed that the board has 
implemented things or not implemented things? 

MR. MCCURRY: I wouldn't say upset. I think that he 
wants -- this is a matter of very high priority to him and he wanted 
to be very clear in giving directions to the board that would help 
them shape the work that they're going to do in the coming months. 

Q What specifically is different? 

MR. MCCURRY: I don't know that anything is specifically 
different. I mean, they're moving into a new phase of the work of 
this board now. They've figured out what it is they want to try to 
tackled to do and now they've got to get down to the work of going 
out and doing it and shaping the results that will come from the 
initiative itself. 

Q But the way it looks, it looks like this year -- I 
mean, already three months have been wasted pretty much on just --not 
wasted, but getting the staff together and then just talking --

MR. MCCURRY: Right, three months -- one of which was 
August -- it was spent getting organized, getting ready to begin 
doing the work that lies ahead. And I think that's an appropriate 
amount of time to pull together, figure out the work that they want 
to map out to do, and then to begin to do that work. And we clearly 
are now entering into an accelerated phase of the work of the board 
and the initiative itself with the things that the President has laid 
out on the calendar. 

Q When he had the conference on corporate 
responsibility he brought in employers that had successful programs 
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October 2, 1997 

REMARKS BY THE PRESIDENT ON FOOD SAFETY REGULATIONS 

THE WHITE HOUSE 

Off ice of the Press Secretary 

For Immediate Release 

10:59 A.M. EDT 

REMARKS BY THE PRESIDENT 
ON FOOD SAFETY REGULATIONS 

The Rose Garden 

October 2, 1997 

THE PRESIDENT: Thank you, Mr. Vice President, Secretary 
Shalala, Deputy Secretary Rominger, Cathie Woteki, Dr. Friedman, all 
the representatives of the groups that have helped us come to this 
day. 

Our government made a fundamental promise to the 
American people of a bountiful and safe food supply way back at the 
beginning of this century. It is a promise that we have had to renew 
our commitment to periodically over the years, and a promise that 
needed a lot of work when I became President. From the day I took 
office, I worked very hard to honor that commitment, to make our food 
supply -- the world's safest -- even safer. 

In 1993, the Vice President's national performance 
review recommended an overhaul of our food safety procedures so that 
we could use the best scientific technology available in inspection 
methods, to make sure that we had put in the best preventive controls 
~o keep our food supply the world's safest. 

Since then, we have taken major steps. We first put in 
place rigorous new safety standards for seafood, meat and poultry 
products, throwing out archaic and ineffective methods of inspection 
that had not been updated for nearly a century. We've required 
slaughterhouses to test for deadly E. Coli and salmonella bacteria. 
We've begun developing new safety standards for fruit and vegetable 
juices. We've strengthened our system of guaranteeing that our 
drinking water will remain safe, and improved public health 
protections for pesticide uses on food. And we brought a host of 
federal agencies together to boost food safety research, education 
and surveillance efforts around our nation. In so doing, we're using 
the world's best science to help prevent food contamination tragedies 
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before they happen, to make sure our supply of food is as safe as it 
can be. 

Today, our food supply remains the world's safest, but 
we can't rest on those accomplishments. We have to do more. At the 
time when Americans are eating more and more food from around the 
globe, we must spare no effort to ensure the safety of our food 
supply from whatever source. 

Today, I want to tell you the new steps we're taking to 
ensure that our fruits and vegetables, including those imported from 
other countries, meet the highest health and safety standards. 
First, I'm asking Congress to give the Food and Drug Administration 
the power and the obligation to ban the importation of fruits, 
vegetables and other foods from countries whose safety precautions do 
not meet American standards. This new law would be similar to a law 
that already requires the United States Department of Agriculture to 
keep meet and poultry from countries with inferior food safety 
systems out of our stores. 

In my next budget, I will provide enough funds to ensure 
that the FDA can fully implement this new legislation by dramatically 
expanding its international food inspection force. With these 

efforts, we can make sure that no fruits and vegetables cross our 
borders, enter our ports, or reach our dinner tables without meeting 
the same strict standards as those grown here in America. Our food 
safety system is the strongest in the world, and that's how it's 
going to stay. 

I'm also directing the Secretary of Health and Human 
Services and the Secretary of Agriculture to work together in close 
cooperation with the agricultural community to develop the first-ever 
specific safety standards for the growing, processing, shipping and 
selling of fruits and vegetables. These standards will address 
potential food safety problems throughout the production and 
distribution system, and they'll improve the sanitation and safety 
practices of all those seeking to sell produce in the United States 
market. 

I'm asking Secretary Shalala and Glickman to report back 
to me within 90 days with a complete schedule for developing these 
standards within a year. I'll also ask them to submit a 
comprehensive plan to improve the monitoring of food safety programs 
abroad, to help foreign countries upgrade their safety precautions 
and toughen food inspections at the border. 

Being a parent is perhaps the toughest job in the world. 
Our parents deserve the peace of mind that comes from knowing the 
food they set before their children is safe. With today's new 
actions, we can help make their jobs much easier. 

And, again, let me thank all of those who were involved 
in this effort as I sign this order. Thank you very much. 

(The order is signed.) 

THE PRESIDENT: Thanks. (Applause.) 

Q Mr. President, will you be using the line item veto 

THE PRESIDENT: Excuse me? 

Q Will you be using the line item veto on any of the 
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appropriations bills that you've just passed -- that you've just 
signed? 

THE PRESIDENT: Well, let me say, I have received only 
-- I've received one memorandum for my staff on one bill. And that 
came in late last night, so I haven't read it. But I will consider 
it -- as the bills come in, I will ask for a review of the potential 
uses by specific bill and make judgments as we go along. I have 
nothing to report at this time, because I have received only one 
memorandum and I haven't read it. 

Q What about the census, sir? Do you have any 
concerns concerning the Commerce bill and the particular ways that 
the money will be used for the census? 

THE PRESIDENT: Well, my feeling is that we ought to do 
the census as well as we can. I don't think this is a complicated 
issue. The National Science Foundation has recommended this 
statistical sampling method. The man who did President Bush's census 
says that it's the only way to get the most accurate count. I just 
want to do whatever the Census Bureau believes, the full-time 
professionals, believe is the most accurate thing to do. 

I think that's a heavy constitutional responsibility we 
have, to conduct a census that is as accurate as possible based on 
what the professionals say. This ought to be a professional, not a 
political judgment. And that's the position I will take throughout. 

Q Mr. President, did the Democratic Party send money 
to the states because of federal election law restrictions? 

Q Mr. President, there are fresh fruit and vegetables 
producers that are saying --

THE PRESIDENT: Well, wait a minute. 
them. Go ahead first. 

I'll take both of 

Q There are fresh fruit and vegetable producers that 
are saying that you're acting with this action as the world food 
police and that your actions here today are unwarranted and that's 
going to complicate the trade environment. 

THE PRESIDENT: Well, I hope it doesn't complicate the 
trade environment. But, you know, it seems to me that we have no 
higher responsibility than to protect the health and safety of our 
citizens, and everyone who has been following all of your reporting 
over the last four or five years knows that we have had continuing 
challenges in food safety. We have millions of people who get sick 
every year. And we're not trying to unfairly target foreign 
producers of food into our market; we don't ask them to meet any 
standards we don't meet. And indeed, if you look at the actions of 
this administration over the last four years, when we started, I 
think you can make a compelling case that we started working on 
things that were problems coming out of the American market first. 
So I just don't think that's right. 

I don't want it to complicate the trade environment, but 
I'm not interested in trade in things that will make the American 
people sick. 

Q Mr. President, did the Democratic National 
Committee send money to the states in order to get around the federal 
spending limits that went along with accepting federal money for the 
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national campaign, sir? 

THE PRESIDENT: It's my understanding that everything 
the Democratic National Committee did had the prior approval of the 
lawyers. If they cleared it all in advance, then it was perfectly 
legal. And when this issue was raised about a year ago, the exact 
issue, I believe that that was clarified at that time. I'm sure that 
they had legal advice that they followed, and I believe the 
Republicans said that they did some of the same things and also had 
prior legal clearance. 

Q Mr. Clinton, do you that Mrs. Reno -- she's been 
advised to go forward with the 90-day investigation into the 
fundraising calls of the Vice President -- and perhaps Mr. Gore would 
like to comment, too --

THE PRESIDENT: I think that 

Q -- do you feel that the 90-day investigation would 
be helpful? 

THE PRESIDENT: Well, if you read the statute, she can 
consider certain things in the 90-day period that are not permitted 
in the 30-day period. But I think this is a legal question and it 
should be done based on an independent legal review with no pressure 
from the outside, from me or from anyone else. And that's the way I 
intend to keep it, at least on my part. 

Thank you. 

END 11: 0 9 A. M. EDT 

To comment on thisservice:feedback@www.whitehouse.gov 
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President Wants to Tighten Rules on Imported 
Produce 

Related Article • U.S. Food-Safety System Swamped by Booming Global Imports (Sept. 29) 

Audio • President Clinton 

By JAMES BENNET 

W ASIDNGTON -- Acting after several outbreaks of disease linked to the 
burgeoning global trade in produce, President Clinton announced 

Thursday that he would ask Congress to require federal regulators to ban 
imports of fruit and vegetables from countries that do not meet American food 
safety standards. 

The move, urged by regulators since shortly after Clinton first took office and 
welcomed Thursday by industry and consumer groups, would empower the 
Food and Drug Administration to safeguard foreign fruit and vegetables in much 
the same way that other federal regulators check meat and poultry from 
overseas. 

Clinton said that he would ask for more money from Congress next year for the 
FDA to hire investigators to inspect not just produce, but also foreign farming 
methods and government safety systems. In a change that might irk some U.S. 
trading partners, countries that blocked the new FDA inspections would be 
forbidden to sell fruit and vegetables in the United States, the administration 
said. 

"At the time when Americans are eating more and more food from around the 
globe, we must spare no effort to insure the safety of our food supply from 
whatever source," Clinton said at a Rose Garden ceremony to announce his 
proposals Thursday. "Our food safety system is the strongest in the world, and 
that's how it's going to stay." 
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Imports of produce have increased sharply in recent years, to 38 percent of the 
fruit consumed by Americans and 12 percent of the vegetables. With those 
imports, however, have come recent outbreaks of diseases brought across 
borders by Guatemalan raspberries, Mexican cantaloupes and Thai coconut 
milk, causing public alarm that might make Congress sympathetic to Clinton's 
proposals. But American trading partners may eventually choose to protest any 
ban on their products to the World Trade Organization, much as the United 
States on Wednesday said it would file a complaint with that organization 
protesting Japan's stringent test for pesticides on American nectarines, cherries 
and other fruit. The United States sells twice as much food abroad as it imports. 

Donna E. Shala la, the secretary of health and human services, said that Clinton 
would ask for $24 million annually to support the FDA's new international 
inspections. Another official said that if Congress acts on Clinton's proposal, the 
FDA would phase in its system for such inspections over the next several years. 

Thursday, Clinton also directed Shalala and the secretary of agriculture, Dan 
Glickman, to develop new, voluntary standards within a year for growing, 
processing, shipping and selling fruit and vegetables. The president said he also 
expected a report from them within 90 days on how to improve the monitoring 
of fruit and vegetables grown abroad. 

Though they backed the president's proposal, consumer and industry groups 
said that they were anxious about the details in the legislation, which the 
administration plans to offer next year. 

"What the president proposed today addresses many of the gaps," said Caroline 
Smith DeWaal, director of food safety for the Center for Science in the Public 
Interest. But, she added, "I would like to have mandatory standards rather than 
voluntary guidelines" for food manufacturers and handlers. For their part, White 
House aides predicted that meeting the voluntary guidelines would become an 
eye-catching industry selling point. 

A senior White House official, who spoke on the condition of anonymity, said 
that it was hard to predict whether the president's initiative could raise prices of 
fruit and vegetables. But producers or sellers may have to pass on the costs of 
any modifications to consumers, he said. 

The main initiative announced Thursday -- requiring the FDA to bar foods 
imported from countries with substandard safety systems -- was recommended 
more than four years ago by David A Kessler, then the commissioner of food 
and drugs. Kessler warned then that the nation's food-safety laws, essentially 
unchanged since 1938, were in "urgent need" of an overhaul. 

Contaminated food, he noted, kills an estimated 9,000 Americans a year and 
sickens millions, perhaps tens of millions. It still does. The food-safety system 
was marked by "enormous inefficiencies," he warned. It still is, according to a 
federal report published in May. 

The White House has already moved to institute one of Kessler's central 
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proposals, a scientific system for controlling the risk of disease borne by 
seafood, meat and poultry. But no such system yet exists for fruit and 
vegetables, domestic or imported. 

The White House said Thursday that Clinton has been adopting Kessler's 
proposals piecemeal, addressing the most urgent needs first. Michael D. 
McCurry, the White House press secretary, said that Clinton was prompted to 
tighten monitoring of fruit and vegetables partly by several outbreaks of illness 
and reporting on the potential hazards by news organizations, including The 
New York Times. 

Clinton's move on food safety comes as he is seeking enhanced fast-track 
authority from Congress to negotiate trade deals. His opponents have charged 
that such deals lower barriers to food-borne diseases. 

Some opponents of granting the president fast-track authority -- a set of rules 
under which trade deals, once negotiated, would have to be voted on quickly 
and without amendment by Congress -- hailed Clinton's announcement 
Thursday. "I'm glad the fast-track debate has energized the president to do this," 
said Rep. Sherrod Brown, D-Ohio. Brown and 85 other members recently sent 
Clinton a letter linking food safety and trade pacts. 

The White House said Clinton did not connect food safety to promoting his 
trade goals. The senior administration official said that he expected some 
members of Congress to use the initiative as political cover for voting to give 
the president greater trade authority. 

Sen. Richard Lugar, R-Ind., who is chairman of the Agriculture Committee, will 
hold hearings on the initiative next week. 

The administration consulted with some foreign governments before Thursday's 
announcement, one administration official said, but still expects criticism from 
abroad. "There will be some negative reaction in some places, but it won't be the 
end of the world," he said. 

Some foreign representatives here worried that Clinton's proposals might be 
used to create trade barriers. The safety of imported food is "a serious issue 
coming very fast towards all of us in this new global world," said Ambassador 
John Biehl of Chile. He called the president's initiative "a good thing as long as it 
is equal for everyone" and not "used as an artificial barrier to free trade." 

Administration officials repeatedly said Thursday that there was no evidence 
that imported fruit and vegetables are less safe than American ones. But there is 
little data about the relative safety of domestic versus imported food, according 
to the Centers for Disease Control and Prevention, in Atlanta. One percent or 
less of the actual number of food-borne illnesses are reported, analyzed, 
identified and successfully traced. 

While the Department of Agriculture monitors meat and poultry, produced here 
or abroad, the FDA is charged with safeguarding all other food, including fruit, 
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vegetables, grains and seafood. But, unlike the Agriculture Department, the 
FDA can now send its investigators abroad only if they are invited, and agency 
inspections of the imports have dropped to less than half what they were five 
years ago. If Congress approves the president's proposa~ the FDA is expected 
to hire 100 more investigators, who will examine foreign farming methods and 
food safety systems. 
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Replaces questtons 3 and 7. 

The Preaident submitted a Food Safety Initiative budget to Congress for FY 98. 
The budget included in the initiative did not highlight "imports". Yet now, when 
the FY 98 budget Is flnallzed, the President is putting forth an additional initiative 
for FY IS as well aa a budget reque&t for FY 99. How does this current initiative 
relate to the FY 98 fogd Safety lnltiativa? 

This new initiative complements the Food Safety Initiative requested for FY 98. 
Included in the May 1997 report "Food Safety From Farm to Table -A National Food 
Safety lnitiative11

, presented to Vice President Gore, were activities to be accomplished 
in r:v 97. One such activity identified on page 38 of the report calls for FDA and USDA 
to immediately identify preventive measijn:ts to address public health problems, such as 
those recently associated with fruits and vegetables; for example, hepatitis A virus 
associated with frozen strawberries. 

Moreover, there have been several recent outbreaks of focdborne illness associated 
with produce. 

In 1 S97, more than 1200 cases of foodbome illness attributed to Cyclospora 
cayetanansis from imported and domestic produce were reported. 

In June and July of this year, simultaneous outbreaks of E.coli 0157:H7 
attributed to alfalfa sprouts occurred in Michigan and Virginia. Over 70 people 
were reportedly sickened with E.coli 0157'.H7 during the outbreak. On July 29, 
1997, the Centers for Disease Control and Prevention submitted a suggestion to 
the FDA's Center for Food Safety and Applied Nutrition that the Center's Food 
Ad>Jisory Committee reviw the safety of alfalfa sprouts. 

These outbreaks coupled with the outbreak of E. c;a/i 0157:H7 in hamburgers during 
the past summer, has increased public awareness and concern over the safety of fruits 
and vegetables consumed by the American Public. Some outbreaks, such as 
Cyclospora have been attributed to imported produce and ha'le created a concern on 
the part of the American Public regarding the safety of imported produce. 

Therefore, this initiative is a log1cal e:r:tension of the Administration's 1998 Food Safety 
Initiative. 

Raplac:as question number 4. 

There have been a number of f~.odborne illnesses over the past several years 
traced to frult& and vegetab•es. Why haan't FDA taken action to protect 
American• from unaafe produce? 

Ill 00 4 
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FDA has taken a number of actions. These include: 

Since 1995, when FDA established the Fresh Produce Subcommittee of the National 
Advisory Committee on Microbiological Criteria for Foods. the subcommittee has been 
defining the problem cf pathogens In fresh produce and devising appropriate preventive 
and control measures. A draft White Paper was discussed in August 1997. 

In August 1997, FDA instructed the subcommittee to prepare Good Agricultural 
Practices and Good Manufacturing Practices for tne fresh produce farming and 
processing industry. The commfttee will make recommendations and will make its 
report public ne~ year. 

USDA's Agricultural Research Service, iil cooperation with FDA. is developing a pilot 
plant to develop and test antimicrobial sanitizers (''washes") for fresh produce. 

In August 1997, FDA announced measures to reduce the risk of illness from disease 
causing microbes In unpasteurized fruit and vegetable juice. These measures included 
focd safety control programs for the industry, new labeling for products, and education 
programs for consumers and manufacturer&. FDA also asked the industry as an interirn 
measure and as a voruntary public health service to their customers, to begin 
immediate labeling of fresh apple julces and cider prcduds with a statement of risk. 

FDA has already begun an education program for fruit and vegetable juices. 
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Replacements for Questions S and 6 

Question S 

Q • Hew will the new guidan~e thllt you have asked the Secretaries to develop make our food 
safer? 

A - Under our new plan FDA will coordinate and wgrk with industry to develop basic 
guidance ott how to minimize microbial food safety risks for ftuits illld v~getables_ 
Fallowing this, FDA will coordinates 11t1.d work with industry to develop science-based, 
product .specific good a.gricultlll'al practices and good manufacturing practices_ Good 
Agricultural Pra.cticc:s involve the control of wat&r, manure application, 
worker/field/facility sanitation, and tre.nsportarion &Pd handling. Good Manufacturing 
Prac:tiCA:5 include the control of water, processing sanitation/quality, employee hygiene, 
equipmerit sanitation, and control of storage and distribution temperatures. 

Question 6 

Q- Are the steps you are taking today sufficient to :solve the problem or should we e><pect 
additional proposals in the future? 

A- We are committed to ensuring that the food we ea.tis 5ife_ This action regacding fre~h 
ti:uits and vegetables is a further step in a chain of initiatives to implement this 
Administration's food safety polic;]cs and to improve consumer ~onfidcncc in the safety of 
the na.tion's food supply. Today's directive builds on previous actions the Administration 
has taken to increase the safety of the nation's food supply. 
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Q&A for Presidential Initiative to ~ Safety of Imported Fruits and Vegetables 
October 2, 1997 

Q: What is the President proposing? 

A: The President is proposing two legislative and two executive actions that will further 
\1't"(?frN~llYn:t:re-the safety of:tiesh. fruits and vegetables especially those imported into the U.S. 

First, the legislation will authorize the FDA to halt imports of fruits, vegetables. or other /. 
food from any foreign country whose food safety systems and standards are not on par v 
with those of the U.S. Second. the President will also provide the necessary funds in his 
FY99 budget to enable FDA to expand dramatically its inte~~:1- inspec~torce..r ( ~ 
thMitcannme1e1aa1af*'sn1tt1KtAePi~ .... J """1 { c..cci;li_ >---E'l...__.L,, 1 , 

~(C..J't ~w r.........,.., ~.>~ 
.)- c:f.i11?.:.-k - c- ').\ 

Third, the President has asked the Secretaries of Health and Human Services and r~-~ ~~, ~ ~ 
Agriculture to tab additional steps to improve the safety of both imported and domestic l 

fruits and vegetables. Specifically, he lw asked the Secretaries to issue within one year 
guidance on good agricultural practices and good manufacturing practices for fruits and 
VC&tetables. By.,,evklifig we ftdRli& 11511ifie 11feb· •nndudi €er fnritt =d vc1•••·· 

-(L'..t '7 ....Jlw guidance will improve the agricultural and manufacturing practices of all those, 
foreign and domestic, seeking to sell produce in the u.s·. market. 

Finally, the President has also asked the two Secretaries for a plan on how to improve the 
use of existing and projected resources to monitor agriCultural and manufacturing 
practices abroad, assist foreign cowitries to improve those practices, and prevent the 
importation of unsafe produce, includins by detecting unsafe food at the dock or border. 
The plan is due in 90 days. 

These efforts all build on the Clinton Administration's long-term commitment to 
strengthening our food safety system. With the help of the Vice-President's National 
Performance Review, we have fundamentally improved the way we ensure the safety of 
meat, poultry, and seafood. We have also put in place important new protections against 
the risks of pesticides in our food, especially for our children. And we are hopeful 
Congress will provide the $43 million the President requested in his FY98 budget to 
improve food safety. 

Q: Why is he proposing these actions? 

A: There have been enormous changes in the produce department of the grocery store. 

CJ00/7.00 ~ 

Thirty years ·ago, most produce sections only had arowid a dozen items year round and 
that would increase to as many as SO in the sum.mer. Today, no matter where you live in 
the United States, the chances ~ there arc 400 or more items in the produce section and 
they are there all year round. Tc y,,n liflCI, Qmazazla fttst begl!it'plaa~g raspbenics 
vines.in.~ fields, tc<mµ:imiteft'Jdan 1~@?11ies asee'd:nl for iboat 30 p!fEEffL of die 

·-···-··-
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We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, end our nation's health experts tell us we will live longer, better quality lives 
as a result Our environment is also changing. We are finding "new" exotic bugs such as 
cyclospora and E. coli OJ 57:H7 on our food that once were not there. 

~-=-d•=~~:iliBSjq_mon:risk)'to _ 
cat, cC:~~ -=-=-.--:-- - . ·.:. . . .;~ amount-cf produce 

·~~~nt:;-
~ 1-!o .. -. 11epsweare~unc1ngtoday~~!l'.:uf~;_ (~D--Yt~-

Q: \Vhy has the Administration waited~ now to take these steps? 

A: We are taking these steps new because they are the natural next steps in the President's 
long-term efforts to ensure the safety ofthe nation's food supply. 

One of the first challenges we faced after taking office in t 993 was an outbreak of E. coli 
in hamburger in the northwest. We recommended replacing our old system of responding 
to problems only after they occur with a new system to prevent problems before they 
occur. That system. which we arc putting in place for meat, poultry, and seafood is 
peatly increasing our ability to make sure food is safe." 

In January, we announced several miditional steps to improve the safety of our food. The 
President asked Congress to add $43 million to our food safety budget to fund a 
nationwide early-warning system for foodbome illness, increase seafood safety 
inspections. and expand food-safety research, training, and education. We are hopeful 
Congress will provide the funds we requested and beginning next month we will be using 
that money to further reduce the incidence of foodbome illness. 

This new initiative is the natural next step. With significant measmes already taken to 
ensure the safety of meat, poultry, and seafood, we are now directing our efforts to the 
prOduce consumed by Americans. 

Q: Given the dramatic increase of food imported into the U.S., and the seemingly related 
increases in outbreaks in foodbome disease, shouldn't the Administration be taking more 
immediate steps to protect Americans from unsafe foreign food? 

· A: First, it is important to remember that the experts in food safety have not concluded that 
there is an increase in outbreak.\offoodbome illness in the U.S. that is the result of 
imported food. 

goo;coo~ :mso VCISll i:t: Tl L6/0r.160 
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Even though our food supply is among the safest in the world, each year there are still 
'millions of Americans who aet sick from the food they eat. The overwhelming majority 
of these cases ere what is known as sporadic illnesses. These illnesses are isolated cases 
and arc not caused by a single, specific contaminated food. An "outbreak" of foodbome 
disease is when many people become sick from being exposed to the same somce of 
contaminated food. · · · 

As a result of steps we have taken over the last four years, we are doing a more thorough 
job looking for outbreaks than we have ever done before. Experts we have consulted say 
that our improved surveillance is one of the primary reasons we are hearing about more 
food-related illnesses. We our catching and q,uickly responding to outbreak of 
foodbome illness that we often missed in the past. 

How will the new guidance that you have asked the Secretaries to develop make our food 
safer? 

{\v\-~Y\ A: D 

.Jo ,~t:i J/'----~!!:~:~:;::::1~=:;:::~·:c1~·ty~toWivecareftdiJ v r1i
0
JtY ~ , Under our new plan 

'-\.- ( government food safety agencies wi iewlde '8e iBftstr:y specific guidance that will 
~- alert them to the potential hazards and the hazard-reducing steps they should take,,., 

Q: 

A: 

!:00.'1>0!J~ 

P!2i I 5 s ., i'or example, FDA will issue guidance on sood agricultural practices 
to minimize the risk of microbial contamination. This guidance will address, among 
other things, standards for worker and field sanitation, irrigation, and the use of manure . 

. 
Aie the steps you are taking today sufficient to solve the problem or should we expect 
additional proposals in the future? 

We are committed to ensuring 1hat the food that we eat is as safe as possible. It is 
important to keep in mind that the steps we are talcing today are adding additional layers 
of protection to a food safety system that is already the best in the world. The steps we 
ere announcing today represen~ the best ideas of our experts in government and the 
experts outside government in both industry and public health. 

~>HSO VCJSfl I 6SO 07. L 7.07.Q, 7.t: If LS/Or./60 
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Q: Why didn't you address this problem in the President's food safety initiative announced 
in May or in the budget the President .introduced last January? 

A: The food safety initiative did identify imports as an area of concern. The additional 
measures we are putting in place build on our plan. 
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ASSURANCE OF MICROBIAL FOOD SAFETY 
FOR 

FRillTS AND VEGETABLES 

QUESTIONS & ANSWERS 

1. Why is there a concern about the safety of fruits and vegetables? 

Foodbome diseases. including outbreaks, are under·recognized and under-reported, making 
it difficult to generalize from the available databases and assess overall trends. Efforts are 
underway to improve the recognition and investigation of disease outbreaks related to food. 
However, the Center for Disease Control and Prevention's (CDC) system of surveillance for 
foodborne disease outbreaks shows that there has been a noticeable increase in reported 
foodbome disease outbreaks associated with fresh produce. 

2. Why does there appear to be an increase in the number offoodborne illness outbreaks 
attributed to fruits and vegetables? 

There are a number of possible explanations for why there maybe an increase in the number 
of reported foodbome diseases associated with fresh produce including ( l) an increase in the 
consumption of fresh produce which increases the number of exposed persons. (2) increased 
use of salad bars and more meals eaten outside the home which increases the risk of food 
handling errors, (3) increased consumer preference for 'natural' and 'organically' grown 
produce which increases the potential for the use of improperly treated manure, ( 4) increases 
in global trade which increases the potential exposure of consumers to produce handled under 
insanitary conditions that may occur in some countries, and (S) increased numbers of 
consumers at high risk for foodborne disease (e.g., the elderly, persons with compromised 
immune systems, and persons suffering from chronic diseases). 

3. What is the cause of this apparent increase? 

The investigation of fresh produce-associated outbreaks is very difficult because 
contamination generally occurs sporadically and at low levels. In addition, there is a high 
turnover of product (that is, fresh fruits and vegetables are sold and consumed within a matter 
of days) and the produce-originates from many sources, both domestic and foreign. In 
majority of the investigations, the cause of reported illnesses is not positively identified. 
There is no evidence that pathogens naturally occur on fresh produce; rather health officials 
suspect they are inadvertently added by humans during harvesting. handling. distribution, or 
preparation. Foodbome diseases associated with fresh produce often involve produce l'.hat 
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has undergone some type of processing step, including chopping, cutting or squeezing, during 
which pathogens can be introduced into the food. Holding these types of produce items at 
improper temperatures may perm.it pathogens to survive and grow. 

4. Why hti FDA chosen this time to initiate a food safety program for fruits and 
vegetabJes? 

In 1993 this Administration announced its strong commitment to enhancing food safety in the 
U.S. Important strides have been made by both FDA and USDA with the adoption of new 
regulations applying Huard Analysis and Critical Control Point (HACCP) food safety 
controls to seafood. meat and poultry. In 1997 the President announced a new Food Safety 
Initiative that will take additional steps and provide additional money to support of an 
aggressive food safety policy. In August, 1997 FDA announced an initiative to address safety 
concerns in the fresh fi'uit and vegetable juice industry. This action regarding fresh fiuits and 
vegetables is a further step in a chain of initiatives to implement this Administration's food 
safety policies and to improve consumer confidence in the safety of the nation•s food supply. 

5. What additional actions will USDA take to build upon this Pr~sidential Directive? 

Today's directive buitds on previous actjons the Administration has taken to increase the 
safety of the nation's food supply. In addition, USDA will continue to focus on a farm-to-table 
strategy to assess the risks of food contamination and to aid in the prevention offoodbome 
outbreaks for both domestica!ly-produced and imported products. 

Additional actions will build on the progress made in the I 998 Administration initiative. For 
example, our FY99 budget will continue our commitment to further expand the FoodNet 
sentinel site program, expand our educational and outreach efforts to improve awareness of 
food safety at the farm, retail or restaurant levelt and enhance research and risk assessment. 

6. How will FDA implement this new initiative to reduce the incidence of foodborne 
disease associated with fruits and vegetables? 

This initiative is a two-pronged approach. Industry and public health officials agree that good 
agricultural practices (GAP's), product and process specific Good Manufacturing Practices 
(GMP's) a.nd Hazard Analysis and Critical Control Point (HACCP ) systems offer rhe best 
strategy to improve safety. The FDA will first work with industry to develop basic guidance 
on how to minimize microbial food safety risks for fruits and vegetables. Following this, the 
agency will coordinate and work with industry to develop science based, product specific 
GAP's and GMP's. 

2 
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7. \Vhat will USDA's role be in developing and supporting the new FDA guidelines (Good 
Manufacturing Practices and Good Agricultural Practice) for frah fnait a11d 
vegetables'! 

USDA will work in partnership with FDA and the agricultural community in developing the 
guidelines. USDA h~ a wide range of scientific and agricultural expertise in agencies like the 
natural resource conservation service, the agricultural research service. and the extension 
service that will help to make the guidance as effective as possible. 

In addition 

L USDA and FDA wiU accelerate the research outline in the FY98 President's Food 
Safety Initiative, to develop new technologies to more rapidly identify and eliminate 
or reduce levels of pathogens. 

2. USDA and FDA will develop and deliver research-based educational programs to 
food producers, processors. handless. and consumers and mist in providing guidance 
and procedures to reduce or eliminate contaminants. 

3. USDA. FDA, and CDC will develop new assessment procedures for imported foods 
and provide technical assistance to existing countries where necessary to improve the 
safety of their products. 

8. What is the industry's role i11 addressing this problem? 

The fruit and vegetables industry has already developed voluntary safety guidelines for 
various types of products and segments of the industry. They have provided growers and 
processors with information and materials on foodbome outbreaks and needed sanitation 
practices to control contamination. This infonnation will greatly assist the industry in 
developing and implementing their enhanced sanitation guidelines_ These actions show that 
industry is committed to taking immediate positive steps to enhance the safety of their 
products. 

9. How will new GAP'sfGMP's help solve the problem? 

GAP's/GMP's are a scientific approach to a fresh fruit and vegetable safety program. Good 
Agriculture Practices involve the control of water, manure application, worker/field/facility 
sanitation, and transportation and handling. Good Manufacturing Practices include the 
control of water, processing sanitation/quality, employee hygiene, equipment sanitation, and 
control of storage and distribution temperatures. 
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IO. Why is further research needed? 

Health officials and industry agree that we need additional knowledge and tools to improve 
food safety. Studies are needed to (1) help identify possible sources of contaminatior1 along 
the chain including harvest, transportation, processing. and at retail; (2) develop more rapid 
tests to detect and identify pathogens on fruits and vegetables; and (3) develop improved 
prevention technologies that c:an be used to eliminate or reduce levels of pathogens on fruits 
and vegetables. 

11. What role will education play under this new food safety directive? 

Food safety programs only work if people handling products along the harvest, transpon, 
process and retail chain understand the hazards that can make the product unsafe, and 
understand the controls that are needed. USDA and FDA will develop and implement 
grassroots outreach and education programs that take into account the difference in crops and 
regional operations, types of processing. and retailing practices. In addition, consumers wiU 
be provided with infonnation to better understand safe food handling and preparation 
practices in the home. 

12. What will USDA's role be in outreach and education for farmers? 

I 13. 

USDA's network of agencies and programs that operate on a grassroots level. provides an 
effective, efficient and fanner-friendly interface for the development, delivery, and ultimate 
evaluation of appropriate agricultural practices for specific commodities on a regional or 
localized basis. Appropriate USDA-supported agencies with extensive fam1er outreach 
capabilities include, but are not limited to, Cooperative Extension, the network of Agricultural 
Service Centers, county and regional Fann Agency offices and local conservation districts. 
FD~ and USDA will take advantage of this network of agencies and programs in 
implementing their outreach a1:1d education programs. 

Is there a concern about imported fruits and vegetables? 

There are no data to indicate that there is more of a problem with imported ftuits and 
vegetables compared to domestic products. However, some outbreaks have been traced back 
to irnpons, and health officials want to improve the safety ofimported fruirn and vegetables, 
as well as domestic products. It should be noted, however, that the sources of co11tami11ation 
of the fruits and vegetables involved in the foodborne outbreaks have not been determined 
in most instances; i.e.t it is not kno\\n where in the food distribution ¢hain from fann to table 
that the contamination took place. Developing and implementing GAP's, and product and 
process specific GMP's will enhance the safety of both domestic and imported products. 

4 

141u05 



09/30197 TUE 16:09 FAX 202 205 5025 CFSAN OCD 1 EOS 

14. How could USDA assist in monitoring and testing domestic and imported fruit? 

USDA could expand the scope of its nationwide, staristically valid pesticide residue 
monitoring program for domestic and imported fresh fruits and vegetables, the Pesticide Data 
Program (PDP), to develop a sclentifically-oound microbiological suiveillance program for 
foodbome pathogens and spoilage microflora on domestic and imported produce. (NOTE: 
This requires new funding and hu not been approved.) These data would provide very useful 
baseline infonnation. 

15. How does FDA presently inspect produce from other countries? 

Currently, there is no statutory provision that requires exporters to permit FDA to conduct 
on-site inspections of fruits and vegetables. Instead, all foods imported into the U.S. are 
subject to FDA inspection at the port of entry. Current FDA resources permit the review of 
approximately 300/o of importation documents and the physical examination of approximately 
3% of the products. 

16. Dou FDA have the authority to prevent the entry of foods that are contaminated? 

FDA has authority to refuse the importation of foods that appear to be adulterated. However, 
FDA does not have the resources to examine every entry of food. With new legislation, FDA 
could declare foods from a country to be adulterated if that country's food system does not 
provide the same level of protection that is provided for domestic products. USDA already 
has comparable authority for meat and poultry products. 

17. How will FDA assess the ability of foreign countries to provide the same Jevel of public 
health protection as is provided in the U.S., and what criteria will be used to make tbt 
assessment? 

New regulatory authority and an enhanced budget will allow FDA to develop an international 
inspection force to visit foreign countries and assess the conditions under which produce is 
grown, processed, and shipped. Based upon this infonnation, products from some countries 
may be denied entry. FDA will encourage the adoption of appropriate GAP's and GMP's 
abroad and will work with USDA to provide technical assistance and training. 

18. What effect will this new strategy have on FDA's ability to assure the safety of 
impor~ed produce? 

This iniciative will allow FDA to assess the food production, transportation and handling 
practices in place in importing countries. This information \\'ill enable FDA to better identify 
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the risks associated with different countries~ to develop guidance that reduces those risks; to 
more efficiently target inspection forces~ and to prevent unsafe food from entering this 
country. 

19. Will this new strategy prevent producen in a foreign country that have a good safety 
record from being allowed to import? 

No. FDA's Seafood HACCP regulation has provisions which allow individual producers and 
processors to provide infonnation directly or through competent trurd parties that they are 
meeting FDA safety requirements. These regulations will provide a model for any future 
actions. 

20. How will USDA monitor potential rood 5afety problems in exporting countries? 
(Assessing agricultural production, transportation, and processing practices in these 
countries) 

USDA will work with FDA, CDC, and the exporting countries to develop profiles countries 
and evaluate the food production. transportation. and handling practices profiles will provide 
infonnation that will target our inspection and testing resources that food being shipped to 
the United States is safe. 

21. How will USDA assist exporting countries? 

USDA will encourage the adoption of good practices abroad through technical assistance. 
training~ and cooperative research efforts. 

22. You've told us on numerous occasions that the United States food supply is the safest 
in the world. Has soq1ething happened that changed that assertion? 

No. The United States food supply is still as safe as any in the world, but as the 
Administration's food safety initiative has emphasized, there is need to strengthen the current 
system and to add resources. New foodbome pathogens, new food products, changing 
technologies, and increasing antimicrobial resistance among foodborne pathogens present new 
challenges to the nation's food safecy program. 
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23. Even though this legislative proposal amends the Food, Drug, and Cosmetic Act, 
doesn't the Senate Agriculture Committee ha\le an interest because of the iatemational 
trade aspects. 

Congressional procedures will determine the bill's committee assignment. Government 
witnesses ftom FDA and other agencies can, in any case, brief staff and members of the 
Senate and House Agriculture committees and, if desired. can present testimony and other 
infonnation at hearings. 

24. What is the level of equivalence that the proposal envisions! Country? Each plant? 
Farm? 

In general, "equivalence" is judged at the country level (for description of exceptions see 
question 23). 

FDA has recently issued a draft guideline for evaluating equivalence of foreign food safety 
measures, which FDA will publish as a final guideline this Fall. The tenn "equivalent" has a 
specific meaning under the World Trade Organintion Agreement on the Application of 
Sanitary and Phytosanitary Measures The exporting country carries the burden of providing 
the evidence to demonstrate equivalence. The importing country, in this case the U.S., 
determines whether the exporting country's measure(s) is equivalent in meeting the United 
States' appropriate level of protection. 

2S. What is the possibility of other countries using a similar type requirement on U.S~ 
products, i.e., as a barrier to trade to U.S. products? 

Importing countries have always required that their food safety requirements be met. We 
believe that most trading partners will not be as concerned about the U.S. establishing the 
authority to restrict trade based on lack of equivalence as they will about how we intend to 
apply this authority. 

26. How will this initiative change how we handle pesticide residues on imports? 

This initiative will not change how we handle these situations. Pesticide residues on imported 
produce must meet the same strict standards as for domestic produce. 

27. How will FDA pay for the overseas inspections? 

The current thinking is that FDA will pay for overseas inspections through additional 
appropriated funding in the FY99 budget and future appropriations that include an increase 
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in Full-Time Equivalents {FTEs). We would not rule out alternatives, provided they are 
consistent with the World Trade Orga:1ization agreements. The Administration is proposing 
to increase FDA resources through additional appropriations for additional food safety 
activities, including overseas inspections. 

28. Will you require HACCP for fre.sh fruits and vegetables? 

No, not at this time. Better scientific data are needed before we can develop HACCP for 
fresh fruits and vegetables. FDA's plan is to issue guidance documents that help interpret 
existing requirements, and the agency consider later whether regulations are needed. The 
agency is contemplating guidance on basic, common-sense sanitation and employee practices 
in the form of Good Agricultural Practices (GAPs) for farms and Good Manufacturing 
Practices (GMPs) applicable for those who sort, wash, and otherwise handle fresh fruits and 
vegetables. 

29. How will a U.S.-owned farm in a third-world country be treated under the equivalence 
system? 

Fruits and vegetables grown on a foreign-based U.S.-owned farm are imports under the 
FD&C Act. Thus, such foods would not be handled any differently by U.S. regulatory 
agencies than products of other farms in that country. It is possible that or.ly a limited number 
offinns may be designated as equivalent, and the U.S.-owned fann, if it meets the safety 
criteria, could be on the list of companies allowed to export to the U.S. 

30. Wouldn't country of origiu labeling be just as effective in protecting people? 

No. Country of origin labeling is not an effective food safety control measure. Imports are 
not all unsafe, any more than all domestic products are safe, so the consumer cannot infer 
safety or la.ck of safety from product origin. People may have other policy reasons for 
wanting country of origin labeling, but it is no substitute for the new initiatives being 
presented. 

31. Has FDA ever taken action against a fanner? Do you ha"Ve authority to take action 
against a farmer? 

FDA has authority under the FD&C Act to take actions "against farmers" at present but these 
actions are very infrequent. For example, intentional use of a banned animal drug such as 
DES might result in an enforcement action. Ordinarily, when FDA deals with a food safety 
problem that is found to originate on a farm, the agency's focus is on identifyi.ng the source 
of the problem and removing unsafe food from commerce. 
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32. Bow can all this be consistent with the WTO! It sounds like we are applying Good 
Agricultural Practices as a guidance document domestically and as a requirement for 
imports! 

We are appiying our requirements and our guidance equitably. In each case, the FD&C Act 
applies general requirements that forbid food adulteration. and in some instances-such as our 
GMPs for food processors-we have regulati.ons that elaborate on the statutory requirements. 
Guidance documents further elaborate on how to avoid food adulteration. They will help 
both domestic and foreign growers and processors to meet legal requirements. 

33. Why do you need a bill? Doesn't FDA have this authority now? What about the 
Public Health Service Act and its authority over quanantine (or communicable disease? 

We want the strongest approach to the food safety concerns that have been raised. and 
specific legislative authority is a stronger and potentially faster and more certain response. 

The President's proposed Jegislation wilJ strengthen FDA's existing authorities under the 
Federal Food. Drug, and Cosmetic Act. Although FDA might be able to craft a regulation 
that moves in this direction, our strong preference is for a bill to give FDA statutory authority 
that resembles the USDA meat and pouluy laws' provisions. Legislation is a rnuch stronger 
response by the Administration and the Congress to the food safety concerns that have been 
raised. 

34. How does the U.S. government now work with foreign countries to improve the safety 
and quality of foods exported to the U.S.? 

FDA, USDA, and EPA work directly with many foreign countries to enhance the food 
production system and regulatory oversight infrastructure of these countries to better ensure 
that exports meet U.S. standards. The U.S. provides technical assistance to help correct 
deficiencies in Production practices or foreign monitoring and enforcement programs. In 
addition, the US. serves in leadership positions in international food safety standard-setting 
organizations. 

35. Does FDA have sufficient autbority to enter into bilateral agreements concerning food 
imports with foreign countrie5? 

Yes, FDA does have authority to enter into such agreements. 
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36, Can FDA make such agreements binding? 

In some cases these agreements are binding, and in other cases, they are not binding. 

37. How will the Administration ensure etrective coordination among federal agencies 
involved with foreign food importation? 

In most cases, FDA works directly with foreign counterparts and clears its agreements with 
the State Department. FDA, USDA. and EPA have various mechanisms for coordinating 
their positions regarding international food safety issues (e.g., the Codex AJimentarius, an 
international standard-setting organization for food). 

38. How do you resolve the tension between food sarety and food trade? 

The major international trade agreements have not changed the requirement that imported 
foods comply with the same food safety standards as domestically produced food. 

39. What assurance can you offer that food imports under a "fa.st track" system would be 
DO more likely to present health risks than domestically produced food? 

Fast track authority does not affect food safety standards. These standards would remain the 
same for imported foods and for domestic foods. 

9/30/97 2:20 PM 
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During th• recut b\ld9et briefings, I meationed the urgent need 
for a c~eheneive Pederal polioy for foo4 Nfety. Thi• 
mmaorandwn i• intended to explaill. tlwlt oonc:ept in more detail, 
and to reccm1111Dd tbat the Departme:at -buk upon •ucb 1111 
initiative u 110011 .. posaible. 
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broad fapd ••f•ty pivria:l.caa of the Food, D:mg, and Coaetic Act 
o~ 1931. AltbOugJi ttbeodore aoo.8V8lt •purnd pu•age of tbe 
f ir•t l'e~er&l food l&W i~ 1906, that l&W W&8 1 updated 1 in 1938 to 
farm the C\lrrent food 1tatute, whose Pf0Vi1iou have raained 
ea•eutially UDclwulged •inc• enactment. 

The food •upply, however, has cb&nged dramatically since 1938. 
rood technology h&a became •high tech;• food proceeeing 
operationa •~ illcraaaiagly larg• •cale and centralised1 &Ad 
-.rket·Clrive11 iimovation• iD prOduct !ormulat:ion, proceaaing aad 
pac:ka~iq bave '1faatly iucrea8ec! tb• •beer aWllber o~ food product• 
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Accompanying the•• cbange• in food proc:ee•ing and COl111UJ1i>ticm has 
been a riaa in foodJ>ome illneese•, cauaad by many factor• (e.g •• 
nw pathogeaa, ehang .. in food hanclling, increased traw1port ol 
food over long dietancu, enviromne.:.tal pollution and increa•ed 
uee of chemical• that can ccatamiJ1ate food8). Finally, unlike in 
the pre·World war J:I era, many ~ood• are t.oday ~orted from 
oth•r countrie•, whose food 1&fety ataad&J:dll are in 8CIZl8 ca••• 
ina.de~t• to en.ure that fooda are p;cotected tram contaainatian. 

Ill the yea~• •iace the Ac:t'• paeaage, food ••fety ha• beea a 
potent laaue iD t.hi• countiy. Xu. the 1950• there waa graat 
pUblic cocce:m about peaticicla 11.Dd food additive use, culmicating 
ln amaDdlllent• to the Pood, Drug ud Coa.tic Act authorizing IIDA 
to •et limit• on peaticid•• and to approve food additive• (and 
leading the Si•enhower Admini•~ratiOD to double lt>A'• etaff). 
Publication in. lt•2 oi Raebel C..r1cm'• be•taeller Silent Spriug 
generated great coDtllwner ~ety about pe•tlcide1, aod pra111>t•d 
cha Kennedy Admini•tratioza to again 1Ac:rea1e PDA'• •i1e. 

Tbrougbout tba 19'10• at.Ml 80• there vere periodic public ac:aru 
abou.t food. contUlin&tiona. NaD.y bave been •fal•• alaJ:ma• (such 
•• the Alar in apple• incident) tbat have obac:urac! the very real 
tbreata to food, usually c::auaed bf mierobiolog:lcal agent• that 
take advantage ot :Lnad~te qual ty control proc:eduraa. 

l)e•pite the many yaara of srowth and change in the fOOd 1upply, 
the •t•tutory atructure for ensuring f oo4 aatety ha.I remained 
eaaeatially unchauged aince 1938. over the yearM piecemeal 
amendment• have been •cSe to aolve individual problema, creatint 
a patchwork of statutory direct:lona. We believe it. ia now time 
to prepare the toad aupply for the :nat c•ntury by moderni•ing 
ou.r food safety lagi•latiOD and the regulatoi:y ey1tem. 

D11 scops or THI l'OO,Q spm QZMDS 

'rhe t•hll •food •afety" ha• been uaed geuerically tor year• to 
cover a nwnber of problaa& aacl challenge• related. to food and 
health. It include•. for botb domastically-p~Qduced •nd ilnpo~tlld 
food•, iaauea •uch a• tl:ae followi1l9': 

o Poodbome biological haa:id• •ucb u lialmeMlla in egg•, 
Li•t1ri1 in dai17 p~oducta, cboler• in &helltiah, 1, coli in 
meat, aao many other pathogens that threaten health; 

o Cbemical contami.nante, •uch ae haf.vy net•l• aDd pe•t1c1dea 
(both thoee regiaterad by IPA for agricultural use and onea 
of public haalth conceru. that •~• per•iutent enviroamental 
coat:.aminants, e.g., lead)J 

o Natural coataminaut1, auch as aflataxio, • carcinogen that 
la often found in grain and pea.nuts; 
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Drug re•iduu in animal prcduct• for hwun cou8Wli>tion, euch 
•• antibiotic• in milk or meat1 

Bew f OOd.a made u•ing bioteehnolOiJ tbat will clla.Dge the 
nature of food we cona\1118 iD tho yeare ah-d1 

Rew food campcment8, euch u the •fa.Jte fat,• Oleatra, that 
we are now reviewiDg for marketing •pproval, that will bave 
major impag~• OD dieta:EY ~ctice1 it •pprovad. 

::tq?roper CIODINlll8r preparation of. food&, whicb i• tha moat 
ocmnon cauaa ot: f oodbome ill:n88• (e\&Qb u c:hopp:bag alad 
ingredient• on a cutting bolard a~ter u11ng the-board to 
prepare raw chickan)1 aDd 

Kew food proceaaing a.no packaging tecbJiiquea that will make 
substantial contributions to food •torage and coru1umer 
cODV8D1ence, yet will also challenge both tha food industry 
and FDA ecientiete to UDderatand their poaeible ef~ecc• upon 
baalth (e.f., tlut effect• of microwaving on food packaging). 

TJ1B COSTS or PAILJJl.I TO 80LV.I THI DOBLlll 

JUI 'llNlll ~illg a• attemptu iD reQent year• have been to addrea• 
the fooO eafety dil111111111, there remains much roa&ll tor improvement. 
Tbe puhlic coatiaue1 to bAve bigh mcpectations tor the 
perfo11D1&Dce of food ••fety regulatory a;enci•• and the U.S. 
contiDue• to face a •igziificant public health thre~t from 
foodl:>orna illne••· Witnesa, tor example: 

0 

0 

0 

CDC e•timatee that over S,000 people die each year from 
toodborne illneaa, cauaed principally l)y naicrobiolog1cal 
contamination (althouih lea1t otten lram ccmaercially 
proceaaad fooda) • 

A recent study by PDA'• Cent•r for food Saf'ety and Applied 
'.Nutrition ••tl.mat94 tbat tlwr• al"e at least 21 lllillioa, aoo 
pe:r:bapa ILll maay U 81 JllllliOD, C&888 of ~oodl;.)orue 11111881 
per year. 

The health car• co.ta •••o<:i~ted with foodborne illnesa a~e 
ezaoz:moua. OzLe ••t~te of the annual coat• a•aociated with 
one CCll\IJOll pa~hogenic illnea•, •almouello•is, is a.bout f3 
billioa, and total coat• of toofborne illnaaaaa are probably 
well over •10 hillicm per year. 
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tTSDA ia .aaw ;reporting to Ulf about ,,000 case• each year ot 
:improper dnig reeidue• in meat and poultry (USDA regulate• 
tile me1.t; PDA regulate• the uae of OXug• la. food·produciug 
animal•>· Tbi• bu beeu uace:tbated b7 greater 
concentration9 of produoen in neut year•, whicb ha• led 
to more exten8iw epread of diaeue and drug use in herd• 
and floclul. 

Tbe .. iety of f i•h aDCS othe~ eeaf ood ie ineraa•iDglr 
queaticmed by COD8W!181r group• and Congraaa, and cal • have 
been 1n1.cSe to mave aaafood ragula.tion to OSDA. [The aafety or 
meat i• al110 being queetioaad, and. tbu'e are call• to 
tranatar meat regulation to 1DA or 1111 iDCSependent food 
agency.) Al•o, new dru11 re•idue concerna in ••afood a.re 
... rgiag from the rapid growth i~ aquaculture (iD which 
£a;r;m·rai•ad !i•h are given drug• with their feed). 

~rta of fooda tram other QOUD.tri•• ••e growing .r:apidly, 
now up to o.,,.er 2 Jaillioc •entr::l.e•• per year, po•ilig an .v.r­
inc~•1ing challenge to our ability to eaure that tho•e 
food• ar• ••fa and vholeBaae. ln !act, we can only iavpect 
under JO percent of food Utiport• and, o:t: those im1pec:ted, 
thousands m1111t be 'detained• as beiDg' in violation of our 
•tandard•. 

The cmmi11tiye etfect of yeare oe exposure to paati~idee and 
otber chemical CODtamina.nte is uncertain, but public concern 
abO~t thoae toOd contaminant• ha• remained hi9h tor • 
generation. 

Hardly a montb goes by in which there i• not a public acare 
over the la.te•t contaminant in foo4 -- Alar in applea, 
aldicarb in watexmalcm, IDBC in flour, PCas in fiab, lead in 
~eramicware, cholera in shellfish, dioxin in food packaging. 
salmonella in ens, Li1t1ria iu cbeeae, and mora (maoy of 
Which are not true health problem19, but are perceived u 
aueb by the public) • The L cgU. incident in Waehingtoo 
•tat• l• only the latest in a long eeriaa. 

There an. euoi:moua ineff icie~cies in the current food 
protection •Y•tmn. ror one eumpl•, :nlA, USDA, and atate 
a9enci .. dup1icat• effort• ill eam8 Ar•••· Por another, l'llA 
va•t•• reaour~e• attacking problems witb antiquated 
enforcalftent authoritI (for example, having to go to a U.S. 
Attomey to •••k jud cial aetsure o! a contaminated food 
when moat agencie• could merely detain it administratively). 

Although our principal concern abould be public health, you 
should know that the united States halJ an &DDUal export 
llU:rplu• of $1 billi04, and foreign buyara are 1ncre~•ingly 
••king for 90V9rnmant •cen;ificatioa• ~hat u.s. food•tuft• 
are -re. 



SENT BY:OfflCE or THE CMMSR S-30-S7 ;10:43A:'1 :FOAOFC. EXEC. SECRE-1 SCI &TECHPOLICY:#l4117 

Page 5 •• Tb• Sec~•t•"Y 

lll4' IS DllQID TO IQLD THI PIQBLW 

Yea.re of experienoe with foodboT.Da public health thraata and witb 
requl.atioa of the food eupply, u well u numerow1 public and 
private report• on !ood •afety, b&,,.. •u9g••t•d. that then are 
additicma.1 •eepe that 11111y be appropriate to adequately enaur• tba 
aafety of our Batioa'• food supply, includ.iagi 

1) A Dnifgm Ratiopal syatam of !ood a1t1ty AMIUrAil(;G • We need 
to de•i;n a •yetma under which tbe food induatry •ub•c:ribe• 
to a c:amprehe1111ive food eatety ••1111rance program to improve 
both ef!flcitWCy aDd effectiveaeaa, wbic:h would. govern the 
handling, prof:•aing, tranaportation, &ILd preparation of 
food, &Dd that voulcl focu• go tbe •~ vhere we Jmow fOOd 
i• moat likely ta became ~t..,.inated or otherwi•e 
threatened (e.9., adequate refrigeration in holding and 
ebipnent; adequate protection traa chemical contaminant•, 
peata, aad IJ&thoi•Jl9; pd adequate bll:Ddling and cooking 
duriD9' proc•••ini>· If ia;Jlea.ented, thia ahould Utlllnprise & 
ooordiii.tecl regulato~ tramework encar:apaaaiAg the etatea, 
HHS. USDA, aad othe:r agenci•• concerned about !ood aatety. 

2) AythQrit;y tg Pm,tact th@ Public • l'DA lackB IDilDf Ot the 
JllOdern enforc ... nt tOOll availabl• to virtU&lly all other 
Pederal regulatory agencie•. ror example, the agency ia not 
authorized to detain a contamiraated product, cannot require 
tood firme to regiater, lack& expliolt authority to itl&P9Ct 
the record.a o~ a food proae•eor, and cannot order a recall 
or • product known to po•• • health threat. 

3) ln1geg_tign agd SpmJ,inq - While the food induatzy baa g~own 
enormou•ly ia receDt yeara, Alld imported foods have · 
incraaaad aubatantially, PCA'• inepectional resources ba.ve 
been reduced. We do not have the reaourcea to inspect ftUlY 
toad proces•io9 facilitiee regularly (on average, every 
eight years), and iupect only a tiny fraction ot imported 
fooc!li. In addition, l'DA ba• lack•d tb• r•eource• to take a 
proactive role in the growi.Dg int•naaticmaliu.tion of food 
commerce. to en.8'\lre that food import• a.re eater at the 
aource. 

4) Ot.b•i:: lf.1•'11 - "nlent ia great ueed for ad4itional reaearcb 
into the aature a.nd biological •ction of pathogm:as, for 
better analytical method& to teat for the presence of 
cbemioal mad biol09ical coota.inine.Dt•, and tor more training 
foe the •tate, logal, and Pe4eral inapectora who are cbargec1 
with identifying auc:h threate. 
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mB P'OOQ SAl'ftY IIITIATM 

De~ite t.be Y••:ra of public di••wreemeat aJ:xJut bo-r to reeolve tbe 
f eafety prol»l-, 1'. believe that tlle baei1 far a uw program 
axiat• ~t can ha:v• an eiao:c:mou.ly beoef icial impact on baaltb 
with little or no additional taxpayer fu.ndiag. The progra:m would 
involve three principal el&1111tnt• to 1trengthen l'DA'• role in 
improving food •afety. Th11•• el&MDte caza be 11U111M.Tized a• 
follow•: 

1'891•t'OP' to 1n•ug1 Qp•li~Y Coatgpl 

We •hould prCllUl.gate new regulatio1U1 tbat would require food 
producer•, proce1•on1, tranaportera and retailer• to prepare 
plana for controlling basard9 vith!D their operatior:m. 
Theae regulatian. would be baaed on the proven concept of 
•BACCP•··Hazard .An.t.ly•i• Critical control Polntl··Which 
fOCU••• on critical point• iD food pr0gu•io9 that might 
pendt food. to becmne contami!lated. The regulation• could 
be tailored to uoh eegment of iAdu•t.ry, yet be natioaal :l.n 
ecope to ensure c:ouiateat, uniform protection of the food 
wpply. We believe we can build at:r:oi.g induetry aupport for 
a broad BACO prog.nam. In fact, wa &re working now with the 
Nation.al J'laheriea :tn•r:itut• (the ae&food induatry trade 
•••ociat:lon) en a mandatory HACCP program eor seafood 
proceaaor& that vill ~reatly improve •eatood safety. 

Bg ltfhton Autl:lorit;r &9 COpCrpl Food l111rda 

We shOUld •••k 1i11w authoriti•• to ensure eafe food handling 
and preparation, for examplez 

to require food producer• and halJdlere to register 
their facilities. eo that we know •here food ia being 
produced and held, and by whans 

to authori1e n>A to require that all food producer&, 
transportara, and retailers eetabliah and maintain a 
canprahauive program to enaure tbe satety of the fooda 
they handl•··thue enal:>ling FDA to positively certify 
their pro4ucta for domaatic a:o4 international caraerce; 

to authorise 1DA ~o refu•• entry to food ~rt• wbere 
the :food aas:ety inapeotion ay11tam oi: the orlginatiXlg 
C:O\IDtry i• net equ:f.V&leut to the tJ.8. •:r•tem and the 
food handl•~ b&a not regi•tered with J'DA, doe• not bave 
A HACCP program, or baa refu•ed rDA ace••• to in•pect 
the manufacturiAg tacility: 

to peaait an inepector to review a food produce::'u 
proQee•ing reco:rdai 
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to authorise l'DA inspector• to detain a euspact food 
until it• 1af ety can l>e determ1aed1 

to allow fDA to order tne ree&J.l of a food fDUDd to be 
b&ardou• to health1 

to give ma. the !lexibility to seek puuiahlllent for 
offender. 9kort of crimimlaatiOD, that 19, to 1mpoae 
c1v11 penalties a1 an intermediate 4eterrent; and 

to authorise the collection of user teas lor 1oma of 
l'DA'I food aafety effort•, •• 4e•cribed. below. 

iaorat••4 •••cmro•• to 1rat•at th• rqod SuQply 

Tbe level of •ff ort to protect the food •upply ball •i.Jrl>ly 
not kept pace witb tbe incr•a•ing •i•• and COl'lplexity of the 
food indu•tzy aad. food iq?ort•. ID4eed, u one canpari1on. 
USDA bl.I 9000 -..ioyeee devoted to the inspection of meat 
aad poultry, while Pm. baa 770 fo:r tlW entlr• r••t ot th• 
food •upply. We need to iDcreaae doaleetic inspectiolW. 
import cov•rage. aver•eaa inepectiOIUI aJM! atandard ••tting, 
a.ad other related activitiea .uch .. llACCP dev.lopN1Dt, 
reaearc:h, and math.oda 4evelOpMDt. We are DOW examining 
thoaa aaeda in detail so a• to arrive at estimates ot their 
likely co•t•-

ROI can rQQD SAJ'ITY IMPBODMJIN'rl 11 POlWIRZ 

I am keenly a.ware or the lillita.tiona cm new fuDding tor any 
reder~l program. However, I believe we can develop a •trategy 
that •ccompliahe• our goal• without ••eking new appropriations. 

Fi~st, there •~• are&• of food protection tbat are appropriate 
for ueer teea. Last year the dz'ug ioduatry a9reed to aupport 
ueer fees for increaaed J'DA %'esourc:e• fo'" drug- reviewe. That 
prog-ram prani••• to 1ignificantly red\Jce the time it talc.ea to get 
new therapie• on the •rket. tn the food lilfety area, tbeA are 
tbr•• •ourea• of uaer fee• that I recoamend we conaider·-import 
examination. export cartif ication, and eltal:>liahment 
regi8tration. ~i, an import fee merely require• that 
f or•ign impcrter• -pay or i'DA to anaure that their f OOda are of 
•utficient quality to enter the United St&tee. Jlxport 
certiricatioa la a •ervic• provided to American exporter• that 
providea a aignificant benefit to thoee ~rt•r•, by certifying 
to f oraign gove.rDDent• that an American toOd. tapert would be of 
acceptable quality in thia country. Batablialuneot regiatratiOD 
fees would eupport the co1t• of regi•teriag a food procee1ing 
laeility witb the ~- We believe all of the•• fee1 can be 
designed to generate auf f icient funda without creating an uc.due 
burden on food production or izl.ternatio.aal trade. 
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ID addition to tUDdiZJg, we may be able to greatly eahuce the use 
of 1Utiatiug reaourc•• with mare IDOc1ani inspection and enforceme11t 
powen. Aleo, the etatu have food safety programs, And it 
ebould be poaaible to de•ign program. iu wblch rederal and &tat• 
official• e1111ure asaiAllt cluplieatimi of effort while alao 
iq>rovlDg conrage of tbe food •upply. 

•1Da.lly, use& baa au.btlt.ntial nullbec1 of employee• nationwide 
involved in all &epecta of food production and •rketing··not 
only aeat lnapectioa, but al•o la.sect control, laDd manag~t on 
f&r1118, grading of agricu.ltural pl:Oduata, an4 otber agriculture 
related a.ctivitiu. I recCll'lneD.d that we approach secretary B•py 
abOut factoring joint BBS•USDA foocS safety proteationa ioto bi• 
c:mwreheneive review of USDA'• oi:-gan!Atioo and llliseion, ~ that 
we explore way• of better coordinati:n9 HBI' and USDA'• food 
11afety aQtivitiea. ?Adeed, Kr. lapy ba• •id that &neat &Ad 
poultry ••t•tr··u1ing the HACCP principles we are recoanencsi:og·· 
le high on bi• li•t of priorities. The Center• for D11eaae 
CoDti-ol 1houl4 be a pa~ of any auch diacuaaioQ&, aa their role 
in epidemiological autveillanca And diaea1e pr8'V'ention ia an 
important part of protecting the pu!)lic from unsafe food.e. 

UCOMMllrtDAT:[OM 

I 'believe t.hat tOOd aaf ety reform is essential to carrying out 
PDA'• llia•ion ot protecting the food 1upply and the public 
health. It will have the ancillary benef ita of strengthening the 
integrity (and. tb\UI cmnpetitivenee1) ot Amarican agricultural 
tuq>Orta and of lowering bealth care coats. Accordingly, I 
reconnead th.at you announce, in conaultaticm with Secretary l•py, 
that the Adminietration will initiate a aamprenensive overhaul of 
the food Mfety aaaurance program·-• program t~t will inolu.de 
uew regulatioa• requiring quality ••aurance programa ba••d on tbe 
BACCP eoncepe, new legl•iatioo to atrengtben rDA'a enforcement 
authorities, and atatutory authority to aa•••• u1er fees to fund 
the new food •a!aty prograJIL. 

Dr. L•• and I are available to diacu•• theae recC1D11nendation1 with 
you at your eonvmiienae. 

~(~~ 
~id A. Keasler, M.D. 

Comniesiouer ot 'ood and Drugi 

DIC%S:COI 

Announce and implement a Dew food sacety initiative as proposed. 

Concur NODcooaur Date 
--~----- ------------ --~~~-
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i DEP~ rMl.NT OP HEALTH • UMUI SUVICES Public HelkM letviGe /'l I . 
·' ,..,. FGH ll"Cll Drug .d,.,.,il1rMlon 

llBllO!.NfPP!l.IO m 8:1Cb~ARY 

"l'llMOQ~K I DI ---COS __ _ ···----Aot1ag AU.._ __ 

acm..nCT1 rood S•f•tv JDitiativ•--ACTlOll 

'fV!POSI 

Aodlvllll MD .187 

J>u~iDQ- the r•cent buda•t brief iD9•• I .. utione4 the vr~ent need 
!or a C0111Preben•i'Y8 Federal policy for food safety. Thi• 
memozaDdwa ia intended to elEl)lain that oonoe»t iD more detail, 
an4 to reque•t: a briefing with you OD tb.i• •ubject •• •ooD a• 
poaaibl•-

:rm.oww:co1 

'1'he Poo4 aud Drug AdaiDl•~r•tiOD l• tba lea4 ioo4 ••f•tY agency 
within the ••4fl.1:•1 CJOV•ftlllallt, th~oup lt• ez:a!wcement ot the 
broad. food •a.fet;y pz-ov:L8i0Qa of tM rood., Drug, am Co•metic Act 
o.t ltJI. a. Al.thougb ~odor• ~ooaevelt •'P'lri:-84 paaa&g• of tb.e 
flr•t re4era1 food law la 19061

, tbat law ••• •updated• in 1938 
~o to..:. tha cur~•At food •tatute, whose p~ovl•ion. have remained 
•••eatia11;r WlObaAged aiaoe ea&otmeat. 

The food aupply, however. ha• cbanoe4 dramatlcally alDO• 1918. 
l"ooc.I techllology :b&• beeo.e •bigh t9GJ:a.1• f004 proc•••ID&J 
op•~•~icm.a are iAOr ... i.Qg'ly large •aale all4 aeDtrali•eclr a.ad 
.. ~kat-dJ:'iYeD lDDovationmi iA prod.ugt fo:aamlatio~, proce•aing ana 
paolcacrihg b&ve •Utl,- lncraaaed tm •he•&' nwaabl.;r- of' foo4 pro4u.ct.• 
WDA regul&t••· rood consumption pattenia •~• al•o different, 
with, for ex-..pla, tba g%'eat ilaore••• in r••taurant oon•Ul;)tioD. 

'or a°"r .. , thu'e are oth.r •iGDifiaaQt agenai•• iATol·.-.4 in foo4 
H'l:at.y--mna ngul•U• -t aad poultJ:y, ene oard.e• out cu •~•1 
sro~t.·• •&>14..t.olo•loal •~Ul..oe, DA appr-n•• peeUo.t.4•• for u•• ma 
teal CSoW•, ua4 tlae ••tioaal ~ •1~ri•• ,_.., ••• 1'91\il•t•• 1-.ioo4 1a 
ccm::l'llDc~lcm 1ti.UI naa. 

i.,._ hZ'• J'ool •IMS _.,. Actt ·~••tl94 ~'a forer.umer in tbe Agrlau.1t:ar• 
Depe:rtai.11t to nplaC• ~'I: too4•1 ~- ... ~ J:111.1p.0C.t.OD Mt , ..... •aC~it3' OVH' 
... to alMI PQ•lC·tY to -.otbei: pU:C ot U•DA.· Wla ••• glv•11 itl e\l:l'Qt Dim 111 
lUO au4 n• traa.d~-4 to aa• prtHS.aeHQZ D9~t iD 11•0. 

, 
. .' . ' ,' ~ 

J _.1 
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•age 2 - 'l'he leo~•t~ 

i.c:company:i..ng t.b••• changes in food PX"OO•••inci and c:OM\lllll>tion b.&1 
boeD a ri•• iD toodbo~ lllne••e•, cau•.O. by many faator• (e.g., 
naw pat:hocreu, o1l.uQ-•• iD foo4 band.U.ng, lw:=:rease4 tranaport of 
food ov-.r lODO diatancea, enTi~onmenta1 po11~tion all4 luor•••ed 
11•• of cheaiaal• that aaza cioataaioat.e Coo41). rina11:y, \lllllka in 
tu pre-Wo:rld war :ti ez-a,, ~ !oo48 •~• today l111po:rted from 
other aOUDtri••, wlw•• food aai•t¥ 1tan4&~4a are in 80ll8 Q .. e• 
ina~t.• to en•ure \:llat. food• ar• protegt.ed troa oontam:loat1on. 

la. tba vau• •llM=• t!a.e Act'• emat&ellt, food ••fety us been a 
pot•at i••ua in till• CHNDt:cy. Jn tM l.950• thar• WU gnat 
pul:>lio eozu:::ern ~t P••ticl4e Ul4 foo4 &Clditi'f'e uae, oulmtnating 
in •-nctm•olte to t.ha •oocs, 1>ng ua4 co ... tie Aot. authori•iD8' ™ 
to ••t liait• ozi peaticide• aZM! to ~p~ove food &4ditive• Ce.nd 
lea4!ng t!Mt &i•enhower Adainlatratlou to d.O'UJ)le l'VA'• staff). 
l'ub1ioatiOA iu ltfa o~ aao1ae1 C&r•on'• be•t•eller §ilent Spripg 
geDerat-4 g.reat cozusWDe~ anxiety abou.t peaticiae1, and pr~ted 
th• Kennedy .141lh:.1atratiOll to again izaorwe l'DA'I •iae. 

'rbrougbout the 1970• and. 801 tber• va~• periodic publio •c•r•• 
-.bout rood ooncaa111&tie&M1. llU1J' have be•11 "fal•• ala.nae• (auch 
a• the Alar ln apple• lnoident) tbat hav• ob1cu~•4 tb.e yery real 
thJ:ea.ta to foo4, u•ually oau•ed by mierol:aiologlcal agea.t• that 
take advantage of ina4eQU&t• c:rna1ity aontrol procedu.rea. 

'Dtl•pite tho ..nr year• of growth and c~e in tlw food aupplv, 
the •t.t11tory •tnicture ~or eD11uriAg tood ••f•ty ha• r ... lDed 
••••ntiallv unota,ancra4 ainoe 1938. Over the 1'9•~• pieo ... al 
w1:1114MDt• bave been -49 to aolYe lncU.v:ldual proble1U, creating 
a patebwork of 1tat~tgzy 4iz•otiOIUI. We beliove it i• now time 
to prepere tbe food •upply to~ t:taa 31•t centu.ry by :mo4-.raiaiz:al1 
our food. ••~•~r levi•la~ioii and the ¥egulatorr system. 

TIS scor• Ol. m rooR Wl'l'Y MZAJU>S 

T!a9 teZta ''food ••f•t"¥• ha• been u•e4 ge1U1rically for year• to 
coY•&" a n 11111bar of pro.blw x-•1ated to foo4 an4 b .. ltb. It 
include•, for botb dCNM1tically-pro4uoe4 and. il;>Ortect lood•. 
i••u•• •v~h •• tlle follcnriD111 . 
o Woo4bo~ biolo9ical basar48 auah •• 11ipop1lla in egoe, 

Li•teria in dai.l:'V product•, ohola.ra 1D ahellfi•b, a. coll in -•t. and .u.:v other p.tbogen1 tb.at threaten bealtb1 

0 Cheaioal GODt .. i11&At81 IV.Cb •• b9avy .. tal• and P••tialcle• 
(both tbo•• regiat.•~ed by BtA fo.r: agrioultu•l uae UM! cm.a 
o~ »ul.lio ~ltb conoera.. tbat are P•~•i1teat eDvlromaantal 
OODtam.in&At•, •• ,., lead)J 

o llatural contaalnu..t•, •uoh •• ailatoa:ia, a carcinogen that 
ia of ten foun4 :la CfJ:aiD an4 »•umt• 1 
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•ave 3 - 'l'M lecntary 

o 11zucr n•idu•• in. animal pro4uata tor bUUD ocm.aumotion, auch 
aa asitibio~io• iD llilk or meatr 

o Hew food• .. «e uaing bioteclmology tbat will cbanGa tha 
mature of food we couum. iA the year• ahe•41 

o Mew foo4 c~o1MU1t1, •uab aa the •fake fat• Ole1tra tbat we 
ar• now ravi.wincr for martetina apprcwal, that w:l.11 have 
major i..,.at• OD 4ietazy pz"&otic .. if approved. 

o :Imp.roper GOIUlumez" pniparat:loza of fov49, Wich i• the mo•t 
common oao•• of food.boaMt illne•• (nob u c:sboppin9 ••ld 
inaE'84:Leut.a oa • outtlag board dt.er u.•ino th9 boa&"d to 
prepare :raw o~:lclcq)1 aD4 

o •ow food p&"oa•••lncr aDd paokagi:QQ teolm:l.qu.ea tb.&t will Mb 
ll'ub•tantial cont:rihutiOD.9 to food atorag• an4 a01YUJM1r 
convenience. l'et wi.11 al•o challenge botb the ~ood industry 
and l'DA •olenci•t• to Ullderatuad their possible affect• upon 
health (a.g~. tM eitecca ot alaE"OW&ving 011 food. paokagiag). 

'l"B1I COSTS Qi lAJLUb 'l'O 80lrVS l'HB fllOBLg 

A• Wt111 M&AiDQ aa attUIPt• in recent year• have been to a44re11 
the ~oo4 aafet.y 411-ar t:bere r ... w auaJa rooa tor improv ... nt. 
fte public aozitimae• t.o bave high expeotatiou to.r tb• 
performance of foo4 ••f•t~ ~avu1ato~ •gencie• and the v.s. 
oontlmaa• to Cao• a a:lpitlout publla bealt;h threat froa 
foo4bo:nMi ill.De••· Witne••· for ex•mple1 

o C:DC est;1 ... t:•• tbat ewe&- 9,000 people 4ie each rear from 
f~ illne••, cauaec! principally by 
aicroblol0gical containation (although l•••t oft~ 
from camaiaroiallr p~oc••••d fooda). 

o A r•e•nt. atu~ bv rDl.'a Cuate:r fOZo l'ood. sa.!ety &D4 
~lied Ru.tritiOD e1tlllate4 tha~ t~r• are a~ least 24 
aillloa, and perbap1 •• ml.II¥ aa 81 million, ca••• of 
fOOd.bo.nie llluaa per yea.r. 

o '1'he heal~h ca~• coat• a.•oaiated wltb foodbo.¥1Mt illn••• 
U• enGZ'llOUI. Ooe estimate of! ~ annual co•t• 
u1oo:l.a~a4 witb. o~ a~ patboge»J.a :l.1lneas, 
••lmosaello•i•, i• &l::liout f2 billion, aa4 total oo•t• of 
fooc!borDe !11ae•••• •r• p~obably well over $10 billion 
per year.• 

• .. ~•U.. 41•ea•• l~O. C~ ~·· i• gea•r•lly p~aveDtal»le. IUlf 
Z'HOQZ'O•• •P91lt. OA Pi"e"HDt1oza-relat.e4 h•"r~. •unoe111aucre aD4 .mile 
ecluoaUoa WOG14 be oal.:Y • fl'•ftiOA of tu oo•t oc1Mnlae 'born• by the "ODOll!t" ..... 41•M•• ocan~•· 
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0 

0 

0 

0 

0 

Vl;gA :L• now reportiDO' to u a!>out ,,000 cue• eaoll year 
of ialpa-oper c!rug ,,.••i4ue1 :I.A ••t Cid pov.lt:r;y (USDA 
reGQlat. .. the ••t1 l'DA regulate• ~be u•e of 4ruo• in 
food-pS'04uo!Dg •niaa1•). 

'1'b.e •afety of fiab a.a4 o'tbar ... food i• increa•i:cgly 
QU••~ioaecS b:i' COA8"Umer group• aA4 Copgr•••· oDd calla 
bave bean made to aove 1eafood regulation to OSJiA. [The 
a&f at.;v of .. at ia al•o 1>9:1.ng qu.e1tioned, aDd thei:e are 
call• to t~a.xuif er M&t .r.gulat!cm to l'DA or u:a 
!4epeD4Gt food QeDGJ'.] 

I.Gort• o! f ood9 f rc:a otlutr countzi•• er• growinl' 
:r~:l41:v, DOW Up to OTer 2 aillicm •aDtri•a.• per year, 
.oo•iDV aD ever·:l.Dcreu!Dg aballuge to our uility to 
ea.\lz-9 that tho•• :tood• •re •o.f • aD4 wbole•OllUI. :In 
fact, ... aan. 0&1ly J.Aape~t lUJ4•~ 10 pe~aent o~ food 
import• ua4. of tbo•• inapeat•4, t.bou•and• mut be 
•detained• •• bel11C1 in ~iolat!OD of our •tandardJI. 

1'ba ~11tiy1 eifoct of y.ar• of expo•u~• to 
pe9tl0fiea and other ehemJ.aal co11.t.uainanta ia 
uncertain, but publla oouoa:na. about tboae food 
cODtaailaant• llA• remaine4 bi;b for a geAeration. 

Ba:r41y a acmtla croe• by i:a.. whida there :I.• not a J;Nl>llo 
aaar• O'V'U tu lateat. aontamin.ult in :foo4 -- Alar iD 
apple•, &14icarb ia watazaeloa. m::>BC in flour, PCB• in 
f iah, lea4 iD caraaic:rware, cholera iD ahellf i•h, dioxin 
iA food packaviDG', 1almonella ill •GG•, Li•ter1a 1D ohe•••· a.IMS .ore (ma.IQ' of which are not a true bealtb 
probl•, but are perceived al suoh by tbe public:). ~ 
L Coli iaai4ant ia. Waahlnoton l• ODly the late•t. .t.n • 
long ••ri••· 

WHA'I JS lglplp m IOJ,Y' m IBOILR 

Yeara of experleDGe with fooaboi:De public health threat• alMi witb 
regulation or tu food 11UPPly, aa well •• nw1arous public end 
»rlvate Z"•po.rta oa. :t:oocS ••!ety, b&v• •uggeate4 tb.at there az-9 
a44itional •t•P• th.a~ .. y be "Pl>Z'OPri•t• to a4equatelr •A•ur• t.be 
••f•ty of OU&' MatlOA'• foo4 aupp1y, iDcludlnci: 

1) A VDiform Mational ey1t1m gg Poo4 saget;y Assyra991 - we nee4 
t.o c=ou14er whether to mandate that. all aegiunt;a of the fooel 
ilMSu•tl"J' •ubscrlba to a eomprelwDaive food. ••f•t¥ as•urance 
prog-~ .. wbicb. wov.14 govem ti. ban41llacr, p.rooeaalng, 
tra1111port.at.ioa, alM1 prapu-at:LOD of foo41 aD4 tho.t would 
f ocu cm the az-eaa wber• w lmcN' IOOCS i• ao•t likely to 
beame aont.Wnat.ec! or otberri•• tbr .. t-.4 (e.g •• a~t• 
refrig•ration !la bolding aia4 •b.tpaant1 &4•Q11•t• 
prot.action fr<a obea!oal c:ont.aah:amt.•, P••t•, &Del patbog&1111 
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2) 

l) 

•> 

adequate b&DdliDQ' cm4 cooking Gu.riDg procaaalng). lf 
i.ol ... n~e4, thi• IJhc\114 o~la• a coordinated regulatory 
tr-.ork •DQOlllp888lA'1 tu •t•t••, HHI, OsnA, aa4 other 
agenc:i•• c::onaeZ'D94 about foo4 aafety. 

At&thor:ltY tq Prot19t; the PY:izli9. - m laaka aaaw of t.b• 
mode.ED eDforo...ut tool1 ava!lal:>l• to vi~tually all ot!wr 
•M.•ral regulatcu:y ageDOi••· ror u._1., tbe age11e:r i• not 
autbori•ed. t.o 4-t:aiD a OoKDh,etod pr:o4uc:t, c:aano~ .requir• 
~oo4 fizaw to regl•ter, oumot iaapeo~ t;Jae record• oe a food. 
proo•••or, aD4 cannot order a recall of a product ~ to 
»o•• a beal~h tb&'eat. 

J:n1pecti99 and S•mliDa - 'lfbil• th• food induutey baa grown 
enoDIOUaly la recent year•, and imported food• have 
inc::r•••ed. •Ul>•tautiall~, WDA'• iDSpectional reaourcea have 
been K"e4uoe4. Wo 4o not baTO the resou.rcea to i.Aapeot mAAY 
food proc•••:l.acJ facilitie1 regul•rly (OA •••rag•, evexy 
eight year1), aDd inapaot oA1y a tie¥ fraotion of imr.iorte4 
food•. 

yther !f!!O• - 'nMlr• i• great need for a4~itional reaearch 
n~o tl:a.e D&t11%e aD4 biological aetioa of pathogens, for 

better anal~ioal metho411 to t••t for tbe preseDC• of 
cheaical aD4 biologloal 00Atamfn1Ata, &Dd for more training 
~or ~be •tate, 1ooa1, and P•cSe~•l iDapecto~• who a.re oh&rg•4 
with 14entlfyiDq •~oh tlareat•. 

'1'111 tOOD IU'B'l'Y JIGjHM:XYll 

Despite the year• of publie dia•greement abo\lt how to reaolve tha 
food aaf•ty probl ... , I believe tbat the ba1i• fo~ a new profTa& 
axiata that oazi l::t.a•e an enol."llO\UJly beaef iolal impaat on health 
with little or DO a44itiona1 tazpa~er !'U.D4lng. °'1J: current 
thia.kiDg lDvolve• t.br .. psia.aipal •18'18Dt• to •t~e09"tban FDA'I 
a:ole :bi improving :tood aa!'ety. 'l'be•• •1-Dta aaD be 8UIDll&ri•ed 
•• followa1 

Reqlat:l.my 1iQ ••UZ'!! oaality Coptnl 

We ebcna14 oon.l4er tbe need fol:' new regv.latlom tbat WO\lld 
requir• food p~od~c•r•, P&'Oa•••or•, tranaporter• a&MJ. 
re~allers to P&'eP&I:'• pla,m io.r ccmtro111ng 'ba.sa.zd8 within 
tbeir ~at1on.. lf pr011Ulgate4, tbe•• regulat10Jl8 could 
be ba•ed. cm. t!M p1;oven c:oacep~ of •acci'•-.. aa1:ar4 &naly•l• 
critical Colltrol •oint•--whic:b foc:v.9e• on crltiQal point• in 
food. proc:•••incr that might permit foo4 to became 
acmtamhwt:e4. 'the x-evulatiou could. l>• t.allore4 to eacla 
•egment. of :llldu•try, yet be natlc;mal in •coPe to ezaaure 
coui•t•At, unifo:r:a proteaticm of tu food. •upply. we 
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believe ,.. oou14 bul14 •t~ ilMSu•tzy •upport foz- a 
wide•pread DCC• progr•. In tact, we are worJting DOW witb 
tJ:ae Xatiozwl ri•beri•• Illatltute (tba in4u•try trade 
•••oalatloD) oa a m&Dda~Q%Y ID.CC» »roerraa for •••too4 
P¥C>c:•••or• that will greaCl? imprOT• •e&tood ••f•tY. 

Ifft Jtatutorx 111gmrity lip gpntgol roocl Basara• 

W• •hou14 examtoe wbat ~• authozitl•• are neecle4 to 1NUJure 
aaie foo4 Jaaa41iag m34 preparat1oa., for azample: 

to reciuir• prod.uaer1 to reoi1ter their faaill~i••, ao 
that we ~ by wboa food i1 bel1ag pro4ue1e41 

to autbo~i•• J'DA to requll'e tl:lat all food produce~•, 
tra~rt•r•r and retailez-• ••t&bll•b a:o.4 aai~ta1u • 
c:omprehaulYe provr .. t.o eoaue tbe •afety of t:h9 food• 
they haadl•• 

~o authorl•e rn. to ~-~~•• 8.Qtzy to food la.port• where 
the food ••f•t¥ iasoeotioa ·~•tea of tho origiaatiDO' 
oountrr l• not ~lvalent to the u.s. •Y•tea and tbe 
food bandl•r baa aot regi8tez-a4 wit.Ii J'DA, doe• not have 
a llACCP p~~aa, or baa :ireruse4 »'DA acoaa• to inspect 
tbe maaiufaatu~1DQ' faoility. 

to »•rait aD iDap•ctor to review a food procSuaer's 
proc•••laa record•• 

to autb.orise ~ izuapector• to d.etaiD • •u•pect food 
UDti1 it• aafety eaD be 4eteraa.lned1 

t:o &llow n>A to order tbe recall of a food found to be 
basardou• to ~lth1 

to give J'DA t:ba flezibil!ty to •••k »UDilhlMtnt for 
of fend.er• 1bort of orill:l.Aal actioza, tb&t ia, to i~•· 
civil P•DAlti•• .. an i~teraed!ato deterrent1 

to autbori•• tbe coll•a~ioa of 1U18~ feo• io~ •oma of· 
l'DA.'• !ood ••~•tY effort•, .. de•orlbe4 below. 

IDcru1ed Buaara•• to l'rot•at th! :wo94 lppplx 

The level of er!ort to proteot t!M food •upply ha• •illlQ)lr 
r.ot kept paaa with tbe iDcreuicg 1i11:e aD4 comQPlezity of tlua 
foo4 ilXluatry aD4 foo4 i1DP0rt•. :b:adeed, a• one ooaparl•on, 
OSVA 'ha• 9000 employee• devoted. to tlw inapection of .. at 
an4 poultr:y, 'Whil• l'ia lw• 770 for tZ:aa eat1re rest gf t1w 
foo4 •U»P~· We ue4 to in.ere••• domoatio :lra.peot!ona, 
import cove~age, and o~ related aatlvitie• 1uah a• RACCP 
4ev•1~t, reeearcm, au4 •tbod1 denlopaent. 11a are now 
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u:aaln!Dg tho•• Med• 1D detail •o •• to a.rriv• at e•tiaatea 
of their liuly oo•ta. 

aw cu roon smirr DIPBOVBMIB'l• u rmm1vz 
l a. k••D1Y aware of tbe li.a!tat1oll8 OD new fUD41Asr for &llY 
l'e4era1 progr... HOW9•er, :i beli•'t'e .. Q&D aevelop a •trat•OY 
that acaompll•b•• our goal• without •••k!ias Aew approp~lation.. 

l'ir•t, t~• u• area• of foocS proteGtloa tbat are apprgpr:l.ate 
for uaer fe••· L&•t )'9U tb.9 dwg illduatzy ag~ead to support 
u•er fe•• for inor•a•ed l'DA rea~o•• fo~ 4rug ceview•. 'lbac 
prograa p&'Olai•e• to •:l.siniflc&Dt~ r.duoe t.he time it ~ak•• to get 
119'1' ther&»l•• on UM -rket. J:n the food aatety area, there are 
thr .. •oura•• of uaer !••• that I recommend -. con•i(ler--i111iPort 
asaaloation. ·~ort. a•~tlf ication, and eatablialDlent 
ngi•trat:lon. X~•iDCJ an Import tee Mnly requires tbat 
~oreigsi i1111POrt•~• pq !or FDA to enaur9 t.bat tbeir foo49 ar• ot 
nfficitmt QUality to •t•r the UAited ltatea. BJCPQrt 
c::•rt.if lcat.loa. i• • ••rvic• provi4e4 to Mlerician tueportera that 
provide• a •ltJa!.•icaa.t ~tit to tho•• •Xl>Orter•, by c.rtifyi.a.g 
to f or•iciD srove:nmant• that an Amerioa11. foo4 •zport would :be of 
acoeptabl• fZ'Wllty iD tbi• a~tzy. l•tabliabment regi1t~atlOA 
i• mer•l¥ • f•• to reo£•t•r • food p~oo•••ing facility with the 
PDA. we bell•v• •11 of U..•• f••• can be 4e•i;ne4 to venerate 
•uftiaieut fWid.8 wl~bO\lt or .. t.ing u undu• w.rden cm food 
production or :1..11.t•rnational tre4e. 

Xn addition to twXliDCJ, w• may be able to gr•atly enhazaoe th• U•• 
of exi•tia~ re•ouroe• witl:L a.ore l&04ern inspection an4 eDf'Orc:emeAt 
pawer•. In d4~ticm, tbe •t.ate• bav• foocS ••f•ty prog.rau, aD4 
it a!muld be P0•11bl• to c!e•iQ'Q prograa. t11 wllicb re4er•l uKI 
atate o!f ici•l• eDaure a9aln1t 4uplioatiOD of effort wbil• al10 
1mp;rovl.ao coverage of tha food. •upply. 

Pin.ally, USJ>A ba• •u.betant.ia1 ~rs of em,ployeo• nacionwidAt 
lnvol•e4 in all ••Pecst• o~ food. proc!uction ~ markoting--not 
only Mat iupeaticm, but alao lnaeot c:0Dt:t01, land manacr.-.nt on 
fan111. crrading of as:rr:lcult"m"&l prod.uct•, u4 o~ar agric:ialture 
re1ate4 aotivltl••· % ~•oomme~ ~t we approach S•oret4ry Bapy 
about faotorirag ~oint IDl8-U8DA !oo4 aatety protoctiona into hia 
eompreMD•i•• nviaw ot: OSDA 1

• o:qianiutlOll aDd a.1.••ion. ln41ad. 
wa un4U"1tu:i4 t:ta.t 111-. ••w ha• ••t and poultry safety high on 
bi• li•~ of p~ioi:iti••, aQd intenci. to aaet a maetiDCJ wit- you to 
di•CU•• food 1a£ety. ~ c.Atera for »1••••• COt:Ltrol abould be a 
part of a:tQt aucb c!!aouaaiozaa, •• tbeiZ" zole in epi4emlclogical 
•urvei1lazaoe aD4 di••••• pl'eVeDtiOll i• an important part of 
proteotiDV tba J;IUblia !~om unaefe foo41. 
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UCOlp!BJ!l)AJ!OI 

! be11e'ftl t.Ut food ••f•ty re~ona l• e••~tial t.o c&Z'n"i.ACJ out 
l'DA'• •i••ioa of protectiacr the food .upply &ad the pu.blio 
ba&ltb. :rt will ba~ tbe aaal1J.uy benefit• of atrengthaing the 
lDtegrit~ (aD4 thua o~titlvene.•) of a..riaaa agriou.ltural 
qporte aD4 or lowerinci health can ao•t•. I reoomas>4 tbat we 
brief you &D4 your 8-.0ior •t•f f OD tlae•• CmM:•Pt• •• IOOD •• 
PG••ible, wit.ti tM goal of azmouac:bv a CIOIDP.r.Unalve 
1evi•latiTe/~•gv.1atQJ:l' food aafety »l&a tlai• aprlna. 

Sc:lutd\11• a briefing with l'llA offiQiala u 10011 •• posaible. 

~(~~ 
Yi4 A. Ba••ler, M.D. 
a.ai••ion•~ o~ ~ood &ad. Dt:iaga 
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Q: 

A: 

er~., -li...' ~.- \c...'""'""' ·, f- yc.v..... 
"\. ~ ~ ~.\ ~r. 

C..ClM-- '( \ - o.i.. ""-~ d11.'i '.) 
"'\\ ~ ·Co\..-~ • 

\ "''- 11.l t ~ )' ..... L Tj __,_ \ 
Q&A on the Safety of lmporled Food r Soptember29, 1997 ( ""''<k; .. .!;.;\<! 

d international trade going to introduce added risk to the U.S. food supp~ 
No. F od on U.S. grocery shelves produced either in 1h.e U.S. or overse.as are both 
extrem ly safe. In fact, our nation's food supply today i::i prob~bly the safest it ha--" ever 
beeix weareworkingtomakeitevensafct-., .. ,,)A"i~leu.l·, ... t\:iA ..... 1 .,~eT 4'i::~;:k ~b 

. ~~ t.Hwh a.\l l,.1.41 l.L~ fk - ~ l""-("' ~I.I.\ ~i\-~; p. . 
Qlil'iitg ~e last :tom rmd :ha:l:f y~Sf& the Clinton Administration\has taken si~c~nt steps 

i~.L--+-T.o~. :;:;~t~re~n:;;gt~e our-eft'f!fe food safety systan. With the help of the Vice-President's 
National Performance Review, we have fundamentally improved the way wi; en::mre Lhe 
safety of meat, pouln·y ~ and seafood. We have also put in place important new 
protections against the risks of pesticides in our food~ especially for our children_ And we 
are hopeful Congress ·will provide the $43 million the President requested in his FY98 
b\.1dget to improve rood safety. 

t-~ '-w1:u vqcA.-'w,J /i 
Vh :::1lU:·1B:tttg~~8"-&~ A:.; ~.na ttBeed last week. the President ~ asked tlR: 
S~~ri:ieL of~alldAg:;icul.tUTC to take addil:io.nal itCf):!i te i:m:provc t:he safety of 

• • I • ~ I 

will he ~ending legislation to Congress lhat will go ong way to fillit1g the 
remaining gaps in our food satcty system.[Specifically, he has asked the Secretaries to 
i:ssue within ooe e · agricultural practice::; and good manufacturing 
pr or fruits £1J1d vegetables. By providing the first-ever specific safety standards 
nr fruits and vegetables, the guidance will improve the agricultural and manufacturing 

practices of all those, foreign and domestic, ~eeking to sell prodLtce in the U.S., market.. J 
~The legislation tllat we wm be sending ro Cgngren this ·.veetf'"will authorize the: FDA lo 

<ft '2. halt imports of fruits, vegetables, or other food from any foreign country whose food 
C.Ll.A.~ L safety syslt!rns and standards £J.1'e not on par with those of lhe U.S. The President will also 

~ provide the necessary funds in his FY99 budget to enable FDA to expand dramatically its 
international ins~ction tore~ .sa ~T 'r\.....,.., --. ~\......_ 'B"'N~ '-'-.,_ "'\. l4o w~ · 

A: 

'"''"'-~""'''~· I ~ 
Why hnsn't the Adminsitration acted sooner? Are these steps being taken now only ~ 
because of the Administration's i ntere~t in passing fast-track legislation? 

......... 14'.1 ... til-t«+- 1~ 
No, we £Lre talcing these steps now ~cause they a.re the natural next steps efiile \~-~LAA rttvvb 
:E';;i;i~eftt' s-feae seft!ty ini:tiatiw waieli l:\e &MMA:anced m .bii first ratJi~ ~rJdil'S~ of his t'.I ~ t'U'kl:. 
~eH:a le~ Ta.e Cli:fttee AdnHBisturtion has an especialt, sl:toag t06d sftK:ty reeord. -n..... °' °' 7 
~ ~! l ·,k ''\\...A 4 '-\ o:t4. '-, ' ~ ..L Hll. ff f '1 . c..J C"_ 

One of the first challenges we faced after talcing o m 1993 was un outbreak of E. coli 
in hamburger in the nmthwest. · · 
Prujdeot beaded np am r .recommended if:hat ""e replac~ , ...._d--
system of responding to problems only after they occur with a new system to prevent 

~~ ~l; \\..-~ 1~. ~PoJi. ...,.~l '\1..t kty-( l.t tIB-~ t""' ~ \.uk oJ~ !.t·--.k' 
~'<-11 ~ ·1~1~ ~ o~~\; ~ ~"Tk ·1 IM.~~J.c.l M. J~l.\'- {...,~ h ..-w~s. 
°Slt""' ht..o..ll..,, -e~. C·""~~ 1e~cu.k.t~l 'tt.\.\~ ~ "1 
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problems befori: lhey occur. That !iY!\tem, v.11lch we are putting in place for meat, 
poultry, and sca.i'ood~d S99R urm M ettpimding te ether trreai!I\ tjf fotJ6 J'!'edtteti Ml\ is 

greatly increasing our ability to mak(.:'.; sure food is safe. 

In January> we announced several additional steps to improve the safety of our food. The 
President asked Congress to add $43 million lo our food safety budget to fund a 
nationwide early-warning system for food borne iJlness, increase seafood safely 
inspections, and expand food-safety research, training, and education. Wt: are hopeful 
Congress will provide the funds we requested and be~inning next month we will be usitig 
that money to further reduct= Lh~ incidence offoodbome illness. 

ke· · · ,., 1 ~ 

~002 
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Issue: 

Food Imports and the IDB 
Background Paper 

Growing concerns are being expressed in the U.S. about possible outbreaks of disease linked to 
imported foods from Latin America and other developing countries. What efforts are underway 
at the Inter-American Development Bank (IDB) to address this pressing problem? 

Background. 

Since 1968, the Inter-American Development Bank has financed 27 agricultural projects, totaling 
$241 million, which included components for animal health in 19 countries in Latin America. A 
major accomplishment has been the eradication of hoof-and- mouth disease in Argentina, Chile, 
and Uruguay as well as its prevention in Central America. In Haiti and the Dominican Republic, 
IDB programs have controlled and eradicated African swine fever. 

Beginning in 1990, the IDR has financed programs in Lalin America to support plant health. 
Areas of concentration have included control and eradication of the mediterranean fruitfly as wen 
as the tristeza virus in citrus fruits. 

Starting in 1997, the IDB hegan providing assistance to borrowing countries for the 
establishment of food safety control systems to comply with the WTO Agreement on Sanitary 
and Phytosanitary standards. The IDB is also considering requests from Guatemala and 
Honduras to help them set up Hazard Analysis Critical Control Points (HACCP), the new 
methodology established by the US FDA to ensure food safety. 

Several examples of recently approved IDB projects arc: 

Peru. Agricultural Health Development Program ($46 million). Activities include maintenance 
of a fruitfly-free areas in 25 fruit-growing valleys; training of fruit producers in comprehensive 
pest management; control and eradication ofhoof-nnd-mouth disease; promotion of biological 
pest control to reduce costs and environmental damage; and control of scabies (affects wool 
product1on and quality in sheep and other cameloids). 

Panama. Agricultural Services Modernization Program ($34 million). Program aims at 
minimizing losses from pests and diseases and facilitating marketing. Activities include: 
establishment of laboratory to test for toxic residues in plant and animals; control of rabies and 
brucellosis; setting up of registry and analysis of pesticides; and establishment of livestock 
quarantine to prevent entry and spread of diseases. 

3:JL:l.:f0 ·5·11 !JOI c£:eo Ls10£160 
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ASSURANCE OF MICROBIAL FOOD SAFETY 
FOR 

FRUITS AND VEGETABLES 

QUESTIONS & ANSWERS 

D ·Why is there a concern about the .safety of fruits, vegetabJes and produce? 

Fruits and vegetables are safe and are a key part of a healthful diet. However, over 

the past two decades continual improvements in the surveillance of disease 

outbreaks have documented an increased in the incidence offoodborne illness 

attributed to the consumption of fresh fruits and vegetables. 

0 What is the cause of the food safety problems and why have they occurred? 

Foodborne illness outbreaks can occur at any of the various points in the food 

distribution chain from the farm through transportation, processing, distribution, at 

retail, and into the home. Although there are a number of possible explanations. 

identifying the source of contamination of fresh produce-associated outbreaks is 

very difficult because contamination is generally sporadic and low-level, there is a 

high turnover of product, and product originate from many sources and are co­

mingled. In most cases the cause is not positively determined. 

D \Vhat is the industry doing to address these concerns? 

Seplanbet 24, 1997 

The fruit and vegetables industry has taken a leadership role in the effort to 

minimize food safety risks. They have developed voluntary safety guidellnes for 

various types of product and segments ofthe industl)' including model Hazard 

Analysis and Critical Control Point (HACCP) plans. They have provided growers 

and processors with information and materials on foodbome outbreaks and needed 

sanitation practices to control contamination. This educational infonnation will 

greatly assist the industry in developing and implementing their enhanced sanitation 
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guidelines and model HACCP programs. 

0 Is there a concern about imported products? 

There is no data to indicate that there is more of a problem with imported fruits 

and vegetables compared to domestic products. However, some outbreaks have 

been traced back to imports, and health officials want to improve the safety of 

imported fruits and vegetables the same as improving the safety of domestic 

products. Developing and implementing Good Agricultural Practices (GAP' s) and 

product specific Good Manufacturing Practices (GMP's) will enhance the safety of 

both domestic and imported products. 

0 Bow will this new initiative reduce the incidence of foodborne disease? 

This initiative is a two prong approach. The FDA will develop basic guidance for 

industry on how to minimize microbial food safety risks for fiuits and vegetables. 

Following this the agency will coordinate and work with industry to develop 

science based, product specific GAP's and GMP's. This will allows industry to 

take immediate action to insure that best practices and science is being applied. 

0 How will new GAP's/GMP's help solve the problem? 

GAP's/GMP's provide the scientific basis for any food safety program. Good 

Agriculture Practices imro)ve the control of water, manure application, 

worker/field/facility sanitation, and transportation and handling. Good 

Manufacturing Practices include the control of water, processing sanitationtquality, 

employee hygiene, equipment sanitation, and temperature parameters. 

0 What further research will be applied and what will it accomplish? 

We need additional knowledge and tools to improve food safety. Studies are 

needed to (1) help identify possible sources of contamination along the chain of 

harvest, transport, processing, and retailing; (2) develop more rapid tests to detect 

~1)03 
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and identify pathogens on food products; and (3) develop improved intervention 

technologies that can be used to eliminate or better control pathogens including 

detecting new foodborne pathogens. 

0 What role will education play uqder the new food safety directive? 

Food safety programs only work if people handling products along the harvest, 

transport, process and retail chain understand the hazards that make the product 

unsafe, and understand the controls that are needed. FDA and USDA will develop 

and implement grass root outreach and education programs that takes into account 

the difference in crops and regional operations, types of processing, and retailing 

practices. In addition consumers will be provide with information to better 

understand good, food handling and preparation practices in the home. 

[j Bow Does FDA presently inspect produce from other countries? 

Currently there are no statutory provisions which allows FDA to inspect produce 

prior to exponing to the U.S. Instead all imported foods are subject to FDA 

inspection at the port of entry. Current FDA resources permit the review of 

approximately 30% of importation documents and the physical examination of 

approximately 3% of the products. 

0 Does FDA have the authority to prevent the entry of foods thAt are contaminated? 

September 2<1, 1997 

FDA has authority to refuse the importation of adulterated foods if FDA finds a 

problem with the food. Because FDA does not have the resources to examine 

each entry of food, the ability to discovering adulterated foods is limited. If 

Congress passes new legislation, FDA will be allowed to declare foods from a 

problem country to be adulterated if the country does not provide the same level of 

protection that is provided for domestic products. The USDA already has this 

authority for meat and poultry products and uses it to refuse meat imports from 

many countries. 
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0 How will FDA assess the ability of foreign countries to provide the same level of 

public health protection as is provided in the U.S., and what criteria will be used to 

make the assessment? 

New import authority and an enhanced budget wilt allow FDA to develop an 

intemational inspection force to prepare country profiles which will assess the 

conditions under which produce is grown. processed, and shipped. Based upon 

this information, products from problem countries will be denied entry. FDA will 

encourage the adoption of appropriate GAP's and GMP's abroad and will work 

with USDA to provide technical assistance and training. Production and packing 

facilities will be inspected for compliance with GMP's. 

O What effect will thi.s new strategy have on FDA's ability to assure tbe safety of 

imported produce? 

An integral part of this initiative will be to develop country profiles assessing the 

food production, transportation and handling practices in place in importing 

countries. This assessment will allow FDA to better identify the risks associated 

with different countries and to focus resources. 
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