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PRESS BRIEFING BY
MIKE MCCOURRY

The Briefing Room

1:20 P.M. EDT

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 inguiries 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, 1is 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 requlations. 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 seasonal
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. 1I'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.

0 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?

http://library. whitehouse.gov/Briefings.cgi?date=1&brieting=0

10/03/97 14:15:02



. Yesterday's Briefing

4of 11

MR. MCCURRY: That's correct. 1It'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 upcon, and the
American consumer is insisting upon, high standards.

0] 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 --

http://library. whitehouse.gov/Briefings.cgi?date=1&briefing=0
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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.

0 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 glving 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. MCCOURRY: Right, three months -- one of which was
August —-- i1t 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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The Rose Garden

10:59 A.M. EDT

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 foocd 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
to 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 receilved 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 methcd. 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. I'll take both of
them. Go ahead first.

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. 1If 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 --

0 -- 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 11:09 A.M. EDT

To comment on this service: 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

ASHINGTON -- 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. Shalala, 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 wamned 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 wamed. 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-bome 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-bome 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 proposal, the FDA is expected
to hire 100 more investigators, who will examine foreign farming methods and
food safety systems.
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What i the President proposing?

The President is propasing twe legislative and two cxeoutive actions that will further
engure the safely of frugh fruit and vegetables especislly those unpcm:d into the 1.5,
¥irst, the legislation will sutharize the FDA (o halt imports of]

fond from any foreiga country whose food safety sys(ems and stumlirds are not on par
with those of the U.S. Second, the Presidant will alsa provide (be neocssary funds in his

Y99 budge ﬂeublc to cxpand drumancally its intemational inspoction farec so
that it can 15 new suthority.

Third, the Prasident has asked tho Secretaries of Heulth and Huinan Savices and
Agriculture ta take adnitional steps ta imprave (he safety uf both imported and domestic
fruits imd vegotables. Speelfically, he has asked the Scerolarics to issue within one year
guidance on ood ngmultural pncnm and good mmufnctunng pract lt:es for fruts nnd

g " guidance will improve the ugncu&turd snd manufucning practices of all those,
foruign and domestio, sceking to sejl preduce i the U.8. markct

Finally, the President hus ulso usked the two Secretugics for a plan on how w improve the
use af existing and projecled resouress b monitor wgricultural and manufacturing
praclices abroad, assist foreign countries te impfove those practices, and prevent the
tmpnrtaunn of unsafe produes, including by detecling wisafe focd dt the dock or hordct
The plaga is duc in 50 days.

Thesz ciforts all boild an the Clintan !\E:inismﬁon’s lang-term commitment to
veengtheaiog our food safety systicm, t

PerferpancaRericyied have fundamentally improved the way we ensume ths safety of
mcat, poultry, und scafoed. We have alac put in place impartant now pmtechons against

the risks of p-eaﬁdda n our food, espeeially for our children.
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Repiaces quastions 3 and 7.

The President 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 finalized, the President is putting forth an additional initiative
for FY 98 as well as a budget request for FY 99. How does this current initiative
refate to the FY 98 Food Safety Inltiative?

This new initiative compiements the Food Safety Initiative requested for FY 98.
included in the May 1997 report "Food Safety From Farm to Table - A Nationa) Food
Safety (nitiative", presented to Vice President Gore, were activities to be accomplished
in FY 97. One such activity identified on page 38 of the report calls for FDA and USDA
to immediately identify preventive measures to address publiic health problerns, 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 foodborne illness associated
with produce.

in 1897, more than 1200 cases of fondbome illness attributed to Cyclospora
cayetanensis from impoMed and domestic produce were reparted.

In June and July of this year, simultaneous outbreaks of £. coli O157:H7
attributed to alfalfa sprouts occurred in Michigan and Virginia. Over 70 peaple
were reportedly sickened with £. coli O157:H7 during the outbreak. On July 28,
1897, 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
Advisory Committee reviw the safety of aifalfa sprouts.

These outbreaks coupled with the outbreak of E. coli 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 attributad to imported produce and have created a concern on
the part of the American Public regarding the safety ot imported produce.

Therefore, this initiative is a logical extension of the Administration's 1998 Food Safety
Initiative.

Reaplaces question number 4.

There have been a number of foodborne illnesses over the past several years

traced to fruits and vegetables. Why hasn’t FDA taken action to protect
Americans from unsafe produce?
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FDA has taken a number of actions. These include:

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

In August 1887, FDA instructed the subcommittee ta prepare Good Agricultural
Practices and Good Manufacturing Practices for the fresh produce farming and
processing industry. The committee will make recommendations and will make its
report public next year.

USDA's Agricultural Research Service, in 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
foad safety control programs for the industry, new labeling for products, and education
programs for consumers and manufacturers. FDA also asked the industry as an interim
measure and as a voluntary public health service to their customers, to begin
immediate labeling of fresh apple juices and cider products with a statement of risk.

FDA has already begun an education program for fruit and vegetable juices.
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Replacements for Questions 5 and 6

Question S
Q-  How will the new guidance that you have asked the Secretaries to develop make our food
safe?

A - Under our new plan FDA wiil coordinate and work with industry to develop basic
guidance on how to minimize microbial food safety risks for fruits and vegetables.
Following this, FDA will coordinate and work with industry to develop science-based,
product specific good agricultaral practices and good menufacturing practices. Good
Agricultural 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.

Question 6

Q- Are the steps you are taking today sufficient to solve the problem or should we expect
agditional proposals in the future?

A -  We are committed to epsuning that the food we eat is sife. This action regarding fresh
fruits and vegetables is a further step 1n 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. 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 §fie-the Safety of Imported Fruits and Vegetabl

October 2, 1997 :

What is the President proposing?

The President is proposing two legislative and two executive actions that will further

L-gnsure-the safety of fresh 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
with those of the U.S. Second, the President will also provide the necessary funds in his _
F? bdseo el : . iﬂﬂ ltsplgltfmwoﬂ 1:.?2:5, con',for;::is z ¢ ')L
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Third, the President has asked the Secretaries of Health and Human Services and ,ot.ﬂ,f;:: :fi:
Agriculture to take additional steps to improve the safety of both imported and domestic
fruits and vegetables. Specifically, he has asked the Secretaries to issue within one year
guidance on good agricultural practices and good manufacturing practices for fruits and
vegetables. Byproviding i adards-foufoni >
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impro the agricultural and manufecturing practices of al tho,
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 countries to improve those practices, and prevent the

importation of unsafe produce, including 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.

Why is he proposing these actions?

There have been enormous changes in the produce department of the grocery store.
Thirty years ago, most produce sections only had around a dozen items year round and
that would increase 1o as many as 50 in the summer. Today, no matter where you live in
the United States, the chances age there are 400 or more items in the produce section and
they are there all year round eg i 3
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We have changed as well. Americans are eating more fresh fruits and vegetables than
ever before, and our nation’s health experts tell us we will live longer, better quality lives

as aresult. Qur environment is also changing. We are finding “new"” exotic bugs such as
cyclospora and E, coli O157:H7 on our food that once were not there.

SO made SRR I T e e n 3 T — =the

Why has the Administration waited until now to take these steps?

We are taking these steps now because they are the natural next steps in the President’s
long-term efforts to ensure the safety of the nation’s food supply.

One of the first challenges we faced after taking office in 1993 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 are putting in place for meat, poultry, and seafood is
greatly increasing our ability to make 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 to our food safety budget to fund a
nationwide carly-warning system for foodborne 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 foodborne illness.

This new initiative is the natural next step. With significant meésures already taken to

ensure the safety of meat, poultry, and seafood, we are now directing our efforts to the
produce consumed by Americans, :

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

First, it is important to remember that the experts in food safety have not concluded that

there is an increase in outbreakg of foodbomne illness in the U.S. that is the result of
imported food.
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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 get sick from the food they eat. The overwhelming majority

of these cases are what is known as sporadic illnesses. These illnesses are isolated cases
and are not caused by a single, specific contaminated food. An “outbreak™ of fondborne

disease is when many people become sick from being exposed to the same source 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 quickly responding to outbreaks of
foodborne illness that we often missed in the past.

Second)\he steps we are taking today are on top of other ae
already taken.~Rqr example, next week we will complete work on an FDA automated
QASIS (Operationgl-afid Administrative System for Import
Support). OASIS ties togetherelegtropicflly 435 ports of entry around the U.S. and
dramatically increases the efficiene A inspection efforts. In the past, some

fons the Administration has

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

Toda
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speed-limits. Under our new plan
govemmt food safety agencncs wi mﬁo-mdmky specific guidance that will
alert them to the potential hazards and the hezard-reducing steps they should take 3/

or example, FDA will issue guidance on good agricultural practices
t0 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.

Are 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 that the food that we eat is as safe as possible. It is
important to keep in mind that the steps we are taking today are adding additional layers
of protection to a food safety system that is already the best in the world. The steps we
are announcing today represent the best ideas of our experts in government and the
experts outside government in both industry and public health.
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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
FRUITS AND VEGETABLES

QUESTIONS & ANSWERS

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

Foodborne 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
foodborne disease outbreaks associated with fresh produce.

Why does there appear to be an increase in the number of foodborne illness outbreaks
attributed to fruits and vegetables?

There are 2 number of possible explanations for why there maybe an increase in the number
of reported foodborne diseases associated with fresh produce including (1) 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
insanitaty conditions that may oceur 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).

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 addttion, 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 that
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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 permit pathogens to survive and grow.

Why has FDA chosen this time to initiate a food safety program for fruits and
vegetables?

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 Hazard Analysis and Critical Control Point (HACCP) food safety
controls to seafood, meat and poultry. In 1997 the President announced & 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 10 address safety
concerus in the fresh fruit and vegetable juice industry. This action regarding fresh fruits 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.

What additional actions will USDA take to build upon this Presidential Directive?

Today's directive builds on previous actions the Administration has taken t0 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 of foodborne
outbreaks for both domestically-produced and imported products.

Additional actions will build on the progress made in the 1998 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 level, and enhance research and risk assessment.

How will FDA implement this pew 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) and Hazard Analysis and Critical Control Point (HACCP ) systems offer the 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. Foliowing this, the
agency will coordinate and work with industry to develop science based, product specific
GAP’s and GMP's.

= VAT
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What will USDA's role be in developing and supporting the new FDA guidelines (Good

Manufacturing Practices and Good Agricultural Practice) for fresh fruit and
vegetables?

USDA will work in partnership with FDA and the egricultural community in developing the
guidelines. USDA has a wide range of scientific and agricultura! 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

1. USDA and FDA wiil 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, handlers, and consumers and assist 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.

What is the industry’s role in 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 foodborne outbreaks and needed sanitation
practices to control contamiration. This information will greatly assist the industry in
develeping 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.

How will new GAP's/GMP’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 starage and distribution temperatures. '
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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 contamination 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 can be used to eliminate or reduce levels of pathogens on frunts
and vegetables.

What role will education play under this 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 can make the product unsafe, and
understand the controls that are needed. USDA and FDA will develop and implement
grassroots outreach and education prograrns that take into account the difference in crops and
regional operations, types of processing, and retailing practices. In addition, consumers will
be provided with information to better understand safe food handling and preparation
practices in the home.

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

USDA's network of agencies and programs that operate on a grassroots level, provides an
effective, efficient and farmer-friendly interface for the development, delivery, and ultimate
evaluation of appropriate agricultural practices for specific commadities on a regional or
localized basis. Appropriate USDA-supported agencies with extensive farmer outreach
capabilities include, but are not limited to, Cooperative Extension, the network of Agricuitural
Service Centers, county and regional Farm Agency offices and local conservation districts.
FDA and USDA will take advantage of this network of agencies and programs in
implementing their outreach and 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 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,
as well as domestic products. It should be noted, however, that the sources of contamination
of the fruits and vegetables involved in the foodborne outbreaks have not been determined
in most instances; i.¢., it is not known where in the food distribution ¢hain from farm 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.

el VAV
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How could USDA assist in monitoring and testing domestic and imported fruit?

USDA could expand the scope of its nationwide, statistically valid pesticide residue
monitoring program for domestic and imported fresh fruits and vegetables, the Pesticide Data
Program (PDP), to develop a scientifically-sound microbiological surveillance program for
foodborne pathogens and spoilage microflora on domestic and imported produce. (NOTE:
This requires new funding and has not been approved.) These data would provide very useful
baseline information. '

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 30% of importation documents and the physical examination of approximately
3% of the products.

Does 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.

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

New regulatory authority and an enhanced budget will aliow 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 information, 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.

What effect will this new strategy have on FDA’s ability to assure the safety of
imported produce?

This initiative will allow FDA to assess the food production, transportation and handling
practices in place in importing countries. This information will enable FDA to better identify

5
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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.

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

No. FDA'’s Seafood HACCP regulation has provisions which aliow individual producers and
processors to provide information directly or through competent third parties that they are

meeting FDA safety requirements. These regulations will provide a model for any future
actions.

How will USDA monitor potential food safety 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
information that will target our inspection and testing resources that food being shipped to
the United States is safe.

How will USDA assist exporting countries?

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

You've told us on numerous occasions that the United States food supply is the safest
in the world. Has something 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 foodborne pathogens, new food products, changing
technologies, and increasing antimicrobial resistance among foodbome pathogens present new
chalienges to the nation’s food safety program.
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24,

25,

26.

27,

Even though this legislative proposal amends the Faod, Drug, and Cosmetic Act,
doesn’t the Senate Agriculture Committee have an interest because of the international
trade aspects.

Congressional procedures will determine the bill's committee assignment. Government
witnesses from 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
information at hearings.

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 term “equivalent” has a
specific meaning under the World Trade Organization 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.

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.

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 tmported
produce must meet the same strict standards as for domestic produce.

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

7
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in Full-Time Equivalents (FTEs). We would not rule out alternatives, provided they are
consistent with the World Trade Organization agreements. The Administration is proposing
to increase FDA resources through additional appropriations for additional food safety
activities, including overseas inspections.

Will you require HACCP for fresh 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.

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 only a limited number
of firms may be designated as equivalent, and the U.S.-owned farm, if it meets the safety
criteria, could be on the list of companies allowed to export to the U.S.

Wouldn't country of origin lzbeling be just as effective in pratecting 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, sc the consumer cannot infer
safety or lack 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.

Has FDA ever taken action against a farmer? Do you have 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 anima! 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 identifying the source
of the problem and removing unsafe food from commerce.

8
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How 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
GMP's for food processors—we have regulations 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.

Why do you need a bill? Doesn't FDA have this authority now? What about the
Public Health Service Act and its authority over quarantine for communicahle 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 legislation will 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 poultry laws' provisions. Legislation is a much stronger
response by the Administration and the Congress to the foad safety concerns that have been
raised.

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 comrect
deficiencies in Production practices or foreign monitoring and enforcement programs. In
addition, the U.S. serves in leadership positions in international food safety standard-setting
organizations.

Does FDA have sufficient authority (o enter into bilateral agreements concerning food
imports with foreign countries?

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

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

How will the Administration ensure effective 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 Alimentarius, an
international standard-setting organization for food).

How do you resolve the tension between food safety 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.

What assurance can you offer that food imports under a “fast track”™ system would be
no 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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SUBJECT: Food Safety Initlative--DECISION

PURPORE

During the receat budget briefings, I mentiocned the urgent need
for a comprehensive Federal policy for food safety. This
mamorandum is intended to explain that concept in mwre detail,
and to recommend that the Department embark upon such an
initiative as soon as possible.

INTRODUCTION

The Food and Drug Administration is the lead £ood safety agenty
within the Pederal government, through its enforcemant of the
broad topd safety provisiouns of the Food, Drug, and Cosmetic Act
of 1938. Although Theodore Roosevelt spur passage of the
first Pederal food law in 1906, that law wag "updated*® in 1938 teo
form the curremt food statute, whose provisions have rezained
essentially unchanged since enactment.

The food supply, however, hags changed dramatically since 1938,
Pood technology has became *high tech;® food proceseing _
operatiocns are increasingly large scale and centralized; and
market-driven innovations in product formulation, processing and
packaging have vagtly increaged the sheer numbar of food producte
¥FDA ragulates. PFood consumption patterns are also different,
with, for axample, the graat increass in restaurant consumption.

'OI oguzge, thore axe othex significant agencies involved in food

safety--USDA nrﬂ.nul asat and poultry, CDC caxziss ocut the Federal
guvarnaent ‘e epidemiologicsl surveillance, EKFA spproves pesticides foxr uste am
food orops., and the Maticnal Marine FPishariss Sarvices overssss sesafood {0
conjunctiom with FDA, -

lﬂn Pures Pood and Drug Aot cxeatsd FPDA's forerunnay ia the Agrisulture
Pepartment to regulate most foods) ths Meat Inspeation Act gave autbority over
asat aad pouliry to snother part of USDA. FDA was given its current name in
1930 snd sransfeized to KNS' predecessor Sepactment io 1940,

leE Prepared by:FDA:WHubbard:3/3/93: (301)443-5004§

maPy




SENT BY:OFFICE OF THE CMMSR  : 9-30-97 :10:42AM :FDA OFC. EXEC. SECRE-  8Cl & TECH POLICY:#11/17

Page 2 - The Secretary

Accompaniing these changes in food processing and consumption has
been a rise in foodborne illnesses, caused by many factors (e.g.,
nav pathogena, changes in food handling, increased trangport o
food over long distances, environmesntal pollution and increased
use of chemicals that can contaminate foods). Finally, unlike in
the pre-World War II era, many foods are today imported from
other countries, whose food safety standards are in scoe cases
inadequate to ensure that foods are protected from contamination.

In the yearas since the Act's passage, food gafety has been a
potent issue in this country. 1In the 19508 there was great

lic concern about pesticide and food additive use, culminating
n amendments to the Food, Drug and Cosaetic Act authorizing FDA
to set limits on ticides and to appxove food additives (and
leading the Eis er Adminigtration to double FDA'S staff).
Publication in 1962 of Rachel Carson's bestseller Silent Spring
generated great consumer anxiety about pesticides, and prospted
the Kennedy Administration tc again increase FDA's sige,

Throughout thae 19708 and 80s there were pariodic public scares
about food contaminations. MNMany have been °*false alarme® (such
as the Alar in apples incident) that have obscured the very real
threats to food, usually causged bi microbjiological agents that
take advantage of inadequate guality control procedures.

Despite the many years of growth and change in the food supply,
the statutory atructure for ensuring food safety has remained
essentiazlly unchanged since 1938. Over the years plecemeal
amendments have been made to solve individual problems, creating
a patchwork of statutory directions. We believe it is now time
to prepare the food supply for the 31st century by modernising
our food safety lagislation and the regulatory system.

The taxm "food safety®™ has bean used generically for years to
¢over a number of problems and challenges related to food and
health. It includes, for both domestically-produced and imported
foods, isaues such as the following:

o Foodborne bilological hazards such as galmopella in eggs,
Liastexria in dairy products, cholera in shellfish, R. coli in
meat, and many other pathogens that threaten health;

o Chemical contaminants, such as heavy metals and pesticides
{both those registered by BPFA for agricultural use and ones
of public health concerm that are persistent environmental
contaminante, e.g., lead);

o Natural contaminants, such as aflatoxin, a carcinogen that
is often found in grain and peanuts;
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o Drug residues in animal productg for human congumption, such
ap antibiotics in milk or meat;

o New foods made using biotechnology that will change the
nature of food we consume in the years abead;

o New food componants, such as tha "fake fat,"® Olestra, that
we are now reviewing for marketing approval, that will have
major impacts on dietary pzxactices if approved.

o Improper consumar preparation of foods, which is the most
commen cause of foodborne illness (such as chopping salad
ingredients on a cutting board after using the d to
prepare raw chicken); and

o New food processing and packaging technigues that will make
substantial coatributions to food storage and consumer
convaeniaence, yet will also challenge both thae food industry
-and FPDA sclentiste to understand their poseible effects upon
bealth (e.g., the affects of microwaving on food packaging).

As well meaning as attempts in recent years have been to addrese
the food pafety dilemma, there remains much room for improvement.
The public continues to have high axpectations for the
performance of food safety regulatory agencies and the U.8.
continues to face a significant public health threat from
foodborne illness. Witnessa, for example: .

o CDC estimates that over %,000 people die each year from
foodborne illness, caused principally by microbiological
contamination (although least often from commercially
procesaaed foods) .

o A recent st by PDA's Centar for Food Safety and Applied
Mutrition estimated that there are at least 24 million, ana
perhaps as many as 81 million, casaes of foodborne illnass
per year.

o The health care costs assoclated with foodborne illnass are
enormous. One estimate of the annual coats asscclated with
one camxon pathogenic illness, salmonellosis, ig about §2
billion, and total costs of foogborne 1llnesses are probably
well over $10 billionm per year.

‘l.uun disense fwem fooddorae scurces is gensxally preventables., any
rescurces speut on prevention-rslated ressarch, surveillance and publiec
sducation would be only a fraction of the cost otherwise borme by the economy
vhen digesse caaurs.
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o USDA is now reporting to us about 6,000 cases each year of
improper drug residues in meat and poultr{ (USDA regulates
the meat; FDA regulates the use of drugs 1ln food-producing
anixals). This been exacerbated by greater
concentrations of producers in recent years, which has led
:gdygre extensive spread of disecase and dxug use in hards

locks.

o The safety of fish and other seafood is iucraaaingl{
questioned by consumer groups and Congress, and calls have
been made to move secafood ragulation to USDA. ([The safety of
meat is aleo being questioned, and there are calls to
transfer meat regulation to FDA or an independent food
agency.] Also, new drug residue concerns in seafood axe
emexging from the rapid growth in aquaculture (in which
farm-raiged fish are given drugs with their feed).

o Imports of foods from other c¢ountries are growing rapidiy,
now up to over 2 million "entries” per year, posing an aver-
increasing challenge to our ability to ensure that those
foods are safe and wholesomwe, In fact, we can only iangpect
under 10 percent of food imports and, of those inspected,
thousands must be "detained" as being in violation of our
standardse.

© The cumlative effect of years of exposure to pesticides and
other chemical contaminante is uncerxtain, but public concern
about those food contaminants has reémained high for a
genaration.

o Hardly a month goes by in which there is not a public scare
over the latest contaminant in food -- Alar in apples,
aldicard in watarmelon, BDBC in flour, PCBs in fish, lead in
ceramicware, cholera in shellfiash, dioxin in food packaging,
salmonella in egge, Listaria in cheese, and mors (many of
which are not true health problems, but are perceived as
such b{ the public). The K. coll incident in washington
state ig only the latest in a long serias.

o There are enormous irefficiencies in the current food
protection systam. Vyor one ¢xample, FDA, USDA, and state
agencies duplicate efforts in some areas. PFor another, ¥DA
vastes resources attacking problems with antiquated
enforcement authority (for example, having to go to a U.8.
Attorney to seek judicial seisure of a cootaminated food
when nost agencles could merely detain it administratively).

o Although our principal concera should be public health, you
8hould know that the United States hag an annual export
surplus of $8 billion, and foreign buyers are increasingly
a-kingztor governmant “certification® that U.8. foodstuffas
are safe.
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Years of experience with foodborme public health threats and with
roiulation of the food supply, as well as numerovus public and
private reports on food safety, have suggasted that there are
additional steps that may be appropriate tc adequately ensure the
safety of our Natiom's food supply, including:

1) A uUniform National System of Pood Safety Asdsurance - We need
to design a system under which the food induatry subscribes
to a camprehensive food safety assurance program to i{mprove
both efficiency and effectiveness, which would govern the
handling, processing, transportation, and preparation of
food, and that would focus on the areas vhere we know food
is mosr likely to become contaminated or otherwise
threatened (e.g., adequate refrigeration in holding and
shipment; adegquate protection from chemical contaminants,
pests, and pathogens; and adequate handling and cooki
dur::z processing). If implemented, this should camprige a
coordinated regulatory framework encaompaseing the states,
HES, USDA, and other agencies concermed about food safety.

2) Autherity tg Protaect the Public - PDA lacks many of the
modern enforcament toolg available to virtually all other
Federal regulatory agencies. For exanmple, the agency 1is not
authorized to detain a contaminated product, cannot require
food firmg to register, lacks explicit authority to inspect
the records of a food processor, and cannot order a recall
of a product known to pose a health threat.

3) Ipspection and Sampling - while the food industry has grown
enormously io recent years, and imported foods have
increased substantially, PDA's inspectional resources have
baan reduced. We do not have tha resources to ingpect many
food processing facilities regqularly (cm average, every
eight yeaxs), and inspect only a tiny fraction of imported
foods. In addition, PDA has lacked the rescurces to take a
proactive role in the grovigg internationalization of food
commerce, tO engure that £ imports are safer at the
source.

4) gther Needs - There is great need for additional research
into the nature and biological actien of pathogens, for
batter analytical methods to test for the presence of
chemical and biological contaminants, and for more training
for the state, local, and Federal inspectors who are charged
with identifying such threats.
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THE POOD SAFRTY INITIATIVE

Dg:gice the years of public disagreement about how to rasolve the
£ safety problems, I believe that the basis for a new program
axists that can hava an enormously beneficial impact on Lealth
with little or no additional taxpayer funding. The program would
invelve three principal elements to strengthen ¥YDA's role in
1m£§oving food safety. These elamants can be summarized as
follows:

Rogulations to Ensuza Quality Conlxol

We should promulgate new regulations that would reguize food
producers, processors, transporters and retailers to prepare
plans for controlling hazaxds within their operations.

These regulations would be based on the proven concept of
*HACCP*® - -Easard Analysis Critical Contxol Points--which
focuses on critical points in food processing that might
permit food to bacome contaminated. The regulations could
be tailored to each segment of industry, yet be national in
scope to ensure consistent, uniform protection of the food
-ugply. e believe we can build strong industry support for
a broad BACCP program. In fact, we are working now with the
National Piskheries Institute (the seafocod industry tradae
association) on a mandat HACCP program for seafood
processors that will greatly improve seatood safety.

Haow Btatutory Authoxrity to Comtrol Food NARArds

We should seek new authorities to ensure safe food handling
and preparation, for exampla:

- to require food producers and handlerg to register
their facilities, so that we know whers food is being
produced and held, and by whom;

- to authorise PDA to raquire that all food producers,
trangporters, and retallers establish and maintain a
camprehensive program to ensure the safety of the foods
they handle--thus enabling FDA to positively certify
thelr products for domestic and international comerce;

- to authorize FDA to refuse entry to food rts where
the food safety inspection system of the originating
country is not equivalent to the U.8. system and the
food handler has not registered with FDA, does not have
a HACCP program, or has refused VDA access to ingpect
the manufacturing facility:

- to permit an ingpector to review a foocd producer's
processing racords;
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- to authorize FDA inspectors to detalsn a suspact food
until its safety can be determined;

- to allow PDA to order the recall of a £food found to be
hagzardous to health;

- to give FDA the flexibility to seek punishment for
offenders short of criminal action, that is, to impose
¢ivil penalties as an intermediate deterrent; and

- ' to authorise the collection of ugser fees for some of
FDA's food safety efforts, as described below.

Inoresgad Rescurces to Protegt the Food Supoly

The lavel of effort to protect the food supply has simply
not kept pace with the increasing size and complexity of the
food industry and tood imports. TIndeed, as ona comparisgon,
'USDA has 9000 loyees davoted to the inspection of meat
and poultry, while FDA has 770 for the entire raest of thae
food supply. We need to increase damestic inspections,
import covexage, overseas inspections and standard setting,
and othar related activities such as HACCP daevelopment,
reseaxch, and mathods developmant. We are now examining
those needs in detall so as to arrive at estimates of thelr
likely costs.

I am keenly aware of the limitations on new funding for any
Federal program. However, I belleve we can develop a s&trategy
that accomplishes our goals without seeking new appropriations.

Fizst, there are areas of food protection that are appropriate
for ueser fees. Last year ths drug industry agreed to support
user fees for increased FDA zegources for drug reviews. That
program promises to significantly reduce the time it takes to get
nav theraples on the market. In the food gsafety area, there are
thre¢ sourcas of user feas that I recommend we consider--import
examination, export certification, and establishment
registration. Impooing an import fee merely requires that
foreign importers pay for FDA to ensure that their foods are of
sufficient quality to enter the United States. BRxport
certification is a service pravided to American exporters that
provides a significant banefit to those exporters, by certifying
to foreign governments that an American food export would be of
acceptable quality in this country., Bstablishment registration
fees would support the cowts of registering a food processing
facility with the FDA. We beliave all of these fees can be
designed to generate sufficient funds without creating an undue
burden on food production or international trade.
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In additien to funding, we may bhe able 0O greatly enhance the use
of exieting resources with more moderno inspection and enforcemeat
powers. Algo, the states have food safety irograms. and it
should be possible to design programs in which Fedaral and state
officials ensure against duplication of affoxt while also
improving coverage of the food supply.

Finally, USDA has substantial numbezs of employees nationwide
involved in all aspacts of food production and marketing--not
only meat inspection, but also insect control, land management on
farmg, grading of agricultural products, and other agriculture
related activities. I recommend that we approach Secretary Bspy
about factoring joint HHS-USDA food safety protections into his
comprehengive review of USDA's organisation and mission, and that
we axplore ways of batter coordinating HHS' and USDA's food
safety activities. Indeed, Mr. Espy has said that meat and

ltry safety--uging the HACCP principles we are recommending--

hI;{ on his list of priorities. The Centers for Disease
Control should be a part of any such discussions, as their role
in epidemiological survelllance and disease prevention is an
important part of protecting the public from unsafe foods.

RECOMMENDATION

X believe that food safety reform ls egsential to carrying out
FDA'S mission of protecting the food supply and the public
health. It will have the ancillary benefits of strengthening the
integrity (and thus competitiveness) of Amarican agricultural
exports and of lowering health care coats. Accordingly, I
recomuend that you announce, in consultation with Secretary Rapy,
that the Adminigtration will initiate a compreheasive overhaul of
the food safety assurance program--a program that will include
new regulatione requiring Quality assurance programs based on the
HACCP concept, nav legislation to strengthen FDA's enforcement
authorities, and statutory authority to aseess user fees to fund
the new food safety program.

Dr. Lee and I are available to discuss these recommendations with

you at your convenience.
LN

vid A. Xessler, M.D.
Commigsioner of Food and Druge

DECISION
Anmnounce and implement a new food safety initiative as proposed.

Concur Nonconour Date
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BUBJECT: Yood Safety Initiative--ACTION

EUREQSE

Duzxing the recent budget briefings, I mentioned the urgent need
for a comprehengsive Yederal policy for food safety. This
wemozrandum is intended to explain that concept in more detail,
and to request a briefing with vou on this subject as soon as
possible.

INTRODUCTION

The Pood and Drug Adminigtration is the lead food safety agency
within the Fsderxal govermment, through its enforcement of the
broad food safety provisicns of the Food, Drug, and Cosmetic Act
of 1938.'! Although Theodore Roosevelt spurred passage of the
first Pederal f£ood law in 1306, that law was “updated® in 1938
to form tha curzeat food statute, whose provisions have remained
esgantially unchanged since enactnment.

The food supply., however, has changed dramatically since 1§38.
Food technology has become "high tech;® £00d precessing
operations are increasingly large scale and centraliszed; and
market-dxiven innovaetions in product formulation, processing and
packaging have vastly increased the sheer number of food products
¥DA regulates, Yood conspumption patterns are also diffaerent,
with, for example, the great increase in restaurant consumption.

0 course, there are other signifiocant agencies involved in food
satety--USDhA regulates msat and poultyry, CDC carries out the Federsl
govarnument ‘s spldemiological surveillance. EPA mpproves pastiocldes for use on
food cxops, and the National Marine risheries Jervices regulates seafood in
conjunction with POA.

I™e Puxe FYood and Drug Act exeated FDA’s forarurmmer in the Agriculturs
Department to ragulate most foods) the Meat Inspedtion Act gave suthority over
meat and poultry to aother part of USDA. FDA was givem its currant name in
1930 and was trsnsfexxed to NS’ predecessor Department in 1540.
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Accompanying thess changes in food processing and consumption has
bean a rise in foodbozrme 1llnesses, caused by many facters (e.¢.,
naw pathogens, obanges in food handling, increased transport of
food over long distances, envirommental pollution and iuncressed
use of chemicals that can contamninate foods). V¥inally, unlike in
the pre-¥orld War II exa, many fcods are today laported from
othexr countries, whose food safety standaxds sre in some cages
inadegquate to ensure that foods are protected from contamination.

In tha yeaxs since the Act’s enactment, food safety has been a
potent issue in this country. In the 1950s there was great
public concern about pesticide and food additive use, culainating
in amendments to the Food, Drug and Cosmetic ast aunthorizing FDa
to set limits on pesticides and to approve food additives (and
leading the Eigenhower Administration to double FDA’B staff),
Publication in 1962 of Raachel Carson‘s bestsellex gilent Spring
generated gxeat consuner anxiaty about pegticides, and prompted
the Kennedy Administration to again inorease FDA‘s piss.

Throughout the 19703 and 808 there were periodic public scares
sbout food contaminaticng. Many bhave been "falss alaxma* (such
as the Alar in apples incident) that have obscured the very real
threats to food, usually caused by microbiolegical agents that
take advantage of inadequate gquality control procedures.

Despite the many years of growth and change in the food supply,
the statutory strugture for ensuring food safety has remained
essentially unchanged since 1938. Over the years plecensal
anendments have been made to solve individual problems, creating
a patchwork of statutory directions, We believe it is now tinme
to prepere the food supply for the 32lst century by modernizing
our food safety legislation and the regulatory systam.

8 B ETY BAZARD

The texm "food safety” has besn uxed gensrically for ysars to
cover a number of problems xelated to food and health. It
includes, for both dosestically-produced and ixported foods,
issues such as the following:

° Foodboxzne biological hazards such as paimonella in eggs,

Listeria in dairzy products, cholera in shellfish, B. coli in
meat, and many other pathogens that threaten heoalth;

o Chemical contaminaants, guch as heavy metals and pesticides
{both those registexed by BPA for agricultuxal use and ones
of public health concern that are persistent enviroanmental
contaninants, e.g., lead);

o Hatural contasminants, such as aflatoxin, a carcinogen that
is often found in gzain and peanuts;:
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o Drug residues in animal products for human consumption, such
as antibiotics in milk or meat)

o New foods made using biotechnology that will changa tha
nature of food we consums in the years ahead;

o Maw food componants, such as ths "fake fat" Olestra that we
are now reviewing for marketing approval, that will have
major impaots on dletary practices if approved.

o Improper consumer preperation of foods, which is the moat
common csuse of foodborne illness (such as chopping salad
ingredients on s ocutting board after using the boarxd to
prepare raw chicken); and

) New fo0od pzocessing and packaging techniques that will make
substantial contributions to food storage and consumesr
convenience, yet will also challenge botk the food industry
and FDA scientists to understand their possible effects upon
health (e.g., the effects of miocrowaving on food packaging).

TEER COSTS OF WAILURE TO SOLVE THE PROBLENM

A8 well neaning as attempts in recent years have been to addxass
the food safety dilemma, there remains much room for improvement,
The public continues toc have high expectations for the
performance of food safety reagulatory agencies and the U.§,
continues to face a significant public bealth threat from
foodboros illness. Witness, for exaxple:

o CDC estimates that over 9,000 pecple die each ysar from
toodboxne illness., caused principally by
microbiologicel contamination (although least oftex
from commercially processed foods).

o A recent study by FDA’s Centexr for FYood Safety and
Applied Mutrition estimated that thare are at least 24
milliom, and perhaps as many as 81 million, cases of
foodborune illness per year.

() The health care costs assoociated with foodborne illness
axe enormoud. Oone estimate of the annual costs
asgsociated with one common pathogenic illness,
saluonellosis, is about §2 dillion, and total costs of
foodborne illuesses are probably well over $10 billion

per year.’

JBecause disease fxom foodborne souxves is gemerally praveatable, any
resouxces spant on preavantion-related xesearch, surveillance and public
sducation wounld bs only a fraction of the cost othervise bozma by the sconcmy
when disease cucurs.
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o USDA is now reporting to us about 6,000 cases each vear
of improper dxrug residues in meat and poultry (USDA
regulatas the meat; FDA regulates the use of drugs in
food-producing animals). :

o The safety of fish and other seafood is increasingly
questioned by conspumer gxoups and Congress. and calls
have bean mads to sove seafood regulation to USDA. [The
safety of meat is also being questioned, and there ara
calls to trangfer meat regulation to YDA or an
idepesndent £ood agensgy.)

o Iaports of foods from othex countries ere growing
rapidly, now up to over 2 million "entries®" per year,
posing an ever-increasing challenge to our ability to
enpure that those foods are sofe and wholesome, In
fact, we can oaly iaspect under 10 perceat of food
inpoxts and, of those inspsctsd, thousandsg must be
*dstained" as being in violation of cur standards.

0 The effect of years of exposurs to
pesticides and other chemical contaminants is
uncertain, but public concern about those food
contaninants has remained high for a generxation.

0 Hardly a month goes by in which there is not a pudblic
scare aver the latest contaminant in food -- Alar in
apples, aldicarb in watermelon, BDBC in flour, PCBs in
£fish, lead in ceramiocwars, cholexa in shellfish, &ioxin
in food packaging, salmonella in eggs, Listeria in
checse, and more (many of which are not a true health
problea, but are perceived as such by the public). The
E. _Coli incident in Washington i@ only the latest in a
long series.

Years of experiance with foodborne public health threats and with
regulation of the food supply, as well ag numercus public and
private xepoxts on food safety, bhavs suggesated that there are
addictional steps that may be sppropriate to adequately ensure the
safety of our Natlon’s food supply, including:

1) A Uniform National System of Food gafety Aspurance - We need
to considex whether to mandate that all segmeants of the food
industry subscribe to a comprehensive food safety assurance
program which would goverm the handling, processing,
transportation, and praparatiom of food; and that would
foous on the areas where we know £ood is most likely to
becons contaminated or otherxwise threatened (e.g.. adeguate
refrigeration in holding and shipmant; adequate
protection from chemical contaminants, pests, and pathogens;
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adequate handling and cooking during processing). 1If
izplemented, this should comprise a coordinated regulatory
franework encompassing ths states, HHS, USDA, and other
agencies concerned about food safety.

2) Aunthoxity to Protect the Public - FDA lacks many of the
modezn enforcement tools available to virtually all other
Pederal regulatory agencies. Por example, the agency is not
suthorised to detain a contaminated product, cannot require
food firms to register, camnot lngpect the records of a food
processor, and cannot ordar a recall of a product kanown to
pose a health threat.

3) ;glnggg;gg,%ng_gggpligg - While the food industry has grown
 enormously ia recent years, and imported foods have
increased substantially, ZDA's inspectional resources have
been reduced. We do not have the resources to inspsct many
food processing facilities regularly (on average, every
sight years), and ingpect only a tiny fraction of imported
foods.

4) %;gg;_ggggg - There is great need for additional research
nto the nature and biological actiom of pathogens, for
better analytical methods to tast for the presence of
chemical and blologioal contaminants, and for more training
for the state, local, and rederal inspectors who are charged
with identifying such threats.

THR D ETY

Despite the years of public digagreement about how to resoclve the
food safety problems, I bhelieve that the basls for a new program
exiets that can bave an enorsously beneficial impact on health
with little or no additiomal taxpayer funding. Our current
thinking involves three principal elements to strengthen FDA's
role in improving f£ood safety. These elaments can be gummarized
as follows:

lati a 1

We should congider the need £or new regulations that would
requirxe food producers, procesgors, transporters and
retallexrs to prepare plans f£or controlling haxarde within
their operations., 1If promulgated, these regulations could
be based on the proven concept of "HACCP®--Hazard Analysis
Critical Control Points--which focuses on critical points in
food processing that might permit food to bacons
contaminated. The regulations could be tallored to each
segment of industiy, yet be natiocmal in scope to ensure
consisteat, uniform protection of the £o0o0d supply. Wwe
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believe we could build strong industxy support for a
wideapread HACCP Drogram, In fact, we are working now with
the National Pisbexies Institute (the industry trade
association) on a mandatory HACCP? program for sealood
processors that will greatly improve seafood safety.

X : ards

We should examine what new authorities are needed to asnsure
safe food handling and preparation, for example:

- to require producers to register their facilicies, so
that we know by whom food is being produced;

- to authoxrise YDA to require that all food producers,
transporters, and retailexs establish and maintain a
comprehaensive program to ensuxe the safety of tha foods
thay bhandle)

- to suthorise FDA to xefuse entry to food impoxts where
the food safety inapeotion system of the originating
country is not equivalent to ths U.8. system and the
food bandler has not reglistered with FDA, doas not have
a BACCP program, or bas refused YDA access to ingpect
the manufacturing facility.

- to permit an inspector to review a food producer’s
processing recoxds)

- to suthorisze FDA inspectors to detain a suspect food
until its safety can be determined);

- to allow FDA to order tha recall of a food found to be
hazaxrdous to health;

- to give FDA the flexibility to seek punishment for
offendexs short of coriminal action, that is, to ispose
. c¢ivil penalties as an intermediate deterrent;

- to suthorise the collecticn of usor fees foxr some of
¥FDA‘s food safety efforts, as described below.
Zncreaswd Resources to Protect the ¥ood Supply

The level of aeffort to protect the food supply has simply
not kept pace with the increasing size and complexity of the
food industry and f£ood imports. Indeed, as one comparison,
USDA bas 9000 exployees devoted to the inspesction of meat
and poultxy, while FDA has 770 for the eantire rest of the
food supply. We need to inarease domostic inspections,
import coverage, snd other related activities such as MACCP
development, xeseaxrch, and methods developaent. We are now
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examining those needs in detail 80 as to arrxive at estimates
of their likely costs.

HOW CAN ¥QOD SAFRTY IMPROVEMENTH BE FUNDED?

I am koenly aware of the limitations on new funding for any
Pederal program. However, I believe we can develop a strategy
that accomplishes ocur goals without secking new appropriations.

Fizrst, there axe areas of food protection that are appropriate
foxr user fees. Last year the dxug iadustry agread to support
user fess for inorsased YDA resources for drug zeviews. That
progran prxomises to significantly reduce the time it takes to get
new therapies on the market. In the food safety area, thars are
three sources of user fees that I recommend we consider--import
examination, export cextification, and establishment
registration. Imposing an import fee mexely requires that
foreign impoxters pay for FDA to encure that their foods are of
sufficient quality to enter the United gtates. Export
certification is & service provided to American axporters that
provides a sigunificant benefit to those exporters, by cerxtifying
to foreign governmants that aan American food export would be of
acceptable quality in this country. Nstablishment registration
is marely a fes to register a £004 processing facility with the
FPDA. We believe all of these fees can be designed to generate
sufficient funds without ¢reating an undus burden on food
production or intermational trade.

In addition to funding, we may be able to greatly enhance the use
of existing resources with more modexn inspection and enforcenment
powers. In addition, the states have food safety programs, and
it should be possible to desigm programs in which Foderal and
state officisls ensurs against duplication of effort while also
inproving coverage of ths food supply.

Pinally, USDA has substantial nuxbders of enployeaes nationwide
involved in all aspects of food production and marketing--not
only meat ingpectiom, but aldo insect control, land management on
farms, grading of agricultural products, and other agriculture
related activities. I xecommend that we approach Secretary RBspy
about factoring joint HHE-USDA food safety protections into his
comprehensive review of USDA’s organixation and mission. Indead,
wa understand that Mr. Espy hag meat and poultry safety high on
his 1ist of prioxities, and intends to sesk & meeting with you to
diascuss food safety. 7The Centers for Disease Coantrol should be a
part of any such disouseicons, as their role in epidemiclogical
survaeillance and disease preveantion is an 1npo:tunt part of
protecting the public frxom unsate foods.
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RECOMMENDATION

XY believe that food safety reform is essentisl to carrying out
YDA’‘s mission of protecting the food supply and the public
health. Tt will have the anaillary bexefits of strengthening the
integrity (and thus competitiveness) of American agricultuzral
axports and of lowering health care coats. I recoxxend that we
brief you and your senlor staff oo these concepts as soon as
possible, with the goal of announcing a domprebensive
legislative/regulatory food safety plan this spring.

DECIGION
Schedule a brj.oﬂng with PDA officlals as soon as possilkble.

Conttur____________NOonconcux Date

AN

vid A. Kessler, M.D.
cnmissionexr of ¥ood and Drugs




09/29/87 11:41 o @ool

T\"'-w \A-S | ey

New vl T
Q&A on the Safety of Imporled Food e Yook Ti ey

}?W} September 29, 1997 aacl i whiahed

Q:  Tsincreaged international wrade going w introduce added risk to the U.S. food supplys

Al No. Fqod on U.S. grocery shelves produced either in the U.S. or overseas are both
CH | extremaly safe. In fact, our nation’s food supply today is probably the safest it has ever
beerk we are working to make it even safcr : +
Thaw eHb all bl on Tl Y IM(»'M\.M, m'\w\u.:r
rDuﬁag-fbe-}asﬁoumd—haif-yeMe Clinton Administration|has-tekerrsipaificant-steps
;ﬁr To strengrhéirour entire food safety systerm. With the help of the Vice-President’s
National Performance Review, wg have fundamentally improved the way we ensure the
ﬂ_ safcty of meat, poultry, and seafood. We have also put in placc important new N
‘+ 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 [ood safaty.
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wil] alsd he qendmg lcglslatzon to Congress (hat wdl go fong way 0 ﬁl]mg the
remauung gaps in our tood safety system Cbpemﬁcally, he has asked the SBCI'Elaneb to

or fruits and vegetables, the gulda.nue will improve the agr Lcultural and manufacturmg
practices of all those, foreign and domestic, seeking to sell produce in the U.S., market. ]

> The legislation Mﬁwama@n authorize the FDA 0

q_]—z halt imports of fruits, vegctables, or other food from any foreign country whose food
CurRuad safety systems and standards are not on par with those of (he U.S. Thc President will also
provide the necessary funds in his FY99 budget to enable FDA to expand dramatically its
B mtc‘:‘l;auorkl"al inspection 'orcc,f So Par Wk s e wohe gusd e ¢y T Wew
Why hasn’t the Adminsitration acted sooncr? Are these steps being taken now only G-'/
because of the Administration’s interest in passing fast-track legislation? |
dammt 1, Tl ?wnlm“‘
A No, we are taking these steps now because they are the natural next steps of-the Lewy- S eHnb
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One of the first challenges we faced after takmg office
in hamburgcr in the northwest, Many.chil
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HFE R joa
e recommended tlmt'W{ replaw‘our old T+

system of responding to problems only a&er they occur with a new system to prevent
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problems before they occur. That system, which we are putting in place for meat,
poultry, and scafood,and-seenwitl-be-expanding-to-oth oedtretia

56 be-axpanding-te-oth o is
greatly increasing our ability to make surc food is safe.

In January, we announced several additional steps to improve the safcty of our food. The
President asked Congress to add 543 million (o our food safety budget to fund a
nationwide early-warning system for foodborne illness, increase seafood safety
inspections, and expand fovd-safety research, training, and education. We are hopeful
Congrcss will provide the funds we requested and beginning next month we will be using
that money to further reduce the incidence of foodbome illness.
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Food Imports and the IDB
Background Paper

Issue:

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 IDB has financed programs in Latin Amcrica to support plant health.
Areas of concentration have included control and eradication of the mediterranean fruitfly as well
as the tristeza virus in citrus fruits.

Starting in 1997, the IDB began 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; conirol and eradication of hoof-and-mouth disease; promotion of biological
pest control to reduce costs and environmental damage; and control of scabies (affects wool
production 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 inciude:
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.

2003 Jo1440 s 4dl 219¢ £29 202 £e 60 L6/DE/B0
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2nd DRAFT --- 130 p.m.
ASSURANCE OF MICROBIAL FOOD SAFETY
FOR
FRUITS AND VEGETABLES

QUESTIONS & ANSWERS

O - Why is there a concern about the safety of fruits, vegetables and produce?
Fruits and vegetables are safe and are a key part of 2 healthful diet. However, over
the past two decades continual improvements in the surveillance of disease
outbreaks have documented an increased in the incidence of foodborne illness

attributed to the consumption of fresh fruits and vegetables.

a 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 possibie 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.

O What is the industry doing to address these concerns?
The fruit and vegetables industry has taken a leadership role in the effort to
minimize food safety risks. They have developed voluntary safety guidelines for
various types of product and segments of the industry 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 information will

greatly assist the industry in developing and implementing their enhanced sanitation

Seplember 24, 1997 , 1 c:'wpwinthaccp\reg-prod\gues-ans. 107
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guidelines and model HACCP programs.

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.

How 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 fruits 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.

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 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 temperature parameters.

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

2 ¢'wpwin‘haccpireg-prodiques-ans, 107
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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.

O What role will education play under 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 neceded. 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.

0 How Does FDA presently inspect produce from other countries?
Currently there are no statutory provisions which allows FDA to inspect produce
prior to exporting 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 examnation of

approximately 3% of the products.

W) Does FDA have the authority to prevent the entry of foods that are contaminated?
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.

Scptember 24, 1997 3 c'wpwinthacepiveg-prod\quessans. | 07
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o 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 will allow FDA to develop an
international 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.

0 What effect will this new strategy have on FDA’s ability to assure the 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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