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Elena Kagan

Qg Calls

yd

h{onday, November 03, 1997 8:19:00 AM L~

\Monday, November 03, 1997 2:19:00 PM

L

led Saturday re: charter school conference and wantes you to call
weekend on her cell phone 321-9090

“"Planned

Monday, Novemh\er 03, 1997 8:20;)0 AM

Called Sunday mommg

Gt Kellog ™™ Nporererrensiranraisnsengfonssanessesmesesessosssseresssoeosssmenrons
Treasury

“"'Planned

Piease call as soon i .

Chuck Ruff™ “"Planned

Monday, November 03, 1997 8:33:00 AM

Please call; he will be here Nov. 19-20 and want s to have dinner; his work # is
404-639-2082

‘fodd™
TR RN

M({nday, November 03, 1997 9:03:00 AM

“Planned
HHS
11/31919 o AM . e ST v

Dave Carlln
USDA
117357 048 AM
1% 11 S

MBnday, November 03, 1997 10:40:00 AM
PLease call

TR TGATAM ™
pr7 et 1! S

“Wonday, November 03, 1997 12:57:00 PM
Please call

..................................................................

——

PreSIdent's Inmauvc on Race

“Plannied

“Planned

Governor Chile' Oﬂ'ce
TR ” PM e A ress e s
6245885

Monday, Novembay 03, l9§7 3:18:00 PM
AN A —

Planned

He will call you back
Bill Schuiez ™
FDA

Monday, Novembef 03, 19971,3:59:00 PM
Plcasc call rc fuod saf
Congressman ch d[

T Planhied

Monday, Rovember 03, 1997 5:41:00 PN

Rctummg our call

“"Plannéd
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LRM ID: RJP164
EXECUTIVE OFFICE OF THE PRESIDENT

. OFFICE OF MANAGEMENT AND BUDGET
Washington, D.C. 20503-0001

t Monday, November 3, 1997 0/?084/ 7

- LEGISLATIVE REFERRAL MEMORANDUM

TO: Legisiative L"ué'son Otficer - See Distribution below
X K. S SopeA_——

FROM: Ja-n‘;:f . Forsgren (for) Amm Director for Legislative Reference
OMB CONTACT: Robert J. Pallicci

PHONE: (2021385-4871 FAX: {202)395-6148
SUBJECT: REVISED HHS Draft Bill on Safety cf Imported Food Act of 1997
DEADLINE: 4:00 P.M. Tuesday. November 4, 1997
L=—- ! |

In accordance with OMB Circular A-19, OMB requests the views of your agency on the above
subject befors advising on its relstionship 1o the program of the President. Please advise us if this
Item will affect direct spending or recelpts for purposes of the “Pay-As-You-Ge™ provisions of Title
Xt of the Omnlbus Budget Reconciliation Act of 1990.

COMMENTS: HHS advises that the attached draft bill reflects its undersianding of the agreerments

reached on Friday, October‘;mst in meetings with USTR, State, and USDA. The White House
would like 1o transmit the draft bill 10 Congress on Wednesday, November 5th. DEADLINE IS FIRM.

DISTRIBUTION LIST

AGENCIES:

7-AGRICULTURE - Marvin Shapiro - {202) 720-1516

85-Office of Scisnce and Technology Policy - Jeff Smith - {202} 456-6047
114-STATE - Paul Rademacher - (202) 647-4463

128-US Trade Representative - Fred Montgomery - (202) 395-347S

EOP: L
Sally Katzen N
Wendy A. Teylor w

Jerold R. Mande i’ ¢
Joshua Gotbsum )
JENNINGS_C
Sarah A. Blanchi
Donald H. Gips
Toby Donenfeld
Barry T. Ciendenin
Richard J. Turman
Jim R. Esquen
Mary L. Smith
Jamaes C. Murr

Jenl ?D‘A’U'w-../
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LRM ID: RJP164 SUBJECT: REVISED HHS Draft Bill on Safety of Imported Food Act of
1997
rersse— T ——Si— Y
RESPONSE TQ
LEGISLATIVE REFERRAL
MEMORANDUM

If your response 10 this request for views Is short [e.g., concur/no comment), we prefer that you respond by
e-mall or by faxing us this response sheot, If the response I» short and you prefer to call, please call the
branch-wide line shown below (NOT the analyst’s line) to iaave » message with a legisiative assistant,,

You may slso respond by: ‘

{1) calling the analyst/artomey’s direct line (you will be connected to voice mell if the analyst does not
answer); or

{2) sending us & memo or lettor
Piease Include the LRM number shown above, and the subject shown below.

T0: Robert J. Peliicei Phone: 3954871 Fax: 395-6148
Oftfice of Management and Budget
Branch-Wide Line (10 resch logisiative assistant): 395-7362

FROM: {Date}
%
Yot {Name)
-
i (Agency)
{Telephone)

The following Is the response of our agency 1o your request for views on the above-captioned subject:

'

Concur

“r

No Objection

No Commant )

See proposed edits on peges ___

Other:

FAX RETURN of pages, attached 1o this response thest
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The Honorable Newl Gingrich
Spexker of the House

ot Represcntatives
Washington, D.C. 20515

Deaxy Mr. Speaker:

Enclosed for the donsideration of the Congress is the
Administrarinan'a draft bill, the “Safety of Imported Food Act. of

1997.* .

The purpose of the bill is to add to existing safeguards in the
Federal Food, Drug, and Cosmetic Act, and thus enhance the
Jecretary’s ability to pravent the importation of potentially
unsafe food, ir a manner consistent with U.S. trade agreements.
The bill would amend the Act to provide that food imported iniu
the United States will be considered adulterated if it has not
bean prepared, packed, and held under a system or conditions, or
subject to measures, Lhat meet the requirements of the Aot or
othexwise achieve the level of protection required for foods
produced dcmesticélly. The bill authorizes the Secretary to
coneider, in detarmining whether aunh requirements or level have
been achieved, whether the Feood and Drug Administration (FDA) has
raguested, but been denled, access in order to conduul au
inspection of the location or establishment where a food was
prapared, packed, or held.

Under current law, FDA has authority to deny importation of foods
that appear to be adulteratad (section BOl of the Act). Under tie
bill, foods that do nnr adhera to the criteria of the new
legislation could be denied entry under FDA’s current authority
to prevent the importation of foods Lhael appear to be
adulterated. Current seizure authority under the Act (section
304 of the Act) could also be used to deal with such foods.

'his propoeal will improve FDA‘s abiliLy to ensure that food
imported into Lhe United States attords a level of safety
comparable to that for domestically produccd foods, and is part
of a broader Administration initiative to enhance the safety of
Lhe foud supply.

We recommend that the Congress give the draft bill its prompt and
favorable consideration.

:

‘'he Office of Management and Budget has advised Lhal Lhere is nu
!
-"}u '

A
i
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Thc Honorable Newt Gingrich - Page 2

objection to the Liauomitial ©f this draft legislation from the
" etandpoint of the Administration's program.

Jincerely,

»

Donna E. Bhalala

Enclosure
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DRAFT:cleopp/OCC/FDA:310-31-87 :AC:’\giliea\importS\billnew. 031)

To amend the Federal Fcod, Drug, and Cosmetic Act to provide for
improved safety of iwported foods.

Bcitmredbydnmmmﬁmnofhpmd&imd&aud
America in Congr s3 assembled, Tha tals Act may be cited as the "Safety of Imparted Food Act
of 1957". |
SEC.2. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED.

(6) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.~
(a) Section 402 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 342) is amended by
sdding st the eod the following new subsecdion: i

*(b) If it is a food offered for impert into the United States that hes not been frepared,
m&mwm:mwe@ﬁﬁmmmbjntmmﬂﬁmmm
of this Act or that otherwise achieve the level of protection required, a5 deterrained by the
Secretary, for such food prepared, packed, o held in the United States. In determining whether a
system, conditions, or measures meet the requirements of this Act or otherwise achieve the level
of protection required, the Secretary may consider whether an officer or exnployee duly designated
by the Secretary has requested, and has been refused, access to the establishment or location
where such food was prepsred, packed, or held for the purpose of inspection (inchuding semple
collection), testing, er other relevant procedures, gt & reasonable time and in a reasonable manner,
and may refime the importation of such food from such establishment or location on the basis of
such refusal and other relevant factors.”.

(b) IMPLEMENTATION OF AUTHORITY .-

(nm.-msemmumapm&ruwmmma

the authority under section 402(h) of the Federal Food, Drug, and Cosmetic Act, as sdded

by subscetion (s), and shall carry out the wmabority of such subsection consistent with such

plan.

TOTAL P.@3 .
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A BILL

To amend the Federal Food, Drug, and Cosmetic Act to provide for improved safety of imported
food.

Be it enacted by the Senate and the House of Representatives of the United States of
America in Congress assembled, That this Act be cited as the “Safety of Imported Food Act of
1997"

SEC.2. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED

(a) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT .--
(a) Section 402 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 342) is amended by

adding at the end the following new subsection:

“(h) If it is a food offered for import into the United States that has not been prepared,
packed, and held under a system or conditions, or subject to measures, that meet the requirements
of this Act and implementing regulations or that otherwise achieve the level of protection required 5
as determined by the Secretary, for such or similar foods prepared, packed or held in the United
States. In determining whether a system, conditions, or measures meet the requirements of this
Act or otherwise achieve the level of protection required, the Secretary may consider whether an
officer or employee duly designated by the Secretary has requested, and has been refused, access
to the establishment or location where such food or similar foods were prepared, packed, or held
for the purpose of inspection (including sample collection), testing or othér relevant procedures,

at a reasonable time and in a reasonable manner.” W o
. O ~ -
t wany valan T jmpw N ettal

o~ et .
'/\ hfbl ~Heun T \o O =
(b) IMPLEMENTATION OF AUTHORITY . -- c— bew o~
yomy © [ s

(1) PLAN. -- The Secretary shall develop a plan for the initial implementation of
the authority under section 402(h) of the Federal Food, Drug, and Cosmetic Act, as added by

subsection (a) , and shall carry out the authority of sucha subsection consistent with such a plan.
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DRAFT:Cclcopp/OCC/FDA:October 22, 1997:12:00noon
(C:\files\imports\billnew.022)
A BILL

To amend the Federal Food, Drug, and Cosmetlic Act to provide for

improved safety of imported foods.

Be it enacted by the Senate and the House of Representatives of the United States of
America in Congress assembled, That this Act may be cited as the "Safety of Imported Food Act
of 1997". |
SEC. 2. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED.

(s) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.—

(a) Section 402 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 342) is amended by
adding at the end the following new subsection:

“Ch)(1) If it is a food offered for import into the United States, and an officer or employee
duly designated by the Secretary has requested, and has been refused, access to the establishment
or location where such food was prepared, 'packed, or held for the purpose of inspection
(including sample collection), testing, or other relevant procedures, at a reasonable time and in a
reasonable manner; or

“(2) If it is a food offered for import into the United States that has not been prepared,
packed, and held under a system or conditions, or subject to measures, that meet the requirements
of this Act or that otherwise achieve the Mztdecﬁon required under this Act, as
determined by the Secretary, for such food prepared, packed, or held in the United States.

(b) IMPLEMENTATION OF AUTHORITY .—-

(1) PLAN.--The Secretary shall develop a plan for the initial implementation of
the authority under section 402(h)(2) of the Federal Food, Drug, and Cosmetic Act, as
added by subsection (&), and shall carry out the authority of such subsection consistent

with such plan,



iy Py -
—?11.\ mLtl"1 -
buik rvegs

NOTES FOR FOOD SAFETY
CONCERNS
I. Scenario 1: If foreign producer doesn’t allow inspection, then FDA doesn’t allow in US. HI1
Problem: is this “least restrictive.” No according to USTR
Problem: “equal treatment.” Here we prosecute if no inspection, under new law foreign
goods we would be banned. (We can throw someone domestically in jail?} Query, What

is the showing in court, according to FDA domestically it is just no inspection.

Problem: “Irrational regulations” banned by GATT, need science. FDA USDA already
has principles, but uses liscenses.

IL. Scenario 2: If no foreign regulatory system, then FDA version would allow no produce in.
Says we should have equivelent system.

-- Solution: should just seek to achieve protection achieved under U.S.

Can work this out.

USTR feels we didn’t vet fairly.

HI. USTR says take mandatory inspection (domestic or foreign) into account in deciding
equivelence.

Hypo: Mexico has a equal system, but a plan doesn’t allow US inspectors. FDA bans import
from that plant, USTR says take into account....
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FDA import inspections and recall authority proposals
unlikely to see action this year PC’U

Don’t hold your breath waiting for congressional legislation to boost FDA’s regulatory
authority over imported foods. The legislation will not be sent to Congress bcfore
January, an FDA official told Food Chemical News.

Last month, President Clinton.called for legislation authorizing FDA to block all food
imports from a trading partner based on results of one violative inspection (See Food
Chemical News, Oct. 20, Page 17). The directive also called for adding FDA inspectors
to cover forelgn establishments in an effort to stem potential contammanon before
imports arrive in the U.S.

Because it is so late in the congressional session, there is no need to get FDA’s
suggested language to Congress in a hurry, the agency official said. Also, crafting the
legislation is a more intricate process than FDA is accustomed to, because it is a trade
issue invelving many other players, such as the U.S. Trade Representative, State
Department and White House, he added. '

Work is progressing on the legislation, and the agency may have something to discuss
more publicly in a few weeks, although that timing remains unclear, Further, funding
for added import inspectors will be requested for fiscal year 1999, That money will be

. part of Clinton’s next budget request, which Congress will not address until early next
year. At that time, a legislative proposal will be needed so that congressional members
may know what Clinton wants. “The money would be useless without legislation,” the
FDA official explained.

Agency work on the budget proposal has temporarily stalled progress on a bill to give
4 FDA mandatory recall authority in the U.S. That legislation also is of no urgency,
\-) because “we can get recalls accomplished simply by jawboning companies,” the
official commented.

(See Import proposals, Page 20)
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FOOD CHEMICAL NEWS

state law standards, including the requircment to test
for E. coli and an obligation to wam Foodmeker of
the existence of E. coli in the product, Judge
Herowitz mled.

The judge ruled that Foodmaker had failed to
demonstrate that the collective negligence of Vons
— while possibly a contributing factor in the
incident — was a “substantial factor” in bringing
about the illnesses. Vons had argued that it could
not be held liable for committing acts that federal
1aw did not prohibit.

The judge also found that neither USDA’s Food
Safety and Inspection Service nor federal Jaw
required testing for E. coli or any other pathogens
and did not require any biological testing on finished
patties. The law further did not require companics to
warn that pathogens might be present in the meat.
The judge niled that the “requirements” that
Foodmaker said Vons should have adhered to under
their state causes of action were precmpted because
they are “in addition to, or different” than those
required under federal law that existed at the time of
the outbreak. “Vons has no liability for negligence
per g¢,” the judge wrote.

Jeremy Russell at the National Meat Association,
who provided Food Chemical News with the count
documents, said thut the judge’s decision to allow the
Federal Mesat Inspection Act to override state laws is
a good thing. “Tt is better to have a federal taw for the
whole industry rather than state laws that differ from
state to state,” he said.

While acknowledging that industry is generally
relieved that the Jack-in-the-Box case is finally
closed, Russell said the ruling does not have a
significant impact on today's manufacturing
practices, because taws have changed so much since
the 1993 outbreak,

timport proposals, continued from Page 3)

Elsewhere, USDA is pursuing cxpanded recali
authority, as well as power to levy civil penalties
and enhanced authority to withdraw inspectors.
Because their sister agency is slightly ahead in
discussing recall powers with Congress, FDA
officials will have the luxury of observing how

USDA's proposals are received before they take
their case to Capitol Hill.

Numercus staffers at FDA's Center for Food Safety
and Applied Nutrition expressed strong interest in
knowing the staruz of the legislative proposals. Many
said they expected to have aeen proposed legislation
by now. .

Sennte Lebor Comumittee staffers, who handle FDA
authorizing legistation, expressed surprise that they
had not heard anything from the White House on the
import regulation proposal. “Usually we would geta
letter or something announcing the effort and maybe
sccking a response from [Chairman James] Jeffords
(R-Vt.), but this time, nothing,” onc staffer said,
quipping that the process is uafolding in the White
House's “usual prompt manner. Maybe we'll see
something in a year or two."

Interstate Milk Shippers Reject
Resolution 5 procedures at -
stormy Chlcago conference

The National Conference on Interstate Milk
Shipments defeated a proposed 1997 procedures
document that wonld have codified the hotly debated
NCIMS Resolution 5. The action occurred at a
special session held Oct, 15-19 in Chicago.

Resolution 5, initially passed by NCIMS in 1993,
created & committee to address the conference's
desire to reexamine all of its previously passed
policies. However, the phrase “Resolution 57 came
to refer to a group of changes to U.S. milk
inspection programs. The changes were lauded as
“science-based” by Resolution 5 supporters and as
“dercgulation” by its foes.

The Resolution 5 Committee recommendations
included changing FDA check ratings to “statc
ficld audits,” instituting vojuntary HACCP for all
interstate milk shippers, and removing punitive
waiting periods — before the resumption of
operations — fallowing certain public health
violations. Proposal 402 at the Chicago
conference, which amended NCIMS's Procedures-
Governing the Federal-5State Cooperative Program,
reflected the Resolution § Committee's agenda.

mwwtwﬁmm«wmmmmnmm.

No. 1883 P. 1/1]
Octobar 28 T oM USDA

Although FDA has supported Resolution 5 i
principle, the agency's uncase about certain
the procedures document became increasing
in Chicago. FDA Milk Safety Branch Chicf
Smucker noted that “some elemenis of the p
may not be compatible with the mission stat
and goals” of the Resotution 5 Committee.

“Our number one goal ... is to ensure prod
Smucker explained. “FDA supports incorpor
HACCP programs into the [pastenrized mil}
ordnance] and the Grade A milk safety prog
comments made before voting began, FDA (
field programs dircctor Carl Reynolds addec
FDA, while “not opposed to change,” was s
“science-based and transparent” system.

Worrles over state audiis prompt ¢

FDA’s trepidation surfaced when Proposal
came to a delegate vote; the proposal woul
reinstated “check ratings™ in place of Reso
5's “state field audits” in the Procedures d.
“We have supported the field audit concep
Smucker told the delegates, “[but] we feel
would need to be adjusted in some arcas.”
stopped short of threatening a “nonconcur’
position on any aspect of the Resolution 5
and merely emphasized the importance of
health considerations.

Supporting Proposal 429, Louisiana delegai
Richard Graham noted that the switch 1o st:
audits would put his state “in the position ¢
to respond to problems when there’s not the
... 10 protect the consuming public with the
assurances they nced that their milk supply
To remove that oversight would water dow
we've done and could compromise the inte;
the conference.”

But Kentucky delegate David Klee defend
field audit: “If we are dependent on FDA t
in to enforce our program, we are saying tl
have no program in the interim.” Klec's pc
won the day, as Proposal 429 fell four vote
the two-thirds majority needed to approve
proposals that would change the Resalutio
Procedures draft. Proposal 430 also failed,
Proposals 418 and 443 were passed as ame
to the 1997 Procedures document.
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U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

rd

Lo o - OFFICE OF THE GENERAL COUNSEL %}},
Yool selehy - FOOD AND DRUG DIVISION
ik Tvegs 5600 FISHERS LANE, GCF-1 W
ROCKVILLE, MD 20857

FACSIMILE TRANSMISSION RECORD
3  NUMBER OF PAGES (inchuing coversbeet) Y 5—{ . 7(()3?
TO: Kevin Brosch
Office of the Gencral Counscl/USDA
Facsimile Telephone Number: 202-690-2091 Voice Telephone Number: 202-720-2940
FROM:  Catherine L. Copp
Office of the General Counsel/FDA

Facsimile Telephone Number: 301-443-0739  Voice Teiepbone Nutmber: 301-827-1178

DATE: October 17, 1997
MESSAGE: muﬁmwﬁufmmmmm—mam.m
version and one a *clean’® draft. FDA will meet ipternally to discuss thiz revision first thing Monday

morning. If you have any further reactions/ideas, pleasc let me know. Thanks.

This transmission is from a Xerox 7020 telecopier. If you do not receive a legible document, or do not
receive all of the pages, please telephone fus immediately at the voice oumber sbove.

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER AFFLICABLE LAW. i
you are not the addressee, or a person authorized to deliver the document t the addressee, you are
hereby notified that any review, disclosure, dissemtination, copying, ot other action based on the coment
of this commmuication is not authorized. If you lave received this document in error, please’
immediately notify us by telephone and return it to us at the above address by mail. Thank you.
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DRAFT: clcopp/0CC/FDA:October 17, 1897:2:00 pm
(C:\files\fdsafe\billred. 0:.7)h BILL

To amend the Federal Food, Drug, and Coswetic Act to provide for
improved safety of imported foods. |
Be it enacted by the Senate and the House of Representatives of ths United States of
America in Congress assembled, That this Act may be cited as the "Safety of Imported Food Act
of 1997".

SEC. 2, CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED.

(a) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT .-
(a) Section 402 of the Fedetal Food, Drug, and Cosmetic Act (21 U.S.C. 342) is amended by
adding at the end the following new subsection:

—~—2)1f it is & food offered for import into the United States;enlesy-sueh-food [ifEhas 5§
been prepared, packed, and held under a system or conditions, or subject to measures, that meet
wdeAamemmWMMMd

TOTAL P.@4
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2
or employee duly designated by the Secretary has requested, and has beea refused, access to the
establishment or locution where such food was prepared, packed, or held for the purpose of
inspection (including sample collection), testing, or other relevant procedures, at a reasonabic
time und in a reasonable manner.”.
() MPLEMENTATION OF AUTHORITY .--

(1) PLAN.--The Secretary shall develop a plan for the initial implementation of
the authority under section 402(h)2) of the Federal Food, Drug, and Cosmetic Act, as
added by subsection (a), and shall carry out the authority of such subsection consistent
with such plan.
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- A BILL

amend the Federal Food, Drug, and Cosmetic Act to provide for
improved safety of imported foods.

Be it enacted by the Senate and the House of Represersatives of the United States of
America in Congress assembled, That this Act may be cited as the "Safety of Imported Food Act
of 1997". ‘

SEC. 2. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED.

(s) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.—

(a) Section 402 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 342) is amended by
adding at the cnd the following new subsection:

"(h) If it is a food offered for import into the Unilexi States that has not been prepared,
pa#ked,andhnldundaasyﬂmmmndiﬁon&mmbjmmmmatmﬂnmquimmmw
of this Act and implementing regulations or that othcrwisc achieve the level of protection
required, as determined by the Secretary, for such food prepared, packed, or held in the United
States. In deternining whether a system, conditions, or measures mect the requirements of this
Act or otherwise achieve the level of protection required, the Secretary may consider whether an
officer ar employee duly designated by the Secretary has requested, and has been refused, acoess
to the establishment or location where such food was prepared, packed, or held for the prrpose of
inspection (including sample collection), testing, or other relevant procedures, gt a reasonable
time and in a reasonable manner.”.

(b) IMPLEMENTATION OF AUTHORITY.—

(1) PLAN.—The Secretary shall develop & plan for the initial implementation of
the authority under section 402(h) of the Federal Food, Drug, amd Cosmectic Act, as added
by subsection (a), and shall carry out the suthority of such subsection comsistent with such
plan.
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The Honorable William Jefferson Clinton
1600 Pennsylvania Ave., N.W,
Washington, DC 20500 Ny ?

Dear Mr. President: /l

& |e—c—1

- We urge you to give serious consideration to remedying the inadequate fo&?:'\':é%i%l:f M335
provisions in the North American Free Trade Agreement NAFTA). Because of your
commitment to ensuring the safety of our nation’s food supply, we expect that you will not agree
to fast track authority that does not contain adequate food safety protections. Current fast track
proposals do not address these concerns.

In an effort to increase trade with Mexico, NAFTA limited border inspections of food and
allowed Mexican trucks to enter the U.S. with limited inspection.

These lax inspection practices contributed to a sharp increase in food imports from
Mexico: imports of Mexican fruit have increased 45%, and vegetable imports have risen 31%.
More than 70% of these imports are carried into the U.S. on trucks. The General Accounting
Office (GAO) recently found that 99% of Mexican trucks enter the U.S. without any inspection.

These provisions in NAFTA have resulted in imports of fruits and vegetables
- contaminated with diseases and unhealthy pesticides. We were alarmed earlier this year when
179 Michigan school children contracted hepatitis after eating tainted Mexican strawberries. In
order to prevent similar incidents in the future, we urge you to take the following action:

o Renegotiate the provisions in NAFTA that relate to border inspections and food safety,
and ensure that any fast track authority include strong food safety protections.

o Increase the funding for border inspections or, altemnatively, limit the increasing rate of
food imports to ensure the safety of our food supply.

o Begin an aggressive program to label all food stuffs -- including fresh and frozen fruits,

vegetables and meats -- wath their country of origin.

We look forward to working with you on these vital public health issues.

B Sl Zot b,

PRINTED Om RECYCLED PaPER



















okF-2d 9 Idigs FRUME ccdobbel

- +

-

-

o Yol
I Mol

iUibcbrs

FHuakE : U=/ 1y



oEF-EY 90 lbivs  FRuUr cUo4bbbecl Ut rg FHakE U3 1y

Congress of the Enited States
Pouge of Representatives
Waghington, BE 20515

September 23, 1697

SEP 255235
The Honorable Bill Clinton

The White House
Washington, D.C. 20500

Dear Mr. Président:

We, the members of the Florida congressional delegation, are writing to express our
problem in supporting the renewal of fast track authority. :

While we support free trade, we are hesitant to support fast track legislation in light of the
fact that existing agreements regarding Florida fresh fruit and vegetable commodities have not
been fully enforced. For example, in the recent past, tomatoes from Mexico were dumped in this
country below cost in elevated surging quantities. And because current safeguards were not
effective, Florida's tomato industry was severely damaged.

Furthermore, it is our understanding that not one Florida orange has been exported to
Mexico since the passage of NAFTA. This situation demonstrates the inherent unfeirness against
Flonda produce by the Mexican government.

We understand that expanding free trade is crucial to continue growing America's
economy. However, we are reluctant to support renewing fast track authonty for agreements
with other nations when promises made in the past to fairly treat Florida produce have gone
largely unfulfilled. Therefore, we believe the existing foreign trade inequities concerning Florida
agriculture should be addressed and resolved before fast track authority is renewed.

Thank you for your consideration of our views.

Kpren Thurman, M.C.
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Carrie Meek, M.C. C.W. "Bill"fYoung/ M.C.

Porter Goss, M.C. Ileana Ros-lehtin¥n! M.C.
\ ) 6%
Tillie Fowler, M.C. C ine Brown, M.C.
I
'

Mark Foley, M.C. Alcee Hastings, M.C.

9

Peter Deutsch, M.C.

Charles Canady, M.C.

Tt

F. Allen Boyd, Jr./

"!,

vid Weldon, M.C.



10/07/97 TUE 16:54 FAX 202 690 7425 OPHS EXECUTIVE OFFICE @oo1
) Cont Py - Jod sa Ql,,,
huik HVegR

OFFICE OF THE SECRETARY
OFFICE OF THE ASSISTANT SECRETARTY FOR HEALTH
OFFICE OF PUBLIC HEALTH AND SCIENCE, EXECUTIVE OFFICE
. Hubert H. Humphrey Building
200 Independence Avenue, S.W., Room 701H, 703H or 709H

Washington, D.C. 20201
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TO:AQ{-J I .Date:@ !7 lf?

FAX NO: PHONE NO.

SUBJECT:

FROM: _HAL THOMPSON Voice 202-205-0677 _ART LAWRENCE  Voice 202-690-7439
—JTM O'HARA Voice 202-690-7694 __MARY ANN SYPERT Voice 202-690-5605
__SHEILA NORRIS Voice 202-690-6561 __ OTHER:

Number of pages including cover sheet:

MESSAGE:

__PER OUR CONVERSATION
-—PER YOUR REQUEST
__FOR YOUR INFORMATION
" PLEASE REVIEW AND APPROVE FOR SIGNATURE
__YOUR REQUEST IS APPROVED
__MORE INFORMATION IS NEEDED
~ PLEASE SIGN AND RETURN
__PLEASE PROVIDE THE FOLLOWING:

Have a Active and Healthy Day!

[F TRANSMITTAL PROBLEMS, CALL MARY ANN ON 202-690-560S.
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Scction 402 of the Federal Food, Drug, and Cosmetic Act would be
amended by adding at the end thereof, the following new subsection (h):

(h)(1) If it is a food offered for import into the United States,

(A) and an officer or employee duly designated by the Secretary
has requested, and has been refused, access to the}:stablishmcnt or
losation where such food was prepared, packed, or helrﬂto conduct an
inspection (including sample collection), testing, or other relevant
procedures, at a reasapable time and in a reasonable manner.

(B) unless such food hag been prepared, packed and held under a
system or conditions, or subject to meagures, that achieve the level of
protection requirsd, at the time such food is offered for import, for food
prepared, packed, or held in the United States. Those persons who seek

< to introduce the food into commerce in the United States shall be
required to demonstrate objectively that the system, conditions, or
measured in the exporting country relevant to such food achieve the
appropriate level of protection.

(2) The Sccretary shall develop a pian for implementing this
subsection, including the review of the systems, conditions, and
measures subject to this section.

(3) The Secretary shall implement the authority of this section

consistent with the plan developed by subsection (2).
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EXECUTIVE OFFICE OF THE PRESIDENT

OFFICE OF MANAGEWMENT AND BUDGET
Waghingten, D.€C. 205030001

Friday, October 10, 1997

LEGISLATIVE REFERRAL MEMORANDUM

TO: . Legislative Liaigpn Officer - Sae Distribution below

FROM: haﬂe% F.‘Qér}g n

OMB CONTACT: Robert J. Peiligel
, PHONE: (202)395-4871 FAX; (202)395-8148

s

Assiatant Director for Laglslative Referenca

SUBIECT:. HHS Draft 8l on Safaty of Impaortad Food Act of 1997
DEADLINE: 10:00 A.M. Wednestlay, October 15, 1957
| - AT m:

In accorgance with OMRB Clrcular A-19, OMEB requasts the vVisws of YOur agency on the above
subject bafora advising on Its relationshlp to tha program of the President. Ploase adviea ys if this
Itam will affecy direct spending or recelpts for purposes of tha “Fay-As-Ygou-Go" provisions of Title
XIIl of the Omnibus Budget Reconcilistion Act of 19380,

COMMENTS: The HHS draft blil is designed to Implament 8 recemly annaunged Pr '_udéntlal
imitiative, DEADLINE IS FIRM. . d

DISTRIBUTION LIST

AGENCIES:

7T-AGRICULTURE - Marvin Shepiro - {202} 720-1516

28-COMMERCE - Michael A, Lavitt - (202) 482-3151

81-JUSTICE - Andrew Fois « (202) 514-2141

75-Notional Egonomis Councll » Sanyia Mauhews - (202) 466-6630
896-Qffiee of Science end Technology Policy - Jeff Smith - (202) 456-8047
114-STATE - Pau! Rademacher - (202) 647-4463

118-TREASURY - Richsard S. Carro - {202) 622-0850

128-US Trada Rapresaentative - Frad Montgomery - {202} 3983475

e

ECQP;

Joshue Gotbaum KLEIN J

Sally Katzen Rodnaey G. Bent
JENNINGS_C Bruce K. Saszer
Sarah A, Bianehi Riehard J, Turman
Donald H. Gips Jim R. Esquea

T J. Glsuthlar James C, Murr

Toby Donanfeld
Barry T. Clendenin
Mark A. Waatherly
Wendy A. Taylor
K. Lisa Grove

Jenet R, Fersgran
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The Heondrabla Newe Gingrich
Speaker of the House

Of Representativos
Washington., D.Q. 20515

Dwaz Mr. Speaker;

Enclosed for the consideration of the Congreses is the
Adminigtracion's drafr hi11, the ®Safety of Imported Food Aer of
1557.7 .

The purpose of the bill is to add to existing safeguards in the
Fedezral Pood, Drug, and Cosumetic Act, and thus enbanca the
decratary’s ability to prevent the importation of uneafe food, in
a manner ccongistent with Unicted Gtates trade agreements. The
bil) would amend the Act to provide that tood imperged inte the
Imitad States will be considered adulterated i (1) those seekiuy
to import tha food cannort demonptzate that lL has been prepaced,
packed, and held undes 4 system ox csnditioas, er subjcct to
measurey, Lhat meet zhe requiremsnts of the Act or ctherwice
dchieve the level of protectlon reguircd by the Act for foods
produced domagtically, or (2) the roed and Drug Rdministration
(FDA) has been rofused reasenable access to inspact the
eatablighment or location where such food was prepared, packed,

or held.

This leyislation would place the burden of catabliching that foed
ueets United states safely standarde on thoee seeking te
intxoduce food into the United States Those persons would be
reguizred to demcnstrate (hat such fond mef. the criveria described
in clause (1) above. The Department of Agriculture already has
eimilar authority for deat and poulrry products and applies L Lo
imports frem many countries. : .

Under surrent law, tho DA hoasd sutsherity ta refuce the
imporxtacion ‘of foods chat appear to be adulterated. Howveveyr, FDA
doss not have the ressurces Lo examine every entry o toed,
Furthearmore, cutrent border inspection capability for foods is
being strained by the increaeing volume of producta and reducud
resources avallable Lour senpling aad analysias., Witk this new
lagislaticn, foods failing wither of the eriteria described ahave
could be denied entry under FNA’‘a current authority  to preveat
tha impertation of foods that appear to be adulterared (rRackion
801 of the Act]}.
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The Honorxrable Newl Gingrirh - Page 2

TUAd prupousal will esnhance IDA’s abllity to ensure that food
imparted inte the United states afferds a level of pafety
comparable to that for domestically preduced foods.

We recommend that tha Congress give the draft bill its prompt and
ravorable consideratiocn.

The 0ffica of Managemexnt and Budget haes advised that there is no

objection teo thé tranomittal of thip drafr legislatian from the
standpoint of the Admindipgtration'e program.

Sincevely,

Penna R. 8hkalzla

Endlosure .
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A BILL

To amend the Federal Feood, Drug, and Cesmecle Acy to provida for
lupewvved safoty of imported faada. .
De U enucted by the Senate and the Howse of Roprovoniasives of the Unilad Siates of
America in Congress assemblzd, That th.ls Act oy be cited 43 the "Safery of Imported Food Act
of 1997".
NEC. 2, CIUTERIA FOR DREMING IMP'ORTED FOOD ADULTERATED.
(8) AMENUMEINT TO THE TDERAL FOQD, DRUG, AND COSMETIC ACT ~
(a) Scetion 402 of the I'ederal Food, Vg, and Cosmicrie Act (23 1.5.C. 342) s amengded by
adding af the end the (ollowing new subsection; ' _
“()(1) If it it u foad offered for impors into the United States, sad un ottices of employes
duly designaled by the Seetctary has requested, and has bezn refused, accss to the
causblishroent or @hat: such food wa.}_@ packed, or bheld for the purpase of
inspection (lncludi;;; sarmple collection), wsting, or otber relevant procedures, at a reasopable
tme und in a reasopable monner. |
“(2) If'it is a food ollered for import inlo the United States, uoless such food hus been
prepared, pecked, and licld uoder @ systam or coaditions, or subjeet to measures, (hat meat the
requirements of this Act and implementing regulations or otherwise achieve the Jevel of
prumctlnz-l required, ut (e Geme sucki food is offered for import, for J'o-od preparcd, packead, or held
inthe United State, 'fhose persons who seek 10 introduce the [bod into comumerce inthe United
States shall be required o demounstmte objectivaly that the sysien, cundilivas, or measures in the
expardng counry relevant to such fousd meet the requirements vl this Act or otherwlse achieve
the appropriare level of protection.”,
(b) IMPLEMENTATION OF AUTHORITY.—
(1) PLAN.--The Secrctary shell develop a plan for the inital implementation of
the awthority wider seelion 402¢h)(2) of the Federul Food, Drug, and Cosmetic Acl, us

@005
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added by subscction (), and shall carry out the authorily of such subsecdon consisteat

2 wili sucll plan,
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Trade Agreements and Food Safety

The United States has the world’s highest safety standards and is the undisputed leader
internationally in assuring its consumers of a safe, diversified and abundant food supply. Trade
agreements such as the NAFTA and Uruguay Round Agreement did not strip U.S. regulatory
bodies of their authority to protect U.S. consumers. Imports may only gain access to the U.S.
market if the exporting country as a whole or specified individual products demonstrate
equivalent high standards for public health, as well as animal and plant health.

Our regulatory agencies have a strong track record in assuring that imported foods are held to the
same high food safety standards applied to domestic product. In negotiating both the NAFTA
and the Uruguay Round Agreetments, the United States made certain that provisions were
included to guarantee the our sovereign right to protect human, animal and plant health. These
same provisions can and will be included in any future trade agreements.

WHY TRADE MATTERS U.S. Agricultural Exports Outpace Imports

Globalization of production and (Bilions of dollars)

increased trade is a fact in both
food and non-food sectors.
Agriculture is one of the few so |
U.S. industries that consistently 1
shows a trade surplus, and has
done so since 1960, Modern 50 -
technology is enabling even
greater latitude for trade in
agnicultural products due to
better product preparation and
handling and more efficient, 30 [ e
affordable transportation. As a )
result, U.S. strength in the
?g:;;ll;lm{albiec;oit;uppo?s over 1990 1992 1994 1998

on jobs. Furthermore,
agricultural imports augment Ag. Exports®Ag. Imports®
consumer choice and make it -
possible for Americans to include “Ooes not inciuas foresf products
hea.lthy fruits and vegetables in Source: USDA/FAGHTRIFSTS
their diets throughout the year.

70

wopr

U.S. Dapartment of Agricufture, Foreign Agricultural Service September 1857
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THE FACTS

B The United States regulatory network assures U.S. consumers of a safe food supply through a
systems approach involving pre-market approvel of products, implementation of Hazard
Analysis and Critical Control Point principles, and statistical-based sampling and inspection
programs for both domestically produced and imported product.

B Food safety standards that apply to domestically produced foods also apply to imported foods.
For example, the U.S. standards, or "tolerances," for permissible levels of pesticide residues in

domestic foods also apply to imported foods.

M The President's Food Safety Initiative announced earlier this year includes many activities to
strengthen the programs already in place to help ensure the safety of both domestic and
imported foods.

B As announced last summer by President Clinton, surveillance and sentinel site activitics
designed to detect foodborne illness at its earliest stages are being enhanced as part of the
Administration's Food Safety Initiative.

B The further development of an early warning system by Federal, State and local govemments
to help provide earlier detection of foodborne illness will allow the U.S. regulatory network to
respond more effectively to identify and contain future incidents, whether they involve
domestic or imported food products,

ENSURING FOOD SAFETY: HOW IT IS ACHIEVED

The U.S. applies a broad system-based approach to ensure that the highest standards of human,
animal and plant health are achieved. Safety means assuring that U.S. farmers and ranchers are
protected from the threat of debilitating animal and plant diseases and pests so that abundant
supplies of safe raw agricultural goods can be provided to domestic industries. It also means
assuring that the final retail products are safe via a system that includes -- (1) pre-market
assessment and approval, (2) production monitoring and adoption of HACCP systems, and (3)
statistical sampling and inspection of raw and processed food products.

W Pre-Market Apnroval and Assessment: The most effective way to avoid introducing unsafe

food products into the domestic market is to evaluate the potential for risk and prohibit the
entry into the U.S. of those products which present a significant risk to human, animal or plant
health. Several U.S. regulatory agencics play a role in monitoring every link in the food chain,
including the movement of diseased plants and animals, the use of feed supplements and
pesticides; and the safety of food additives and packaging. U.S. agricultural production
capacity is further safeguarded by the use of programs to ensure that genetic materials
(foundation seed, male animal health, semnen and embryos) do not pass along harmful diseases

or pests.

Imported products face the same scrutiny as domestic products. U.S. authorities review an
export country's regulatory and production infrastructure to determine its ability to meet U.S,

U.S. Department of Agricufture, Foreign Agricultural Service Saptember 1997
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standards, Depending on such reviews, U.S. authorities may then disqualify a country
completely, approve only selected production facilities, or require specific products to be
subjected to strict sampling protocols (100% sampling rates) to assure that the imported
product is safe.

W Production Mopitoring and Auxiliacy Measures® If a product is allowed to enter the U.S.

market, numerous checks are established to ensure compliance with the overall food and
agricultural production safety objectives. For example, with respect to pesticides, veterinary
drugs, feed and food additives, safeguards are in place to ensure only limited uses within
specified tolerances. Crop protection pesticides and fungicides may only be used on specific
crops during precise growth stages. Animal health drug use must observe not only dosage but
also abstention requirements sufficiently prior to slaughter,

Safety rules also apply to material, equipment and processes utilized in gathering, storing and
processing agricultural food and fiber products. Traditionally, methods in the food sector
relied on basic hygicne principles and time-honored processing advancements, such as cooking
times and temperatures, low-acid canning methods or vacuum packing. The implementation of
Hezard Analysis Critical Control Point (HACCP) systems wil] significantly increase food safety
guarantees.

| isti ling an ection:
FDA, FSIS, and APHIS each maintain a comprehensive import inspection system which
involves the tracking and monitoring of each trading partner's compliance history.
One-hundred percent of imports are subject to reviews prior to entry into the country, The
screening determines if the product, manufacturer, shipper and country of origin have
consistently met U.S, standards. The assistance of tracking systems allows sampling and
reinspection to be targeted at products which pose a significant risk. In order to ensure U.S.
food safety is protected as imports continue to grow, FDA and USDA have devoted increased

resources for inspection.

TRADE AGREEMENTS FOSTER TRANSf‘ARENCY AND PROMOTE HIGHER FOOD
SAFETY STANDARDS INTERNATIONALLY

United States representatives hold leadership positions in every major international organization
charged with ensuring the safety of food produced and consumed around the world and they use
these leadership positions to promote the adoption of international food safety measures that
maintain high levels of protection for human, animal and plant health.

Bl The United States is an active participant in the Sanitary and Phytosanitary Committee of the
World Trade Organization (WTO), which addresses a variety of food safety issues. U.S.
participation ensures that our food standards are promoted and not compromised in the interest

of facilitating trade.

B The United States is active in all committees of the Codex Alimentarius Commission (CAC),
the international food standard-setting forum established in 1962, under the auspices of the
World Heaith Organization (WHO). U.S. involvement in CAC activities ensures that our

L. 8. Departmant of Agricutture, Foreign Agricultural Service September 1997
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views on critical food safety issues will be reflected in the development of alf international food

standards. The U.S. currently holds the chairmanships of both the CAC committees on Food
Hygiene and Residues of Veterinary Drugs in Foods. The Food Hygiene Committee is now

developing strong new food safety guidelines based on systems of preventive measures,

including our own HACCP system.

B In addition, U.S. food safety officials frequently meet with their foreign counterparts to
evaluate and discuss emerging food safety issues, These bilateral meetings, which often occur
independent of any specific trade agreement or commission, are effective in developing
programs to control microbiological contaminants in food.

STRONGER COUNTRY OF ORIGIN FOOD LABELING CAN NOT GUARANTEE
SAFE FOOD SUPFLIES

Federal, state and local governments cooperate together to ensure that all food offered to U.S.
consumers is wholesome and safe, and that consumers arc fairly and adequately informed about
the product. Product labeling is a critical link for assuring individual consumer safety,
particularly for reasons of allergenicity or other dietary concerns.

Contrary to the opinion of those who support it, country of origin labeling does not address the
issue of food safety. If a food product is not safe, it should be prohibited from entering this
country. Country of origin labels will not help consumers determine on their own if a product

is safe.

Seplembar 1997
TOTAL P.GS

U.S. Depantmant of Agriculturs, Foraign Agricultural Service
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Record Type: Non-Record

To: Elena Kagan/OPD/ECP

ce!
Subject: International Food Safety

Since | haven't been able to talk with you after trying four times, 1'm resorting to email.

Our understanding on this issue was that we agreed in Erskine's office that there would be an
announcement and that it would include the promise of an increased international force, but that
the specific amount would be determined in the FY99 budget process. This is why | was surprised
when you called last night and asked for an amount. | said | would see what we could do, but also
would check whether a specific budget amount was part of the agreement. | then checked with
Frank and Jack, who said that deferring the particular amount until the budget was also their
understanding.

We know you would like to name a nhumber now, but don't think that was part of the deal and
would have trouble agreeing on what the right amount would be. As you probably know, all we
have from FDA is a very hastily-prepared, half-baked request for-$28 million {up from $15m a week
or so earlier}. It doesn't prioritize countries or products and FDA is quick to admit that if there was
a chance they'd have to take part or all out of existing resources they would ask for much less.

Please call or page me. If you and Bruce still feel the need for a specific budget amount, that needs
to be discussed with Frank and Jack and agreed by Erskine.



-
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Jerold R. Mande

09/30/97 04:36:09 PM

Record Type: Record

To: Elena Kagan/QPD/EOP

cc: Thomas L. Freedman/OPD/ECP, Mary L. Smith/OPD/EQP
Subject: Food safety.

Here is what |'ve learned about the lines of attack trade foes are likely to try:

1. Requiring foreign countries have "equivalent” systems rather than the same systems. One way
we could bypass this debate is by insisting upon the same safety standard.

2. The guidance we are directing the Secretaries to issue will be voluntary when it should be
mandatory.

3. We should be calling for country-of-origin labeling.

4. Fast-track has language that specifically forbids inclusion of food-safety and environment
standards for the next 8 years.
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SUBJECT: Food Safety Initiative--DECISION

PURROSE

During the recent budget briefings, I mentioned the u#gent need
for a comprehengive Federal policy for food safety. [his ,
memorandum is intended to explain that concept in morp detail,
and to recommend that the Department embark upon such| an
initiative as soon as possible,

INTROPUCTION

The Food and Drug Administration is the lead food safpty agency
within the Federal government, through its enforcement of the
broad fopd safety provisions of the Food, Drug, and Cpsmetic Act
of 1938. Although Theodore Roosevelt spurred passage of the
first Pederal food law in 1906, that law was "updatedf in 1938 to
form the current food statute, whose p;ovisions have
eggentially unchanged since enactment.

The food supply, however, has changed dramatically si
Food technology has beccome *high tech;" food processi
operations are increasingly large scale and centraliz
market-driven innovations in product formulation, pro
packaging have vastly increased the sheer number of £
FDA regulates. Food consumption patterns are also di
with, for example, the great increase in restaurant ¢

od products
ferent,
nsumption.

‘oz course, thare are othar simificant agencies inveolved jn feood
safety--USDA regulates meat and poultry, CDC carries cut tha Padarsl
government's spidsmicological surveillance, EFA approved pesticidps for use on
food creps, and tha Mational Marine Pishories Sexvices overseas peafood in
eonjunction with FDA. :

X he Purs Food and Drug Act created PDA's forerunner in the Agriculture
Department to ragulate zost fooda; the Meat Inspaction Act gave authoerity over
soat and poultry to another part of USDA. FDA was given its current aame in
1930 and transferzad to EHS' pradecessor dspartaent 1z 1940.
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Accompanying these changes in food processing and cons
been a rise in foodborne illnesses, caused by many fact
new pathogens, changes in food handling, increased tra
food over long distances, environmental pollution and i
use of chemicals that can contaminate foods). Finally,
the pre-wWorld War 1I era, many foods are today imported
other countries, whose food safety standards are in som
inadequate to ensure that foods are protected from cont

In the ycars since the Act's passage, focd safety has b
potent issaue in this country. In the 19508 there was g
public concern about pesticide and food additive use, ¢
in amendments to the Food, Drug and Cosmetic Act author
to set 1limits on pesticides and to approve food additiwv
leading the Eisenhower Administration to double FDA's =
Publication in 1962 of Rachel Carson's bestgeller

generated great consumer anxiety about pesticides, and
the Kennedy Administration to again increase FDA's size

Throughout the 19708 and 808 there were periodic¢ public
about food contaminations. Many have been "false ala
as the Alar in apples incident) that have obscured the
‘threats to food, usually caused by microbiological agent
take advantage of inadequate quality control procedures.

Despite the many years of growth and change in the food

from

scares
" {(such
ery real
g that

supply,

the statutory structure for ensuring food safety has rgﬂained
e

essentially unchanged since 1938. Over the yeare plec
amendments have been made to solve individual problems,
a patechwerk of statutory directions,
to prepare the food supply for the 21st century by moder
our food safety legislation and the regulatory system.

THE SCOPE OF THE FOOD SAFETY HA2ARDS

al
creating

We believe it is now time

mizing

The term "food safety" has been used generically for years to

cover a number of problems and challenges related to toop
4

health. It includes, for both domestically-produced an

and
imported

foods, issues such as the following:

‘0 Foodborne biological hazards such as galmenella in pggs,
Listeria in dairy products, cholera in shellfish, in
meat, and many other pathogens that threaten healthy

o Chemical contaminants, such as heavy metals and pestiecidee
(both these registered by BPA for agricultural use and ones
of public health concezrn that are persigtent enviroumental

. contaminants, e.9., lead);
o Natural contaminants, such asg aflatoxin, a carcinogem that

is often found in grain and peanuts;
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o Drug zesidues in animal products for human consumption, such
ag antibiotics in milk or meat; '

o Nev foods made using biotechuoology that will change the
pature of food we consums in the years ahead;

o New food cobposents, such as thea "fake fat,” Olestra, that
ws are nov reviewing for marketing approval, that will have
major irpacts on dietary practices if approved.

o TOpAr consumer preparation of foods, which is [the most
%ﬂﬂ ciuse of foodborne illness (such as ¢ salad
ingredients on a cutting board after using ths d Lo
prepare rav chicken); and :

o New fo0d processing and packaging techniques that will make
substantial contributions to food storage and con
conovenience, t will also challenge both the focd industry
and FDA scientists to understand their possidble @ffscts upon
health (e.g., the effects of microwaving on foeod packaging).

As well meaning as attaspts ip recent years have been to address
the food safety dilaemma, therse remains smuch room for
The publjic continues to have high axpectations for th
performance of food safety regulatory agencles and the U.8.
continues to face a significant public health threat
foodborne illnesas. witness, for example:

o CDC estimates that over 9,000 people die each yed
foodborne illness, caused principally by microbiclogical
contaminaticn (although lgast often from commercially
processed foods).

o A recent seudmy FDA's Center for Food Safety
Nutrition estizated that there areo at least 24

one comacn pathoganic illness, salmonelleosis, is
billion, total coste of ¢ orne illnegses
well over §10 billicn per year.

i .

'locnuu dissasze froe foodbarce scuxaces iz ganarally able. ARy
rescurtas spant en prevsatica-relatsd research, surveillance and jpublic
sducaticn would De caly & fracticn of tha cost otharwiss bozae tha
whan dissese cacurs. ' '
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USDA 18 now reporting to us about €,000 cases each year of
impyroper drug residues in meat and poultry (USDA regulates
cthe meat; FDA regulates the use of drugs in f£ood-producing
animalg). This has been exacerbated Dy greater
concentrations of producers in recent years, which has led
to more extensive spread of diseape and drug use in herds

and flocks.

The safety of fish and other seafood is increasingly
questioned by consumer groups and Congress, and [calls have
been made to move seafood regulation to USDA. [The safety of
meat 1s also being questioned, and there are calls to
transfer meat regulation to FDA or an independent food

| agency.} Also, new drug residue concerns in seafocd are

~ when most agenciea could merely detain it admini

emergini from the rapid growth in agquaculture (ih which
farm-raised f£ish are given drugs wvith their feed).

Imports of foods from other countries are growin
now up to over 2 million "entrigs" per year, pos
increasing challenge to our ability to ensure th
foods are safe and wholesome. In fact, we can
under 10 percent of food imports and, of those i
thousandg must be "detained"™ as being in violati
standards. ' .

) .
The gumulative effect of years of exposure to pe
other chemical contaminants ie uncertain, but p
about those food contaminants has remained high
generation.

ticides and
lic concern
or a

lic scare
ples,

sh, lead in
packaging,
(many of
ived asg

Hardly a month goes by in which there is not a p
over the latest contaminant in food -- Alar in a
aldicarb in watermelon, EDBC in flour, PCBe in ¢
ceramicware, cholera im shellfish, dioxin in foo
salmonella in eggs, Listeria in cheese, and more
which are not true health problems, but are perc
such b{ the public}. The B, coli incident in Wa
state is only the latest in a long series.

There are enormous inefficiencies in the current
protection sIs:am. For one example, FDA, USDA,

agencles duplicate efforts in some areas. For
wastes resources attacking problems with antiqua
enforcement authority (for example, having to go
Attorney to seek judicial seizure of a contamina

Although our principal concern should be public Realth, you
should know that the United States has an annual |export

- surplus of. §8 billion, and foreign buyers are in¢reasingly

asking for government "certification® that U.S. foodstuffs
are safe.

l%ioos
202 630 7203:712/18
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Page 5 -- The Secretary
WHAT XS NEEDED 10 SOLVE THE PROBLEM

Years of experience with foodborne public health threats and with
regulation of the food supply, as well as numerocus public and
private reports on food safety, have suggested that there are
additional gteps that may be appropriate to adeguately ensure the
safety of our Nation's food supply, including:

1) : niform Natiopa gtem of Food Safe ASsurance - We need
to desgign a system under which the food industry| subscribes
to a comprehensive food safety assurance program| to improve
both efficiency and effectiveness, which would govern the
handling, processing, transportation, and preparatiom of
food, and that would focus on the areas where we| know food
is most likely to become contaminated or otherwige
threatened (e.g., adequate refrigeration in holding and
shipment; adequate protection from chemical contaminants,
pests, and:pathogens; and adequate handling and ¢ooking
during processing). If implemented, this should|comprise a
coordinated regulatory framework encompassing the states,
HHS, USDA, .and other agencies concerned about food safetry.

2) Authority te Protect the Public - FDA lacks many|of the
modern enforcement tools avallable to virtually a3l1 other
Federal regulatory agencies. For example, the agency is not
authorized to detain a contaminated product, canjot reguire
food firms 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) Inspection and Sampling - While the foocd industry has grown
enormously in recent years, and imported foods have
increased substantially, FDA's inspectional resouyrces have
been reduced., We do not have the resources to inaspect many
focd processing facilities regularly (on average,| every
eight years), and inspect only a tiny fraction of imported
foods. In addition, FDA has lacked the resources [to take a
proactive role in the growing internationalization of food
commerce, to ensure that food imports are safer at the
source.

4) Qther Needg - There is great need for additional yesearch

‘ inte the nature and biological action of pathegenp, for
better analytical methods to test for the presencp of
chemical and biological contaminantg, and for morg training
for the state, local, and Federal inspectors who are charged
with ldentifying such threats.
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IHE FOOD SAFETY INITIATIVE

Despite the years of public disagreement aboyt how t
food pafety problems, I believe that the basis for a
exists that can have an enormously beneficial impact
with little or no additional taxpayer funding.
involve three principal elements to strengthen FDA's
improving food safety.
follows:

Regulations to Bngurg Quallty Centyol-

We should premulgate new regulations that would
producers, processors, transporters and retaile

§

plans for controlling hazards within their opera

These regulatiens weould be based on the proven ¢
"HACCP®"--Hazard Analysis Critical Control Points
focuses on critical points in food proceseing th
permit food to become contaminated. The regulat
be tailored to each segment of industry, yet be
scope to ensure consigtent, uniform protection o
supply. We believe we can build strong industry
a broad HACCP program. In fact, we are working
National Fisherieg Institute {the seafood indust
association) on a mandatory HACCE program for se
processors that will greatly improve seafood saf
t Food

o a

We should seek new authorities to ensure safe o

and preparation, for example:
- to require food producers and handlers to r
thair faciliciea, so that we know where fo
produced and held, and by whom;

tranaporters, and retailers establish and
comprehensive program to ensure the safety
they handle--thus enablin? FDA to positivel
their products for domestic and internation
to authorize FDA to refuse entry to food im
the food safety inspection system of the or
country is not equivalent to the U.S. syste
food handler has not registered with FDA, 4

a HACCP program, or has refused FDA access
the manufaeturing facility;

to permit an ingpector to review a food pr
processing records;

Zuz oW (ZuoiE

resolve the
new program
on health

The pgrogram would

role in

‘These elements can be summarized as

require food
to prepara
ions.

the food
support for
ow with the

£ the foods
1 commerce:

Qrts where
ginating
and the

eg8 not have

© inspect

cer's
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- to authorize FDA 1nspec:6re to detain a suapect food

until its safety can be determined;

- to allow FDA to order the recall of a food fFound to be

hazardous to health;

«  to give FDA the flexibility to seek punishm
offendars short of criminal action, that is
civil penalties as an intermediate deterren

. to authorize the collection of user fees fo
FDA's food safety efforts, as described bel

Iner oktea uppl

The level of effort to protect the food supply h
not kept pace with the increasing gilze and compl
food industry and food imports. 1Indeed, as one

USDA has 9000 employees devoted to the ingpectio
and poultry, while FDA has 770 for the entire re
food supply. We need Lo increase domestic inspe
import coverage, overgeas inspections and standa
and other related activities such as HACCP devel
research, and methods development. We are now e
those needs in detail so ag to arrive at estimat
likely costs.

W : : B ?

i

I am keenly aware of the limitations on new funding f£a
Federal program. However, I believe we can develop a
that accomplishes our goals without seeking new approp

Firsec, there are areag of food protection that are app

nt for
to impose
; and

some of
w.

& eimply

xity of the
cmparison,
of meat

¢t of the
tiens,

setting,

pment,

amining

8 of their

r any

trategy
iations.

ropriate

for user fees. Last year the drug industry agrsed to Bupport
user fees for increased FDA resources for drug reviews. That
program promlises to significantly reduce the time it thkes to get

new therapies on the market. In the food safety area,
three sources of user fees that I recommend we conside
examination, export certification, and establishment
registration. Imposing an import fee merely reguires
foreign importers pay for FDA to ensure that their feoo
sufficient qualicy to enter the United States. Export
certificaction is a service provided tc American export
provides a significant benefit to those exporxters, by
to foreign governments that an American food export wo
acceptable quality in cthis country. Establishment reg
feeg would support the costs of registering a food pro
facility with the FDA. We believe all of these feeg ¢
designed-  to generate sufficient funds without creating
burden on food production or international trade.
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ance the use
enfozcement

and ic

1 and state

also

In addition to funding, we may be able to greatly e
of existing resources with more modern inspection an
powers. Also, the gtates have food safety programs,
should be posaible to design programs in which Feder
officials ensure against duplication of effort while
improving coverage of the food supply.

tionwide
ing--not
nagement cn
riculture
retary Espy
5 into his

Finally, USDA has substantial numbers of employees
invelved in all aspects of food preduction- and marke
only meat inspection, but also insect control, land
farms, grading of agricultural products, and other a
related activicies. I recommend that we approach Se
about factoring joint HHS-USDA food safety protectio
comprehensive review of USDA'e organization and mission, and that
we explore ways of better coordinating HHS' and USDA‘'lg food
safety activities. 1Indeed, Mr. Espy has said that meat and
poultry safety--using the HACCP principles we are recommending--
is high on hig list of priorities, The Centers for Digease
Contrel should be a part of any such discussions, as their role
in epidemiological surveillance and disease preventiop is an
important part of protecting the public from unsafe fpods.

RECOMMENDATION .

I believe that food safety reform is essential to carfpying out
FDA's mission of protecting the food supply and the public
health. It will have the ancillary benefits of stren
integrity (and thus competitivenegs) of American agri
exports and of lowering health care costs. According
recommend that you announce, in consultation with Sec
that the Administration will initiate a comprehensive
the food safety assurance program--a program that wil
new regulations requiring quality assurance programs
HACCP concept, new legislation to strengthen FDA's en
authorities, and statutory authority te assess usar f
the new food safety program.

etary Espy,
overhaul of

include
agsed on the
orcement
ea to fund

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

you at your convenience. )
_/‘(,\j\|,p

David A. Kessler, M.D.
Commissioner of Food and Drugs

RECISION

Announce and implement a new food safety initiative aJ proposed.

Concur ~ Nonconcur Date

&Y
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Q&A on the Safety of Imported Food
- September 29, 1997

[s increased international trade going to introduce added risk to the U.S. food supply as
today’s New York Times article indicated?

No. Food on U.S. grocery shelves produced either in the U.S. or overseas are both
extremely safe. In fact, our nation’s food supply today is probably the safest it has ever
been, but we are working to make it even safer.

As was reported last week, the President will be sending legislation to Congress that will
go a long way to filling the remaining gaps in our food safety system. 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. The President will also provide the necessary funds in his FY99 budget to enable
FDA to expand dramatically its international inspection force so that it can make good
use of this new authority.

In addition, the President has asked the Secretaries of Health and Human Services and
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. By providing the first-ever specific safety standards for fruits and vegetables,
the guidance will improve the agricultural and manufacturing practices of all those,
foreign and domestic, seeking to sell produce in the U.S. market.

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, pouliry, 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 hasn’t the Adminsitration acted sooner? Are these steps being taken now only
because of the Administration’s interest in passing fast-track legislation?

No, 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 early-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 s the natural next step. With significant measures already taken to
ensure the safety of meat, poultry, and seafood, we are now directing our efforts to the
produce consumed by Americans.
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Key Points and Messages
General Background:

Fruits and vegelables are safe and a key part of a healthful diet. This includes both domestic and
imported foods.

A number of foodbome illness outbreaks linked to fruits and vegetables have occurred recently.
But food safety cxperts do not know where or how the contamination occurs i.e. on the farm,
during transportation or distribution, at grocery stores, in households or restaurants.

The data does not support ﬁlaking 2 conclusion that imports are either more-or less safe than
domestic product. This initiative is about making both domestic and imported product even safer.

1. Direct FDA and USDA to work cooperatively with constituents to dev:lop Good
Agricultural and Good Manufacturmg Pracﬁces Guidance,

This is NOT about FDA going onto farms or regulating what farmers do on their farms. This is
about government and producers warking cooperatively to improve food safety by developing .
VOLUNTARY guidelines for producers to follow.

Many producer groups have taken a leadership role in this effort and have been developing such
guidance for their members. We applaud their leadership and want to work with them to expand
on their effort. .

PRI

Agriculture issues vary by crop and by region. Practices will reﬂéct that. Not a one-size fits all
approach. .

2. Direct USDA and FDA to work with constituents to develop outreach and educational
effort to encourace preducers to adopt these practices.

USDA works with a vast network of agencics that are grassroots-based and can and do work
effectively and cooperatively with farmers to encourage the adoption of these new practices.
Such as laad-grant institutions, extension service, soil and water conservation districts.

Not a regulatory scheme imposed by Washmgton. (rassroots program to encourage farmers to
adopt these pracuoes

... 3. Direct USDA. and FDA to Evnluatc Potentml for. Food Safety Problems in Exportm :
v ..-- Countries (Assessmg agricn]tural product:on, transportation, and proce.ssmg ragtices ;
. these countrics) Y

USDA and FDA wxl.l develop pmﬁles of expomng countnes 'Ihey will evaluate thc food
production, uanSportahon, and handhng practices,’ - :



These profiles will give us information that we can use to target our inspection and testing
resources to ensure that W are not meomng msafc food from those countnes.

For example, ifa proﬁle. suggests that a counn-y bas a potential problem thh a certain pathogen E

like E. Coh, then vre would be able to increase our tes‘tmg of produots fmm that country
‘ 4 Dlrcct USDA and FDA to. Help Exporhng Countnes DeVeIop Thelr Own Best Pl'acngeS N 2

Through technical agsistance, training, and cooperative research efforrs, Usba and FDA will
kelp exporting countries develop their own best practices to address potential food safety issues
in those countries. This will improve the safety of imported fruits and vegetables.

Possibly involve other international development organizations etc.
5. Expanded Federal Resources for Testing and Inspecting Fruits and Vegetables.

FDA needs additional resources to enhance their ability to test and inspect fruits and vegetables,
including for overseas work. We need the new resources to aggressively act on the new
information that we will gain from the country profiles. For example, if a profile shows that
country X is likely to have a problem with a particular pathogen, we will be able to incrcase our
testing and monitoring to ensure that no upsafe product enters the U.S.

We also plan to expand USDA'’s testing program. Currently, USDA has a nationwide,
statistically based sampling program for pesticide residues on both domestic and imported fruits
and vegetables. USDA will be directed ta expand that program to include microbial pathogens
like E. Coli. Farmers and handlers prefer to have USDA do this testing.

If USDA finds a problem, USDA will work cooperatively with farmers to find out kow to
prevent the problem from occurring. (Won't allow unsafe product on market).

6. Accelerate Food Safety Research

We need additional knowlicdge and tools to improve food safety. For example, we don’t know
why pathogens like E. Coli appeer in animals, or how E.coli has ended up on different fiuits and
vegelables. We also need better, more rapid tests to identify pathogens on food products, and we
need to develop effective tools to prevent contamination from occurring.

A fundamental part of the Administration's 1998 initiative involved rescarch. We need to
accelerate that rescarch in FY 98 and build on that effort in our FY 99 budget. Not just fruits
and vegetables, but across all food products and throughout the food production, manufacturing
and distribution system. :
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7. Report Back to WH with Additional Actions

Additional actions are needed to build on this injtiative. For example, we may need to take
action to address food safety concerns regarding transportation and handling of fruits and
vegetables.

There are also likely to be additional actions to build on the progress we have madc in the 1998
Administration initiative. For example, we may need to further expand the FoodNet sentinel site
program, or we may need to continue to expand our educational and outreach efforts to improve
awareness of food safety at the retail or restaurant level, for example.

Legislation: Imports must meet U.S. safety standards. The legislation will make clear that they
must continue to meet those standards.
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Record Type: Record

To: Elena Kagan/CPD/ECP

ce:
Subject: Congressional Food Safety Letter

Last week, about 75 House members sent a letter to the President about NAFTA and food safety.
Legislative Affairs is tracking down the letter -- and will send to you for a draft response. The
response should follow closely on the official announcement of our initiative, don't you agree?
When are you planning to announce?

V.,
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To Elana/Tom:
. Re: request for info on growth of produce imports, here’s what USDA has:
Fresh fruit imports from other countries has increased by an average of about 9% per year in
recent years. Fresh vegetable imports have increased by an average of 21% in recent years.
[Recent years are the period ! 992-96.]
Re: the earller data on the percentage of total fresh vegetables ¢onsumed in this country, USDA
has informedius that they migread the data thag concluded that 22% was imported.  They tell us
=~ . . now thatit’s I12%. They confirm that the fresh\ruit # is still 38%.
Bill Hubbard
it
el
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SECRETARY OF AGRICULTURB Q_r bR,
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SUBIECT: mmmmmm Fruits and Vepetables = 2.3

mwmmmmmmwmﬁmmmw
riety system, ingluding expanded roseaceh, education, and survellinooe activites. We dgo have
put icto place enhanoed safety standurds relating pariteniarly to mest, poutity, snd seafood
produses. These meatures have greatly improved the safety of the nation’ food supply and
reduoed the incidence of fhodbome Hinezs,

We zsed to build on thase eforts, and todey | ask yon to do so by focusing un the safety
of Suits and vepstables, aod partisulady thoow itparted fom Mrelgn countzion, Last year, 39
pereestt of the frait and 32 percent of the vegetablas constimad by Argeticans caror from
oversess. We must eosure that thase frults and vegetables arc produced under safaty systems
qdvﬂmmﬂnuadnh;hbumsummhamunaumwwuwom

nmwmmmWmemmed
rtandards are aot on per with those of the United Stares. This authority, which is oquivalent to
powwﬁ:USDAmhubhhbWu!m-nd w.wmcuh!nﬁcm

firr ar-inezease s PRA-frmding tn Piscat-Year-1999-toradio rdly: e (
“Halinterngtional Mwmwmmmm

E\-
wndhluuabmd,ﬁnmAwﬂlbclbhdemwhmbhﬁtheWafﬁmm
vegeialles o foneign countries. (

OLS‘J et %o expend FpoR's
- At the samo thma, I diyect you 1 take adaxigistative actions that will dettes cnsary the
safety of fruits and vepetahlas comsing frors abroad, while ecatiguing to improve the safety of
domestic producs. Ymdmuldnndmmmmmnmhm
thase sotions,

mrmmmammmmsmhmw&mm
Secretmry of Agrisuiture, to typort back to me within 50 days with & plan on how to ixzprove the
use of exigting and projected rescurces to monitor agdeuttural and mamifasturing peactioss
abroad, azxsiat fareipn comtyies to Suprove those practioss, ahd provent WS imponanon of wnsafe
mtwwaghymm&mdummmm I espacially urge youto
cacsider the best ways to target inspection and tosting resources toward thogs Seeign woas
whase probloms axe aapectally Hlrely % oo

Second, 1 direct tha Sscretary of Health and Human Seevioes, in sonsultation with the
Secratxry of Agricultize and in close coopersticn with e agxicultural commumity, to issae



e

within one year guidascs on good agricoitural practices and good manufacuing proctices for
fruits and vegeabics, This guidanca should deal with such matters gs senitation, worker health,
and water use, and shatild taks inro sceount diffeences in both crops aad reginas. By providing
the first-ever specifio aafiety nandards for Suits and vegetables, the guidance will imprave the
agricultury] end munulacturiog practices of all those, foreign xd domaestis, seeking to sell
produce i the U8, market. Tu cnsiine that thls guidenee has the widest possible eiloct, I also
direcs the developmuat of coondinsted outreach and oducstions] ectivities regarding these oew

Thess ateps, teken togethar and In coordmation with the legisistion I will send to
Congress, will canre to the fullest exzent posstble the suflely 0f Bults wrel veyeubles for all
Amaricsns. 1 will glno direct (e Administrator of the Ravironmaental Protection Agenoy and the
Sacremry of Labor to provide you with assistence in ackisving this gonl.
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M on tﬂcsc ciforts, a.tld today | ask youto do so by focusmg on My
_ t5 and vegetabledy afd-pmatiztimely those imported from foreign countries. Last year, 38
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES '
SECRETARY OF AGRI ULTURE A
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SUBJECT: ol 0 F sfﬂ"e Frmf.s and Vegetables 46134 % h J

During my Administration, we have taken significant steps to strengthen our entire food

safety system, including expanded research, education, and swrveillance activities. We also havc e

put into place enhanced safety standards rclating particularly to meat, poultry, and scafood -

, 'V
products. These measures are greatly lmpmvmg the safety of the nation's food supply 7 I

it

£ 4‘—‘. i

percent of the fruit and 12 percent of the vegetables consumed by Americans came from
overseas. We must ensure that these fruits and vegetables are produced under safety systems
equivalent to those existing in the United States, at the same time that we upgrade our own °
domestic slandards.

As you knaw, T am introducing legislation in Congress that will help accomplish this

task. This legislation will authorize the Food and Drug Administration (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 thoss of the United States. This authority, which is equivalent to
authority the USDA now has to halt the importation of meat and poultry, will enable the FDA to
prevent the importation of potentially unsafe foreign produce. In addition, I will provide the
nccessary funds in my Fiscal Ycar 1999 budget to enable the FDA to expand dramatically its
international inspection force. With this greatly increased ability to Inspect food safety
conditions abroad, the FDA will be able to determine when to halt the importation of fruits and
vegetables from fomgn cuunines

At the same time, I direct you to take administrative actions that will better ensure the
safety of fruits and vegetables coming from abroad, while continuing to improve the safety of
domestic produce. You should accelcrate whatever food safety research is necessary to support

these actions.
g o *’Jle

First, I direct the Secretary of Health and ITumun Services, dnwsnssitattorvaniditie
Secretary of Agriculture, to report back to me within 90 days with a plan on how to improve the
use of existing and projected resources to monitor agricultural and menufacturing practices
ahroad, assist foreign countries to improve those practices, and prevent the importation of unsafe
produce, including by detecting unsafe food at the dock or border. I especially urge you to
consider the best ways to target inspection and tming resources loward thoge areas where
problems are most likely to occur.

Second, [ direct the Secretary of Health and Human Services, in eons n with the
Secretary of Agriculture and in close cooperation with the agricultural commumty, to issue
within one year guidance on good agricultural practices and good manufacturi ig pracnccs

ﬁ*’h f‘)‘?‘"‘-’?!”*u‘?_‘ 4 (cJ:Q é‘wf A S R Ly ¥ J -
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ftuits and vegetables. This guidance should &

endomarondamrahatillf take into account differences in both crops and regxo and shouid address

potential food safety problems throughout the food distribution and marketing system. By
providing the first-ever specific safety standards for fruits and vegetables, the guidance will

ﬁ(& improve the agricultural and manufacturing practices of all those, foreign and domestic, secking
to sell produce in the U.S. market. To ensure that this guidance has the widest possible effect, I

also direct the development of coordinated outreach and educationa) activitics.

These steps, taken together and in coordination with the legislation I will send to
Congress, will ensure Lo the [ullest extent possible the safety of fruits and vegetables for all
Americans. [ will also direct the Administrator of the Environmental Protection Agency and the

Secretary of Labor to provide you with assistance in achieving this goal.
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES
SECRETARY OF AGRI ULTURE
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SUBJECT: { WG € EL ;ﬂﬁw tow Fruits and Vegetables m{‘o’ll’J

During my Adm:msu'auon.wehnvetakenmﬁcantstepsto strengthen our entire food
safety system, including expanded research, edusation, and surveillance activides. We also have
put into place cnhanced safcty standards relating particularly to meat, poultry, and scafood. :ﬁ,‘,..,‘."
products. These measures are greatly | lmprovmg the safety of the nation’s food supply: v

P
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o
m on these efforts, and today I ask you to do so by focusing on@ﬂ.ﬁry

, its and veg aldepmmairiwdy those imported from foreign countries. Last year, 38 prst
percent of the fruit and 12 percent of the vegetables consumed by Americans came from AL
overseas, We must ensure that these fruits and vegetables are produced under safety systems —_

equivalent to those existing in the United States, at the same time that we upgrade our own -
domestic standards.

As you know, T am introducing legislation in Congress that will help accomplish this
task. This legislation will authorize the Food and Drug Administration (FDA) to halt imports of
fruits, vegetables, or other food from eny foreign country whose food safety systems and
standards are not on par with those of the United States. This authority, which is equivalent to
authority the USDA now has to halt the importation of meat and poultry, will enable the FDA to
prevent the importation of potentially unsafe foreign produce. In addition, I will provide the o
neeccssary finds in my Fiscal Year 1999 budget to enable the FDA to expand dramatically its S e
intemarional inspection force. With this greatly increased ability to inspect food safety
conditions abroad, the FDA will be able to determine when to halt the mponaﬂon of fruits and
vegetables from foreign counlries.

At the same time, I direct youto take administrative actions that will better ensure the
safety of fruits and vegetables coming from abroad, while continuing to improve the safety of
domestic preduce. You should accclerate whatever food safety research is necessary to support

these actions. ,Q Tﬁ{
L

f First, [ direct the Secretary of Health and ITumun Services snwsnsuitsiomgniliitive:
Secretary of Agriculture, to report back to me within 90 days with a plan on how 10 improve the
use of existing and projected resources to monitor agricultural end manufacturing practices
abroad, assist foreign eountries to improve those practices, and prevent the importation of unsafe
produce, including by detecting unsafe food at the dock or border. I especially urge youto
consider the best ways to target inspection and testing resources loward those arcas where
problems are most likely to oceur.

w(.\ig it

:
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Second, I direct the Sccretary of Health and Human Services, in consultation with the
Secretary of Agriculture and in close cooperstion with the agricultural community, to issue
within one year guidance on good agricultural practices and good man practices for
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fruits and vegetables. Th:.sgmdanceshouldm nepll T i - %
anduvetonuarraliW 1oke into accoumt differences in both orops and reglonqand slmuid address
potential food safety problems throughout the food distribution and marketing system. By

providing the first-ever specific safety standards for fruits and vegetables, the guidance will .-
improve the agricultural and manufacturing practices of all those, foreign and domestic, secking

to seli produce in the U.S. market. To ensure that this guidance has the widest possible effect, I

also direct the development of coordinated outreach and educational activitics.

These steps, taken together and in coordination with the legislation I will send to
Congress, will ensure 1o the fullest exient possible the safety of fruits and vegetables for all
Americans. | will also direct the Administrator of the Environmental Protection Agency and the
Secretary of Labor to provide you with sssistance in achieving this goal.
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within ane year guidance on good agriculural practices and good manufecruring practices for

frujts and vegetables, This guidance shouldrdeniowitirg N s pmich,
audesmmurUEEiR should take nto eccount differences in both crops and regionsa Py providing
the firgt-ever specific safety stndards for fruits und vepetables, the guidance will i
agriculraral and munufacturing practices of all those, foreign and domestic, seekisfs to sell

direct the development of coordinated outreach and educational acrivities re
safety standards, :

These sleps, taken together and in coordination with tha legislation I
Congress, will easurs to the fullest extant possible the safety of fruits and
Amerleans. T will alsa dirsct the Administrator of the Eavironments! Prot
Secretary of Labor to provide you with asgistance in achieving this goal.
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Foodborne Disease Control:
A Transnational Challenge

F. K Kifarstein, Y. Motarjemi, and D. W. Bettcher
World Health Organization, Geneva, Switzerland

“Disease knows ng boundaries and
borders are porous ta disease.”(1)

in the giobalized peolitical economy of the late 20th century, increasing social,
polifcal, and econotnic interdepandence is occurring as a result of the rapid movement
of pecopla, images, values, and financlal transactions across national borders. Another
consaquencae of the increase in transnatenal trads, travel, and migration is tha greater
risk of cross-border transmigslon of infectious diseases. As.tha wndd pacomes more
interoonnsctad, diseases spread more rapidly and efoctively. With more than cne
" people cressing intemational borders every day, and with the glodaiizatien of
food production, manufactunng, and marketing, the rsk of infeclocus diseasa
transmission is %aalet Economic globallzauon has also lncreasad tha ae
guvornrnon ' i ghonal_pre :
3G, The amamgence of naw inledious dnseasas aswa!l asme raemargenca o! old
--ones-n'rmfﬁ'i'aprasmts a crucial transnational poliey issue. These problems cannot be
resolved by national gavernments glona; they require intemational cooperation. This
anicio analyzes the role of foodbome disease surveillanca programs, nationally and
internationally, in the contro! of foodbome diseases.

-

In the past two to three decades, public health
authorities in industrialized countries have been
faced with ap increasing aumber of food safety
problems. In 1983, a Joint Food and Agriculture
Orgenization/World Health Organization Expert
Committee on Food Safety concluded that illness
due 10 contaminated food was perhaps the mast
widespread health problem in the contemporary
world and an important cauge of reduced
economic productivity (2), Mere recent data from
industrialized countries indicate annually
up to .73 tion may have a
foodborne dizease. The aituation is equally
serious in developing countries, where infant
diarrhea causes many ilinesses and deaths. In
addition to known foodborne diseases, public
health communities are being challenged by the
emergence of new or newly recognized types of
foodborne (linesses, often with serious and
chronic health conssquences. Certain popula-

Address fur eorrespandence: An: Pleage supply eddress,
ineluding fax pumber and amail address

Vol, 3, No, 4. Ottober-December 1997

tions (e.g., pregnant women, the elderly, infants
and children, immunocompromised persons, and
the undernourished) are particularly vulnerable.
In economic terms, foodborne illnesses are very
cogtly for industry, health services, and society as
a whole.

Many fattors heve contributed to the
intrease in foodborne disease. Industrialization,
leading to increased wealth and urbanization,
bas revolutionized the food supply system,
resulting in mass production and an explosive
increase in the uwwmber of food service
establishments and food outlets. Mass produe-
tion, environmental factors, and inadequate
knowledgo an the part of food handlers have
contributed to incremsed contamibation of
primary foodatuffs.

The in jonal trade has

acreade ih internstior
d the risk for a0 er transmission
ectious diseases. The globalization of food
( trade, fadilitated by the liberalization

of world trade, while offering veany benefits and
. riaka(8). Food, a

major tra Y, 18 an important
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vehiele for transmission of infectious diseases.
Because food production, manufscturing, and
marketing are now global, infectious ageats can
be digseminated from the original point of
processing and packaging to locations thousands
of miles away. This multinational approach to
food production and distribution and the
progressive opening up of world markets have
allowed the intarnational food trade to flourish.

The value of food trade, U.S. $266 billion in 1994, .
was more greater than it was 20 years

ago and continyes to grow rapidly (4).

The globalizstion of foodborne diseases aiso
results from increased travel. International
travel is more accessible todry. The World
Tourism Organization estunstes warld tourist
arrivals at 567 million in 1995, and this figure ia
expected to rise to 660 million by the year 2000
Over the past 200 years, the average distance
traveled and the speed of travel have increased by
1,000% while incubation times of microorganisms

" have fiot changed. A9 a result, a person can be

exposed to a foodborne illness in one country and
expose others to the infection in a location
thousands of miles from the original source of the
infection (5). Depending on their destination,
travelers are estimated to run a 20% to 50% rigk
of contracting a foodbarne illness.

As intarnational trade and travel inereass,
foodvorne diseass outbreaks of the same origin
are mere likely to accur in different parts of the
globe. Food safety in the late 20th century
representa a transnational challenge requiring
snhanced levels of intarnational cooperation in
getting standards and regulations mnd in
strengthening surveillance systems. Effactive
food safety programs, built on a clear under-
gtanding of the epidemiology of foodborae
disease, must be developed and implemented.
The globalization of the world's economy has been
accompanied by intense economic competition
snd increased pressure on governments to

. downsize. Publie sector austerity hog reduced
" diapase suryeillagce 1. %;i oounﬁﬁ?s (6). For
example, in Great Britain, ure to maintain

public health infrastructures has, in the words of
the Dritdish Medical Association, resulted in
“Britain returning to the 19th centuryin terms of
public health, with problema such asa dirty water,
contaminated food, and old infectious dizeuses
reemerging” (7). Failing a reversal of this trend,
public health authorities and health gervices may
be overwhelmed in the near future by outbreaks

¥

Emerpine Infietisus Dicsteos

or epidemics of foodborne diseases. The 1991
epldemic of cholera in Peru and the 1996
outbreak of Escherichia coli 0157 in Japan
demonstrate how one single foodborne disease
epidemic or outbreak may disrupt the function-
ing of a healtb-care system,

e of foodborne
illness is fundamental to the plangping of food
safety programs and the development of B
strategy for prevention and contrel. There are
different methods of surveillance: death registra-
tions and hospital discharges; disease notifica-
tion; laboratory-confirmed cases; sentinel sur-
veillanee; surveillanes of investiguted outbreaks;
population-based surveillance; and case-control
studies of sporadic cases (8). This article
examines the role of foodbarne disease surveil-
lance programs, nationally and internationslly,
in the contrpl and prevention of foodborme
disease,

Foodbormne Disease Awareness of Public
Health Authorities

Data on the incidence of foodbarne illnesses
collectod through notifications, laberatory confir-
mations, and sentinel or population-basged
studies can provide a measure of the magnitude
of the foodborue disease problemas, their economic
consequences, and over the years, an indication of
the trend. Although several weaknesses are
associated with the collection of such data— -
particularly thase collected through notification
and laboratory confirmations (since they repre-
sent only the tip of the iceberg)—they can
nevertheless be useful in raising the awareness of
public health authorities about the importance of
food safety.

Surveillance data collected in some industri-
alized countries confirm that foodborue diseases
constieute one of the most widespread health
problems and that they have increased over the
Inst two or three decades (Figures 1-4). Part of
the incresse may be atwibutable to recent
improvements in information reporting and
colleetion syatems, improved disgnoses, or
greater publicity and concern about food safety in
gensral. However, a real increase of foodhorne
disease incidence is not disputed. First, the
increase has been steady and cannot be explaimned
by a one-time improvement in the surveillance
syatem. Second, incresses have been observed in
different tountries, including those with no
improvement in reporting and scurveillance



. 1997 6:26PMs FRNY TIMES WASH

To 3540nazee3N0, 2505047, 4

Special Issue

Nomiber ol tepatisd citen
Jaddidiiad

Prpre——

1-m1m1-1-1unnuu

Figure 1. Laboratary reports of gastrointestinal

infeetions in England and Wales.
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Figure 2. Jocidence of foodborne dizeases in
Veneguela.
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Figure 8. Incidence of Ralmonellosis in the United
States, Japan, and Augtralia,
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Figure 4. Incidence of infections emtaritis and
typhoid and paratyphaid fevers in Germany.
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programs. The general increase, as demonstrated
by the results of surveillance dats, has led many
public health authorities to take stringent
regulatory and educational measures to improve
food gafety, with gome successful results (9). For
instance, in the United States, active surveil-
lance of foodborne listeriosis has led to concerted
efforts by industry and government to prevent
the diseass. As a consequence, the number of
cases and deaths has decresged by 44% and 48%,
respectively (10).

Public heslth authorities must be aware of
the magnitude end trend of foodberne illness so
that necemsary resources can be mobilized to
tmprove food safety programs. Lack of relinble
spidemiologic data in many parts of the world has
impeded the recognition of the public health
importance of food safety and consequently the
emphasis on food safety programs.

Early Detection Of Foodborne Disease
Qutbreaks

Surveillance of foodborne diseases playe an
important role in the early detection of foodborne
disease outbreaks and their control Early
identification of the source of the outhreak is
becoming increacingly important as countries
move towards industriabization. Increased mass
production means outbreaks can change from
being small and confined to a family to large,
(Twnh]. hundreds or even thousands of people

e .

Rapid investigation of foodborne disease
outbreaks is crucial to prevent them from taking
on massive proportionz. In the 1993 French
cutbreak of listeriosis due to potted minced pork
(affocting 39 persons and causing eight miscar-
riages and one death), public health authorities
traced its source within 1 week and thus
prevented the outbresk from spreading by

Tablo. Exampiles of large foodborna disease outhraaks
ear Discase No.

nited 1986 ellosia 1,000
United Statas 1985 Salmonelloaia >168,000
Unitad States 1608 Salmopeflosis 224,000
China 19886  HepatitisA »310,000
Germany 1983 Salmonellcais 1,000
Anstralia 1991 Norwalkilike 3,050
agent

United States 1992.93 E. coli 0157 >500
infoetfon

Japan 1998  E.coli0157 >6,000
infection
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removing the implicated food product from the
market and informing tha group at risk about its
ungafe aature {11), In an outbreak of botulism in
the United Kingdom traced to hazelnut yogurt,
the source was identified within § days, and the
product was withdrawn from the market (12).

Because of global food distribution and
worldwide travel, an mternational exchange of
informatior on foodborne disease incidences and
outbreaks and the foods invoived is extremely
important to identify international clusters
originating from a common source. For instance,
Salm-Net, a network for the intearnational
surveillance of human salmonellosis, has demon.-
strated the value of such an iatsractive
international collaboration. Individual countries
with apparentlyiselated outbreaks can fead their
ipformation intc the npetwork and ascertain
whether the outbreak is confined to their country
or is of wider international importance. The
identiication mnd investigation of severa]
international outbreaks have been simplified by
the Salm-Net network (13). T

Food, the Transmiasion of Diseases, and
the identification of Associated Risk
Factors

Information collected through investigation
of foodborne disease outbreaks or case-coatrol
studies of sporadic cases provides a better
understanding of the role of food in the
rransmission of communicable disesses and in
the identification of risk factors leading to
disease. Epidemiologic data from foodberne
disease surveillance can provide public health
authorities with important information about the
types of food implicated in outbreaks; populations
at risk; practices that lead to contamination,
growth, and survival of foodborne pathogens; and
places where foods are often mishandled Such
data are ecasential for degigning effective
iptervention programs. Such programs in
industrialized countries, for example, have
demonstrated the relanvely greater prevalence
and incidence of foodbornae diseases of microbial
origin over those of chemical origin and the role of
food handlerg in the tranamissiop of diseases;
they have identified campylobacteriosis and
sulmonellogis (particularly infections caused by
Salmonella enteritidiz) as the leading foodborne
dizcases. Thae emergence of other diseases, such
as infections dua to E. eoli O157 and Listeria
monocytogenes—often with serious sequelae—

A
L
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has been pinpointed as a major public health
problem. These surveillance programs have also
alerted public health authorities to the foeds
most often implicated and the major risk factors
in food preparation

Because of the lack of epidemiclogic data, the
role of faod in the transmission of diseases bas
beon poorly acknowledged, particularly in
developing countries. Diarrheal diseases in
infants and children and diseases such as
shigellosis and cholera have been perceived as
being watar-borme for many years. For instance,
after the cholers epidemic in Peru (where
epidemiologic investigations implicatsd, among
other foods, seafbod, and an embargo waa placed
on trade in foodstuifs), the role that food plays in
the transmission of the disease began to be fully
recognized.

Increased trade in food, interpational travel
and migration, and economic and technologic
development have changed dietary habits. New
foods, food preparations, and dietary habits are
introdgced into different regions, and as a
consequence, foodborne diseases are emerging or
reemerging, Dietaryhabits are also changingasa
result of nutritional recommendations and
campaigns or may be influenced by food policy,
production systems, or environmental changes
that lead to increased access to certain foods.
These changes in dietary habits influence the
epidemiology of foodborae illnesses and contrib-
ute to the emargence of foodborne diseases. In the
United States, public information campaigns
promote an incresdged consumption of fruits and
vegetablea. To meet the incrensed demand, these
products have to be imported on a seasonal basis.
At certain times of the year, more than 75% of the
fresh fruits and vegetables available in grocery
stores apd restaurants are imported (14).
Epidemiologic data have shown that, partly as a
eonaaquenea of the increased camsumption of
fruits and vegetgbles, the proportion of foodborne
disease outbreaks has doubled (15).

Data collected through foodborne disease
swveillance programs permit the monitoring of
changes in the epidemiolegy of foodborme
diseases and the identification of new pathogens
and new dietary or food preparation habits that
may present a health risk. The data can also
determine if existing programs need to be
readjustad to ensure that the food safety program
is adequate and relevant.

Awethod used in recent years to complement

Vol N Ma @ Alasebin Mace s 4 atn
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epidemiclogic data in identifying risky practices
and behavior is the Hazard Analysis and Critical
Contrel Prints systemn (HACCP). Application of
HACCP tw food prepuration permits the
identification of practices that may be potentially
hazardous and need to be modified or those that
are critical for ensuring the safery of foods and
require apecific monitoring. However, the first
principle of HACCP—to conduct s hazard
analysis—calls for epidemialogic data on foodbarne
diseases, as the process involves an appraisal of
the pogaibility of hazards and the severity of their
effects; the qualitative and quantitative evalua-
tion of the presence of hazards; the survival and
multiplication of microorganiams of concern; the
pmdumonorpermteme of taxina, chemicals, ar
phyuical agents in foods; and, eondmens leading
to the above.

As demonstrated in the decmcn tree for
hazard apalysis (Figure B) (16), access to
information would be difficult without epidemio-
logic surveillance of foodborne disesses. Simi-

H‘mnmb-

Figure 5. Hazard identification: identification of
potentially hazardous microorganisms (16).

Ve, 3, No. 4, October—Decemler 1957

larly, epidemiologic data are also needed to
develop sampling plans of food, ag demonstrated
in the decision tree for Listeric monocytogenes.
sampling plaas of foods (Figure 6) (17).

Llateris monasylogenee ssmpling plane of foada
[ ey o gt Moo 0 D>pank: Gutariohie) uatwat )
wimn o HACCP deta ar evaliahis
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Figure 6. Listeria monoeytogenes sampling plans
offoods that did pot receive an in-pack listericidal
treatment (17).

Planning and Evaiuating the Effectiveness
of Food Safety Programs
The collecdon of epidespiologic data is
important in planning interventions and setting
prioritics. Countries with gcarce resources,
facing an abundant number of foodborne diseases
and food sefety problems, need to prioritize food
aafety issues. Epidemiologic data provide a basis
for identifying foodborne diseases, groups at risk,
or ev;:rrioﬁtypoinu in the food chain.
uating the effectiveness and impact of an

Cnsaradme fobetio e Mlnm—a
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intervention is an important slement of aay plan.
Data collected through dissase notification or
seutinel studies permit an evmluation of the
effectiveness of interventions and theirimpact on
health, and if necsssary, the adjustment of &
program to improve ita efficacy and impact. Data
on the rising incidence of foodborne illnesses in
many coudtries demonstrste that present
prevention strategies, mainly based oa regula-
tary measures, are inadequate and emphasize
the need for additional measures (e.g., additional
regulatory initistives and health education about
faod safety).

Risk Assesament and Intemational Food
Standards

The movement of ever-increasing quantities
of food acroas borders has resulted in a
transnationalisation of disease risk (18). There-
fore; the globalization of food trade and the open
access to fereign warkets need to be accompanied
by effective means of health protection for
populations. In the food sector, international
regulatery instrumenta need to be integmted
with strengthened surveillance and monitoring.

As a result of the Uruguay Round of
Muldlateral Trade Negotiations and the in-
creased liberalization of trade facilitated by this
agreement, concern about the safety of imported
food has grown, However, provialons in the
Agreement on the Application of Sanitary and
Phytosapitary Measures, which entered into
force with the establishmest of the World Trade
Organization on January 1 1995, are designed to
address these concerns: according to the work of
the Codex Almentarivs Commission, its stan-
dards, guidelines, and recommendationa, are
recognized as the reference for national food
safety requirements. Countries that are mem-
berg of the World Trade Organization may no
longer be able to reject fooda that meet Codex
standards, guidelines, and recommendationg
without providing justification.

Msreover, the increassd volume of the global
food trade underscores the need for sound

-+« epidemiologic information and international risk

assessment. In this regard, Article 5 of the
Sanitaxy and Phytosanitary Measures agree-
ment explictly requires World Trade Organiza-
tion members to conduct scientific and consistent
risk asssssments. Furthermore, the Warld
Health Organization has recommended that the
application of the HACCP systam at every stage

Emyerging Infectious Dissors

of the food chain represents an effective approach
for governments to meet the terms outlined inthe
agreement (19),

Ancther issue receiving more attention from
regulatory agencles and underlined during the
Food and Agriculture Organization/World Health
Organization Canference on Food Standards,
Chemicals in Food, and Food Trade (1991), is the
sdentific basis of the .Codex standards. The
Confersnce recommended that the Codex, in its
norm-setting work on health and safety, place
greater emphasis on risk assesament (20).
Epidemiologic data on foodborne diseases have
an Important role in risk assessment Ome
example is assessing the risk of contracting
listeriosis associated with different levels of
Listeria monocytogenes in smoked fish and meat
products (11). However. l;he need for risk

B elr re, atmn to human illneag
(21—23) To address the national/transnational
riaky caused by foodborne dissases, this gap must
be narrowed,

Risk Assassment Approach

Risk assessment is defined a3 a scientifically
based proceas that has the following steps: 1)
Hazard ldentification~The ideptification of
biologic, chemical, and phyaical agents presentia
a particular food or group of foods that can cause
illpesa. 2) Hazard charactarization—The qualita-
tive or quantitative evaluation of the nature of
the illness associated with biologic, chemical, and
physical agents that may be present in food. For
chemieal agents, a dose-response Asgessment
should be performed. For biologic or physical
agents, a dose-response assesgment should be
performed if the data are obtainable, 3) Exposure
asgessment—The qualitative or quantitative
evaluation of the likely intake of hiclogic,
chemieal, and physical agents in food as wall as
exposures {rom other sources. 4) Risk character-
ization—~The qualitative or quantitative estima-
tion, including uncertainties, of the probability of
and severity of known or potential illness in a
givea population on the basis of hazard
identifieation, bazard characterization, and
exposure assesament.

In many cassa, data are not available to
support aquantitative n&mgoasm;%aen iologic
h € di5CliAg next BO enges

thzt‘ﬁi‘nke quantitative risk asseggment dif§eult

Val § Ma & Porabas Paae a. eanw
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for pathogenic crgacisms assoclated with food
and the role of epidemiologic surveillance,

Hazard (dentification

Bacause canly sems foecdborne disease out-
breaks are adequately investigated and have the
etiologlc agents identified, mnnv_fu‘thdboﬂf
pathogens remain unidentified. Most of
available epidemmologie data are furnished by
industrialized countries, while the gituation in
developing countries is largely unknown, The
epidemiologic database must be extended to
jnclude information from developing countries.
However, investigation and sarveillance systems
in developing countries need to be strengthened
before the database can expand.

Hazard Chamsctarization

For many foodborne pathogens, dose-re-
sponae data are limited or nonexistent. Informue-
tion SI-WhIY dose-redponse catmates can be
basad is difficult to obtain and may be inaccarate
for various reasopme: host susceptibility to
pathogens is highly variable, attack rates from a
gpecific pathogen may vary widely, virulence of a
pathogenic species is highly variable, pathogenic-
ity ia aubject to genetie variation resulting from
frequent mutation, antagoniam from other
bacteria in foods or the digeative system may
influence pathogenicity, and foods may modulate
the ability of bacteria to infect or otherwise affect
the host.

Exposure Asasssment
An exposure assessment will give an egtimate

" of gither the number of pathogenic organisma or

the level of toxing consumed in food. Although the
lavels of chemical agentsin food may change only
slightly due to precessing, the population of
bacterial agents is dynamic and may increase or
detrease dramatically. Changes in populationg of
bacteria are affected by complex interactions of
these factors: ecology of the bacterial pathogen;
procossing, packaging, and staring of food;
preparation staps, such as cooking, which may
inactivate bacterial agents; and cultural factors
relating to consumers.

In addition, for some of ths emerging
foodborne pathogens, the sources of axposure are
sull not fully understood Information on
foodborne disease outhreaks provides an oppor-
tunity to learn about the types of foods that may
harbor the pathogen.

Val, 3, Ne, &, Ortober-December 1997

Riak Charactarization

" Characterizing the risk associated with
biglagic pathogens dependes on information
gained in the previous steps. Risk characteriza-
ticn will result jn & qualitative or quantitative
estimate of the potential for adverse effects from
a particular pathogen on a specific populstion.
Whetber a quantitative risk assessment ap-
proach is possible and appropriate for character-
ization of risks associsted with foodborpe
pathogens is not known. Thus, the quslitative
approach to characterizing risk may be the only
alternative,

international Trave!

International travel and migration are
contributing factors in the spread of foodborne
dizeases in some countries. For instance, B0% to
90% of the incidence of salmonellogis in
Scandinavian eountries iy  attributed to
international travel. Surveillance of travel-
related foodborne diseases provides a mechanism
for appreciating the relative prevalence of
foodberge diseases in various countries. It also
provides a bagis for informing physicians and
health services about unfamiliar diseases
contracted by travelers returning from distant
places. In thia way, advice on precautionary
measures can also be given to travelers. The only
foodborne disense now covered by the Interna-
tional Health Regulations is cholera, which is
reported to the World Health Organization, Since
the purpose of these regulatiogs is to help provide
maximum security against the international
spread of diseases with a minimum of
interferevee with world trafic (i.e, trade and
travel) (24), it is timely to consider whether the
regulations should cover additieaal foodberae
diseasea.

Conclugion

The globalisation of the riska asgociated with
foodborne illness, specifically increased interna-
tional travel and trade ig food, has resulted in
greater interdependence in terms of food safety.
Therefore, internationally agreed upom food
safety standards aad other types of agreementa
are becoming inereasingly important in address-
ing the complex tramsnational challenge of
foodberne disease control. Epidemiclogic data
provide a common ground for reaching interna-
tional consensus on food safety issuas.

As Morris Potter bas said, “If one recognizes

Emervine Infatious Picsom
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that ensuring food safety is inherently uncertain,
foodborne illnesses becoma opportunities to learn
rather than failures to predict. Foedberne disease
will occur, and we must be prepared to react
quickly to reduce the risk of new foodborne
hasards” (26). ,
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Comments From the Food and Drug
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Regompandarion
In addicion, we Pelicve that thae Cohgreas should concider the See
feasibility of requiring that all food eligible for impert to the
United Statasw~not just maat and poultry--be produced under Now
<+ equivalent foexd safety syotemsa. See
oA : Now
{ Wnile,this is a recommandation to the Congruss that does not See

Teguira PDA comment OF ConcurTEncn, we wWould like to point aur
thas:’élt vould be virtuslly impossible To lmpo=mm on othar

tries. Field-grown crops puch ap fruitn and vegetablas
present totally different challenges from slaughtaer operations,
vhich generxlly are dona at a central lecation that can be
continucusly inspected. Nsither the U.B, neoy snhy other couhiry
is likely te have the resourcep to noniter food producticn in the ) See
way That a alaughter operation can be aonitored. Furthermore,
the Congrees hag hot ipposed such @ System upon the domastic
producers. Insofar ss FOA's reguiresants are concarned, imported
products are required to maast the sabe safaty gtapdards that are
o comment 4. ’ required of domaeptic products,

Lsahnlcal Coumenss

in addition to the above, FDA his tha following teshnicnl .
conmants: - :

Now
See

1. Overall: The report ccemingles all eubstances undey the
ensral word, “shemicals." This needs to be corrzocted. It
o confusing and often verdasd incorrectly with reapect to at See¢

least some of the specific residuas thet may cccur, i.e., :

posticides, anvironmental contaminants, animsl drugs,

Y industrial chenicals, atc. All are treatad differently by

L .

; the speciflie gtatutes and thorsfors, nust bs traotod ' Ne
+a comment 2. ! difterantly by the igencles. :
N Se
2.- Page 2, lins B: Chahgn to read, "...for and used in various ]
aspacts of food production.®
16 comment S, . '
3. Page 32, Lline 9 wnd throughout the report: Technically, the N¢
ozt "replidues® refers to realdusl chemicals presant after Se

intentlional application, ea.g., pesticides and drugs.
Environsental contaninants are gt "residues®, but sphould ba
callued “food bpopne chsnical contaninants.” This is vore
than a taechnicality. %hec rssidues and chemical contaninante .
iz comment 6. i aro ppucifichlly treated diffarently undar the statutes in

recogmition that soma ars preventable and othara are not,
Thizs very important dipgtinction is lost throughout the
report.

Page 18 ' GAO/RCED-54-192 Minimlaing Upoafe Chemnicals fn Foods
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AppendixV
Comments From the Food and Drog
Adminlatyation

Ses comment 5,

Nowon p, 2.
See comment 7.

Now an p. 2,
See comment 8.

See comment 8.

Now on p. 3.
Sae comment 10.

See comment 10.

New on p. 4,

Ses comment 11.

Now on p. 4,
See comment 12.

10.

1.

12.

Page 2, linu 281 cbande to read, *...cConsldered illeqal
only..."

kaga 3, line 2¢: 7The Envizenmental) Frotaction Agency deas
not moniter foods for “residuss” of any kind. Ploase delete
<hen from the ligt. .

Page 3, lins 365 Tha gtatement ag written is trua fur
drugs, pesticides, and food additives. It ie pp% true for
environmaneal eontaminants or induatrisl chemicals.

Paga 3, lines 4% whrough 53: 1f we correctly read the
intent of this statement, it iz speculative and not
subatantiated Dy the rest of the report. Is thare
docunentation ts suppert thio contentien? 1f so, it amhould
ve cited in the report. Ancther reading of the santanco
cauld ba that the existence of risks from chemicals in food
is questionable? i5 this tha jntended meaning? FPerhaps the
appropriake term 1s "unscceptable zisk".

Page 4. lines 8B=92: It whould be noted thaet some, Iif neot
most, of the industrial <henmicals have s very small (aven
vanishingly small) patential feor shtering the food supply.

FPage 4, lines 97-98: No system Vill Bvar be adle to
guarantee that it can "...datect and prevent all
contanipated food pradycts from entering the foed supply...®
It gheould be noted that thc food producers have the primary
rasponeivility for producing safe food. The Federal
pPrograms act am chacks to determina vhether the producere
are mseting thaeir obligations and te impose corractiva
action when nhecespary.

Page 5, linec 108-110: 7The report should acknavlmdge that
FDA has led the gffort to institute Ehe HACCP program in
food-prodycing operaticha. Soma such programs hava been in
Place for quite some tima, and sthers are being initiated,
e.9., sBaalood HACCP and pospibly all food products.

Page 5, lines 130~121: Iten (2) i Rot true with respect to
rPA‘s pesticlde residue monitoring progrom. Tha statcement
should be gualified to indicata speci!ﬁally whiors igpert
Progranms are being indicted. .

Fage 10, second paragraph: This paragraph noeds toc ba Te-
written, AS we gtate above, posticides, anhimal dyugs, and
food additives, by definitisn in the governing statutes, ara
not correctly catagorized ag chemical contamirantg. only
chemicsls that are pof intentionally added to foedsc are
called “chemical eontauinants.® oOvar tolerance rosidues of
pusticides or apimal druge ursa taechnically called as
Millegal® or "non-~parmitted.” The decond gantence of the

4
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Proposals For Budget Offset Mechanisms

Option 1. Reprogramming Within FDA Appropriations
. FDA can reallocate funds within their total FDA budget appropriations to fund this

program. No offset will be needed for this, but it is unlikely Congressional appropriators
will grant such a reauthorization.

Option 2. Budget Amendment for FY 1998

. The Administration can send up a budget emendment for FY 1998 requesting additional
funds for this initiative. An offset would need to be provided.

Option3.  Budget Supplement for FY 1997

J The Administration can send up a budget supplement request for FY 1997 to fund this
initiative now. An offset would be required.
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FDA Food Safety Proposals

Proposal for Fresh Fruit & Vegetable HACCP

The FDA proposal will require the development of new reguletions regarding good

. agricultural and manufacturing practices guidance for fresh fruits and vegetables. These

regulations would ultimately lead to the development of mandatory Hazard Analysis
Critical Control Points procedures for fresh fruits and vegetables.

\uthority: C Rulemaking P

Proposal for Improved Import Food Inspections

The FDA proposal would require that no food be imported into the U.S, unless it is
produced under a food safety system ensuring the same level of protection as provided by
the U.S. system. This proposal would require the addition of 100 food import inspectors.
These inspectors would visit/inspect foreign food plants.

FDA cwrently has about five inspectors making foreign inspections.

Food Safety Inltiative
FDA Proposal for Resources

FY 1868 FY 1889 . TOTAL

TOTAL, Inspections i8.7 123 28
& Rosearch

FTEs 128 86 222
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Initiative to Improve the Safety of
Imported and Domestic Fruits and Vegetables

Today President Clinton announced an initiative to ensure that fruits and vegetables
coming from overseas are as safe as those produced in the United States, as well as to upgrade
our own domestic standards. The President stated that he will ask Congress to enact legislation
that will require the Food and Drug Administration (FDA) to halt imports of fruits, vegetables,
and other food products produced in countries that do not meet U.S. food safety requirements.
The President also directed the Department of Health and Human Services (HHS) and the
Department of Agriculture (USDA) to work cooperatively with the agricultural community to
develop guidance on good agricultural and manufacturing practices for fruits and vegetables.

Enhanced FDA Oversight for Imported Foods. The President announced that he will send
legislation to Congress that will require the FDA to halt imports of fruits, vegetables, and other
food products from any foreign country with food safety systems and standards that are not on
par with those of the United States. The legislation also will require the FDA to halt imports from
countries or facilities that do not allow FDA inspections to occur. This legislation -- comparable
to existing law that requires the USDA to halt the importation of meat and poultry from such
countries -- will enable the FDA to prevent the importation of potentially unsafe foreign produce.
The President also committed to providing the necessary funds in his Fiscal Year 1999 budget to
enable the FDA to expand dramatically its international food inspection force. With this greatly
increased ability to inspect food safety conditions abroad and at points of entry, the FDA will be
able to make effective use of its new authority.

Development of Guidance on Good Agricultural and Manufacturing Practices. The
President directed the Secretary of Health and Human Services, in partnership with the Secretary
of Agriculture and close cooperation with the agricultural community, to develop guidance on
good agricultural practices and good manufacturing practices within one year. This guidance will
take into account differences in both crops and regions and will address potential food safety
problems throughout the food production and distribution system such as sanitation, worker
health, and water quality. The guidance -- the first-ever specific safety standards for fruits and
vegetables -- will improve the agricultural and manufacturing practices of all those seeking to sell
produce in the U.S. market. To ensure that this guidance has the widest possible effect, the
President also directed the FDA and USDA to develop coordinated outreach and educational
activities,

Improvement of Monitoring and Inspection Activities Abroad. In addition to committing to
substantial additional resources to expand the FDA’s international food inspection force, the
President directed the Secretaries of Health and Human Services and Agriculture to report within
90 days with a plan on how to improve the monitoring of agricultural and manufacturing
practices abroad, to assist foreign countries to improve these practices where necessary, and to
prevent the importation of unsafe produce, including by detecting unsafe food at the dock and
border. The President urged consideration of ways to target inspection and testing toward those
areas where problems are most likely to occur.



A Record of Improving Food Safety. The President’s announcement builds on a strong record
of food safety initiatives ensuring that Americans eat the safest food possible. The Administration
has put into place improved safety standards for meat, poultry, and seafood products, and has
begun the process of developing enhanced safety standards for fruit and vegetable juices. The
Administration also has expanded research, education, and surveiilance activities throughout the
food safety system.
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MEMORANDUM FOR ELENA KAGAN

FROM: Peter Scher

SUBJECT: Food Safety Initiative

As you know, USTR cleared on the draft legislative proposal that would give FDA additional
authorities. However, we have received draft copies of Q&A’s and talking points on the
initiative (dated September 29, 1997) that we understand will be used later this week as part of

. the roll-out plan on this initiative. We are concerned that some statements in these documents
may signal that we are going to take actions in violation of our international obligations by
immediately halting imported foods. In order to alleviate any concerns, and to signal that we
will implement this initiative in accordance with our international rights and obligations, we
suggest the following language changes to the text:

_ & A on the Safe Sept 29,1
A. “No. Food on U.S. grocery shelves...to make it even safer.” Please consider also adding at
the end of this paragraph: “Available FDA data do not indicate a greater risk of food borne
illness from imported produce when compared to domestic produce.”

“As we reported last week, the President will be sending legislation to Congress that will go a
long way to filling the remaining gaps in our food safety system. The legislation will include
- authority to ensure that imported fruits, vegetables, and other food remains on par with U.S. food
‘ safety requirements. The President will also provide the necessary funds in the FY99 budget to
enable FDA to expand dramatically its international inspection capabilities so that it can make
good use of this new authority.”

First bullet: “The President will announce next week a major initiative to ensure the safety of
fruits and vegetables consumed by the American public, including those coming from foreign
countries,”

Third bullet: “Secondly, the President will propose legislation to give the FDA authority to
restrict any food imports that do not meet U.S. food safety requirements. The USDA already has
this authority for meat and poultry products. This legislation will give the FDA the same

o)
e
A
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authbrity over fruits, vegetables and other food products, to ensure that all food consumed in the
U.S. meets the same high standards.

Fourth bullet: “Third, the President will call for an increase in FDA funding in FY99 to allow the
FDA to expand dramatically its domestic and international inspection capabilities.” The budget
request will enable the FDA to deploy inspectors, when appropriate, in foreign countries which
export fruits and vegetables to the U.S.

Food Safety ORA

Q. Are foreign fruits and vegetables less safe than domestic foods?

A. Available FDA data do not indicate a greater risk of food bome illness from imported produce
when compared to domestic produce. The President’s initiative is designed to take the extra step
to ensure that all produce marketed in the U.S. -~ both domestic and imported -- meets our high
food safety requir::mc:ntsz.l

I’ll be out of the office this aftemoon. If you or your staff have any questions about this, please
contact John Ellis at 395-9476 or Audrae Erickson at 395-9560.

On the issue of country-of-origin labeling, USTR and USDA staff will be meeting with Senator
Daschle’s staff at 3:00 today to disciss this issue.
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Jerold R. Mande

09/30/97 04:36:09 PM

Record Type: Record

To: Elena Kagan/OPD/ECP

cc: Thomas L. Freedman/OPD/EOP, Mary L. Smith/OPD/EOP
Subject: Food safety.

Here is what |'ve learned about the lines of attack trade foes are likely to try:

1. Requiring foreign countries have "equivalent” systems rather than the same systems. One way
we could bypass this debate is by insisting upon the same safety standard.

2. The guidance we are directing the Secretaries to issue will be voluntary when it should be
mandatory,

3. We should be calling for country-of-origin labeling.

4. Fast-track has language that specifically forbids inclusion of food-safety and environment
standards for the next 8 years.
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Elena—-

Per our discussion last night, our statute contains an affirmative requirement, not simply
an authorization. I am attaching it FYI.

Second, Secretary Glickman is talking to the House Democratic Caucus lunch today about fast -
track. He and Secretary Herman are representing the Administration. Reps. Gephardt and
Bonior are also talking. ' ‘ |

Sec. Glickman is going to épeciﬁcally include food safety in his talking points in addition to
agriculture. . '

Eric
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{B) US plans new controls on fruit, vegetable imports, aide gays
By Richard Cowan, Bridge News
e Knight-Ridder/Tribune Business News

Washington--Sep 29--The Clinton administration is likely to scon unveil proposals
for new federal controls on/imported| fruits and vegetableg, the White House said today.
The move would be in response to rising food safety concerns with imported foods and #wo
well-publicized outbreaks of illnesses linked to foreign-grown fruits and vegetables. é
"Later this week we'll have some things to say" about hew regElations!on imgorted
fruits and vegetables., as well as the handling of domestic products, White House Tess
Secretary Michael McCurry said today.
e Fruit and vegetable imports have been on the rise in recent years, as have illnesses
associated with eating imported strawberries, basil and other produce. End
Bridge News, Tel: (202) 383-6173
Send comments to Internet address: newsg@bridge.com
This story is part of the Bridge HNews Markets Roundup, a convenient review of major
financial market events and related major news updated every day. Bridge News also
provides comprehensive real-time coverage of events affecting the world's markets 24
hours a day. For more information on Bridge News products and services e-mail
news@bridge.com ox call 1 (200) 927-2734.
- : Distributed by Knight-Ridder/Tribune Business News.

KFviaNewsEDGE
Copyright (¢} 1997 Knight-Ridder / Tribune Business News
Received by NewsEDGE/LAN: 9/30/97 4:58 AM
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Views on Draft 28M FDA Food Safety Proposal

1. Within the Total -- FDA believes that if they have to ‘eat’ any of the
costs of this proposal in FY99, they don’t want to do it at all. Per Food
Center staff and Bob Byrd. Our staff view -- Worth pressing back on,
and helps argue for a smaller number/range in FY99.

2. 80 countries instantly. We are in no countries now. We have

roughly 700 inspectors/investigators/analysts today, 500 of which focus

on domestic producers and 200 of which focus on imports. 160 j
countries send us food. FDA believes there are 50-60 developing

countries that send us problem food, and 30-40 developed countries that

do -- for a total of 80-100 problem countries. HHS has not cross-

checked which countries send us the foods that are among the 15 food

groups most at risk, but will do so. Our staff view -- start in FY99 with

some number of countries, growing over two years to 50-55 countries o 7
(1/3 of the 160 total instead of the 'z that FDA proposes).

3. Cost/FTE -- FDA fully-loaded the costs to 110,000, based on a FY99
estimate of salaries and benefits of 74K/person, and adding in overhead,
rent, utilities, travel, etc. This is just a bit high, since some of those costs
are fixed, not variable, so we shaved it to 100,000 per for the
professionals. FDA agreed that some portion of the ‘support’ staff are
clerical (they estimated 10%!), so we have reduced the per-FTE costs for
support staff from 100,000 per to 90,000 per.

4, Professional/Support ratio: FDA said they used general rules of
thumb for the ratios of investigators/scientists to support personnel,
varying from 1.2 to 1.5:1. We assumed the professionals could ALL be
supported by a uniform ratio of 1.5:1.
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5. -Total proposals:
FDA Alternative

1. FTE

Professional 120 86

Support 86 58
total 206 144

2.9 28.4M 17.7M

6. Bottom Line -- we suggest using a range of 10-15 in 99, with the
program phasing in to something like our $18 million figure in FY2000,
since to actually start a program from scratch to go from 0 countries to
50-55 will be awfully ambitious.
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Assumptions! AN SAVINGS
FTE — 110,000 FTE - 100,000 & 90,000 Under
1.2:1 ratio of profisuppor staff 1.5:9 Profzupport ratio Alternative
80 countries £50-55 countrias
__ FDA FRA
FTE Costper Gosl FTE Cost per Cos{
1. Foralgn eval 100000
’ 60000
A. Evalusts 80 couniries
investigators — 80 110,000 6,600,000 40 100,000 4,000,000
Bupport 40 110,000 4,400,000 27 90,000 2,430,000
subtotsl . 150 67
Travel 2,200,000 1,500,000
SUBTOYAL, A 13,200,000 7.930,000 5,270,000
B. Quidunce/GAPS
FTB, Including support 11 110000 1.210,000 % 80,000 910,000 400,000
T 110,000 710,000 ] 50000 540,000 230,000
€. Gollsction/analysls .
2 Investigators, 10 analyst 12 110000 1,320,000 9 100,000 $00,000
10 suppont 10 110,000 1,100,000 6 90,000 £40,000
T 2A T 140,000  $80,000
D. Bcrn- ning
13 Investigators - 13 110,000 1,430,000 10 100,000 1,000,000
10 support 10 110,000 1,100,000 7 90,000 830,000
2 1,630,000 900,000
2. Leg. Proposals
40 Investigators 10 110,000 1,100,000 8 100,000 800,000
2 support 8 110,000 880,000 6 60,000 450,000
1,980,000 1,260,000 730,000
Trave) 500,000 400,000 100,000
SUBTOTAL, 2 . 2,480,000 1,850,000 830,000
3, Tech dovelopmant .
Sclentiste 14 110000 1,540,000 10 110,000 1,100,000
support 11 410000 1,210,000 7 90,000 630,000
2,750,000 1,730,000 1,020,000
Contracte 3,000,000 2,000,000 4,000,000
SUBTOTAL, 3 8,750,000 3,730,000 2,020,000
TOTALS 28,360,000 47,730,000 10,830,000
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b 5 ﬁ . Victoria Radd
’ 09/30/97 11:47:10 AM

H
H

Record Type: Record

To: Elena Kagan/OPD/EOP

cc:
Subject: Q&A on NAFTA & UR Impact on Imported Food -Forwarded

FYI from USTR.

V.

Forwarded by Victoria Radd/WHQ/EOP on 09/30/97 11:44 AM ====seesmemmmermamame—amee

jziegler @ ustr.gov
098/30/97 10:52:00 AM

Record Type: Record

To: victoria radd

ce:
Subject: Q&A on NAFTA & UR Impact on Imported Food -Forwarded

The attached paper is interesting in underscoring two points: The increase in U.S. food imports is not
related to recent trade agreements (UR or Nafta} but is driven by consumer demand; and while that
growth has been substantial since 1993 (63%) this is a systems and resources issug as to
inspections (exactly how the Administration is handling it}, not a trade issue.

Is Sec. Glickman responding to the Gerth article? If so information in the attached should be included
in the response letter. I'll be on the Hill for the next couple of hours, please reach Chris in my office if
you need immediate information. Please advise. jz
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Trade Liberalization and U.S. Imports of
Fresh Fruits and Vegetables

Question: What impact have the NAFTA and Uruguay Round had on U.S. imports
of fresh fruits and vegetables?

Answer: The NAFTA and Uruguay Round have had a negligible impact on U.S.
imports of fresh fruits and vegetables. Prior to these agreements, U.S. import
tariffs on fresh fruits and vegetables were relatively low. The United States market
was open to imports, and the tariff reductions called for in NAFTA and the Uruguay
Round were very small. Other factors such as currency fluctuations, weather
conditions, and consumer demand in the United States account for nearly all of the
rise in fresh fruit and vegetable imports.

For those few commodities where U.S. protection was high--imports of cantaloupe
from Mexico were 25% prior to the NAFTA for example--long phase in periods for
tariff reductions and the fact that we are just four years into NAFTA have meant
that today’s import protection remains relatively high.

In Secretary Glickman’'s report to the Congress on the Effects of the NAFTA on
Agricufture and the Rural Economy, USDA concluded that:

. Although U.S. agricultural imports from the NAFTA partners grew from $7.3
billion in 1993 to $10.5 billion in 1996, U.S. agricultural imports from
Mexico and Canada were only about 3 to 5 percent higher, respectively, in
T996 than they would have been without the agreement.

. For U.S. imports of winter vegetables, only a small increase in imports can
be attributed directly to the NAFTA tariff changes. NAFTA tariff reductions
on U.S. imports of winter tomatoes from Mexico have been very small, less
than 1.5 percent on an ad valorem basis. The peso crisis in Mexico,
technological shifts in tomato production, and unusual weather in Florida
were far more important that the NAFTA tariff reductions.

. Because Mexico's tariffs on agricultural imports from the United States were
much higher than U.S. tariffs on agricultural imports from Mexico, Mexican
tariffs have been reduced substantially more than U.S. tariffs.

Background

U.S. total imports of fresh fruits and vegetables {excluding bananas) were $2.95
billion in 1996, up 53 percent from the $1.93 billion imported in 1993 (the year
béfore NAFTA began).
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The Honorable William Jefferson Clinton d o ol R TPO A G-
1600 Pennsylvania Ave., N.W, e d i
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We urge you to give serious consideration to remedying the inadequate foéﬂgﬁf"-ﬁfﬁg
provisions in the North American Free Trade Agreement (NAFTA). Because of your
commitment to ensuring the safety of our nation’s food supply, we expect that you will not agree
to fast track authority that does not contain adequate food safety protections. Current fast track
proposals do not address these concerns.

- TR~

In an effort to increase trade with Mexico, NAFTA limited border inspections of food and

allowed Mexican trucks to enter the U.S. with limited inspection. :

Dear Mr. President: fD’“ S

-

-

These lax inspection practices contributed to a sharp increase in food imports from
Mexico: imports of Mexican fruit have increased 45%, and vegetable imports have risen 31%.
More than 70% of these imports are carricd into the U.S. on trucks. The General Accounting
Office (GAO) recently found that 95% of Mexican trucks enter the U.S. without any inspection.

These provisions in NAFTA have resulted in imports of fruits and vegetables
e contaminated with diseas¢s and unhealthy pesticides. We were alarmed earlier this year when
179 Michigan school children contracted hepatitis after cating tainted Mexican strawberries. In
order to prevent similar incidents in the future, we urge you to take the following action:

o Renegotiate the provisions in NAFTA that relate to border inspections and food safety,
and ensure that any fast track authority include strong food safety protections.

o Increase the funding for border inspections or, alternatively, limit the increasing ratc of .
food imports to ensure the safety of our food supply.

-

o Begin an aggressive program to label all food stuffs -- including fresh and frozen fruits,
vegetables and meats -- with their country of origin.

We Jook forward to working with you on these vital public health issues.

Bk il 5t b,

MUNTED On RECYCLED PAPER
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Congress of the United Htates

BHouge of Representatibes
Waghington, DE 20515

September 23, 1997

SEP 25 rn5:358

The Honorable Bill Clinton
The White House
Washington, D.C. 20500

Dear Mr. President: - e

We, the members of the Florida congressional delegation, are writing to express our
problem in supporting the renewal of fast track authority.

While we support free trade, we are hesitant to support fast track legislation in light of the
fact that existing agreements regarding Florida fresh fruit and vegetable commodities have not
been fully enforced. For example, in the recent past, tomatoes from Mexico were dumped in this
country below cost in elevated surging quantities. And because current safeguards were not
effective, Florida's tomato industry was severely damaged.

Furthermore, it is our understanding that not one Florida orange has been exported to
Mexico since the passage of NAFTA. This situation demonstrates the inherent unfairness against
Florida produce by the Mexican government.

We understand that expanding free trade is crucial to continue growing America's
economy. However, we are reluctant to support renewing fast track authority for agreements
with other nations when promises made in the past to fairly treat Florida produce have gone
largely unfulfilled. Therefore, we believe the existing foreign trade inequities concerning Florida
agriculture should be addressed and resolved before fast track authority is renewed.

Thank you for your consideration of our views.

Kpren Thurman, M.C.
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Carrie Meek, M.C. C.W. "Bill"gYoung/ M.C.

yllum, M.C.

Porter Goss, M.C. Ileana Ros-Lehtin¥n! M.C.

Tillie Fowier, M.C. C ine Brown, M.C.
Mark Foley, M.C. Alcee Hast;ngs, M.C.

.

Peter Deutsch, M.C.

Charles Canady, M.C.
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Ff Allen Boyd, Jr./
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THE WHITE HOUSE
WASHINGTON

October 1, 1997

FOOD SAFETY EVENT
DATE: October 2, 1997
LOCATION: Oval Office

BRIEFING TIME: 10:30am - 11:00 am
EVENT TIME: 11:10 am - 11:30 am
FROM: Bruce Reed

PURPOSE

To launch an initiative to improve the safety of fruits and vegetables, especially those
imported from foreign countries.

BACKGROUND

To demonstrate your commitment to food safety, you will be announcing a new food safety
initiative, which was leaked to several papers last week. Your announcement of the initiative
follows charges by some in Congress that Fast Track will endanger food safety by increasing
imports of food products. It also follows publication of a recent article in the New York
Times suggesting that the FDA is currently unable to ensure the safety of imported fruits and
vegetables.

Your new initiative includes the following elements:

New Legislation to Enhance FDA Oversight for Imported Foods. To ensure that
imported fruits and vegetables are as safe as those produced in the United States, you will be
proposing legislation that requires the FDA to halt imports of fruits, vegetables, and other
food products produced in countries that do not meet U.S. food safety standards. Existing
law requires the USDA to halt imports of meat and poultry from such countries, but the FDA
currently has neither the responsibility nor the authority to do so. Last year, 38 percent of the
fruit and 12 percent of the vegetables consumed by Americans came from overseas.

To enable the FDA to make effective use of this proposed authority, you also will commit to
providing the necessary funds in your FY 1999 budget to enable the FDA to expand
dramatically its international food inspection force.

Executive Memorandum. You will sign an Executive Memorandum that directs the FDA



and the USDA to work cooperatively to issue guidance within one year for good agricultural
and manufacturing practices for fruits and vegetables. To ensure that this first-ever safety
guidance has the greatest effect, the FDA and USDA will develop outreach and educational
activities.

In addition, you will direct the Secretaries of HHS and USDA to report back to you within
90 days with a plan on how to improve the monitoring of agricultural and manufacturing
practices abroad, to assist foreign countries to improve these practices when necessary, and
to prevent the importation of unsafe produce, including detecting unsafe food at the dock and
border.

This initiative builds on your prior actions on food safety -- including a new early warning
system to detect outbreaks of food borne illness as quickly as possible and enhanced safety
standards for meat, poultry, and seafood products.

PARTICIPANTS

- The Vice President

- Secretary Shalala

- FDA Administrator Friedman

- Richard Rominger, USDA Deputy Secretary of USDA

- Cathie Woteki, USDA Under Secretary for Food Safety

- Carol Tucker Foreman, President, Safe Food Coalition

- Caroline Smith Dewaal, Center for Science in the Public Interest

- Nancy Donley, Safe Tables Our Priority

- Tom Stenzel, President, United Fresh Fruit and Vegetables Association
- C. Manley Molpus, President, Grocery Manufacturers Association
- Anita Brown, Trade Consultant, Western Growers Association

PRESS PLAN

Pool Press.

SEQUENCE OF EVENTS

- The Vice President will make welcoming remarks and introduce you.

- You will make remarks at the podium and then sign the Executive Memorandum at your
desk. You will then have the option of taking questions from the pool.

REMARKS

Remarks provided by June Shih in Speechwriting.



Initiative to Ensure the Safety of
Imported and Domestic Fruits and Vegetables

Today President Clinton announced an initiative to ensure that fruits and vegetables
coming from overseas are as safe as those produced in the United States, as well as to upgrade
our own domestic standards. The President stated that he will ask Congress to enact legislation
that will require the Food and Drug Administration (FDA) to halt imports of fruits, vegetables,
and other food products produced in countries that do not meet U.S. food safety requirements.
The President also directed the Department of Health and Human Services (HHS) and the
Department of Agriculture (USDA) to work cooperatively with the agricultural community to
develop guidance on good agricultural and manufacturing practices for fruits and vegetables.

Enhanced FDA Oversight for Imported Foods. The President announced that he will send
legislation to Congress that will require the FDA to halt imports of fruits, vegetables, and other
food products from any foreign country with food safety systems and standards that are not on
par with those of the United States. The legislation also will require the FDA to halt imports
from countries or facilities that do not allow FDA inspections to occur. This legislation --
comparable to existing law that requires the USDA to halt the importation of meat and poultry
from such countries -- will enable the FDA to prevent the importation of potentially unsafe
foreign produce. The President also committed to providing the necessary funds in his Fiscal
Year 1999 budget to enable the FDA to expand dramatically its international food inspection
force. With this greatly increased ability to inspect food safety conditions abroad and at points of
entry, the FDA will be able to make effective use of its new authority.

Development of Guidance on Good Agricultural and Manufacturing Practices. The
President directed the Secretary of Health and Human Services, in partnership with the Secretary
of Agriculture and close cooperation with the agricultural community, to develop guidance on
good agricultural practices and good manufacturing practices within one year. This guidance
will take into account differences in both crops and regions and will address potential food safety
problems throughout the food production and distribution system such as sanitation, worker
health, and water quality. The guidance -- the first-ever specific safety standards for fruits and
vegetables -- will improve the agricultural and manufacturing practices of all those seeking to
sell produce in the U.S. market. To ensure that this guidance has the widest possible effect, the
President also directed the FDA and USDA to develop coordinated outreach and educational
activities.

Improvement of Monitoring and Inspection Activities Abroad. In addition to committing to
substantial additional resources to expand the FDA’s international food inspection force, the
President directed the Secretaries of Health and Human Services and Agriculture to report within
90 days with a plan on how to improve the monitoring of agricultural and manufacturing
practices abroad, to assist foreign countries to improve these practices where necessary, and to
prevent the importation of unsafe produce, including by detecting unsafe food at the dock and
border. The President urged consideration of ways to target inspection and testing toward those
areas where problems are most likely to occur.



A Record of Improving Food Safety. The President’s announcement builds on a strong record
of food safety initiatives ensuring that Americans eat the safest food possible. The
Administration has put into place improved safety standards for meat, poultry, and seafood
products, and has begun the process of developing enhanced safety standards for fruit and
vegetable juices. The Administration also has expanded research, education, and surveillance
activities throughout the food safety system. '



Clinton Administration Accomplishments In Improving Food Safety

* October, 1997. President announces new initiative to enhance FDA oversight over
imported foods and develop guidance on good agricultural and manufacturing practices for fruits
and vegetables.

* May, 1997. Administration announces comprehensive new initiative to improve the
safety of nation’s food supply -- “Food Safety from Farm to Table” -- detailing a $43 million
food safety program, including measures to improve surveillance, outbreak response, education,
and research.

* January, 1997. President announces new Early-Warning System to gather critical
scientific data to help stop food borne disease outbreaks quickly and to improve prevention
systems further.

* August, 1996. President signs Safe Drinking Water Act of 1996. The law requires
drinking water systems to protect against dangerous contaminants like cryptosporidium, and
gives people the right to know about contaminants in their tap water.

* August, 1996. President signs Food Quality Protection Act of 1996, which streamlines
regulation of pesticides by FDA and EPA and puts important new public-health protections in
place, especially for children.

* July, 1996. President Clinton announces new regulations that modernize the nation’s
meat and poultry inspection system for the first time in 90 years. New standards help prevent
E.coli bacteria contamination in meat.

* December, 1995. Administration issues new rules to ensure seafood safety. Utilizes
HACCP regulatory programs to require food industries to design and implement preventive
measures and increase the industries’ responsibility for and control of their safety assurance
actions. :

* 1994. CDC embarks on strategic program to detect, prevent, and control emerging
infectious disease threats, some of which are food borne, making significant progress toward this
goal in each successive year.

* 1993. Vice-President’s National Performance Review issues report recommending
government and industry move toward a system of preventive controls.



Q&A for Presidential Initiative to Improve the Safety of Imported Fruits and Vegetables
October 2, 1997

What is the President proposing?

The President is proposing legislative and executive actions that will further improve the
safety of fresh fruits and vegetables, especially those imported into the U.S. The
legislation will require 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. The President will back up this legislation by providing the necessary funds in
his FY99 budget to enable FDA to expand dramatically its international food inspection
force so that it can make good use of this new authority.

In addition, the President has asked the Secretaries of Health and Human Services and
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. By providing the first-ever specific safety. standards for fruits and vegetables,
the guidance will improve the agricultural and manufacturing practices of all those,
foreign and domestic, seeking to sell produce in the U.S. market.

Finally, the President has asked for a plan on how to improve the monitoring of
agricultural and manufacturing practices abroad, to assist foreign countries to improve
those practices where necessary, and to prevent the importation of unsafe produce,
including by detecting unsafe food at the dock or border.

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 the President proposing these actions?

There have been dramatic changes in the produce department of the grocery store. Thirty
years ago, most produce sections only had around a dozen items year round, increasing to
as many as 50 in the summer. Today, no matter where you live in the United States, the
chances are that there are 400 or more items in the produce section and they are there all
year round. Last year, 38 percent of the fruit and 12 percent of the vegetables Americans
ate were imported. '



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 a result. Our environment is also changing. We are finding “new” exotic bugs such as
cyclospora and E. coli 0157:H7 on our food that once were not there.

We must ensure that these changes do not increase the risk to American consumers of
foodborne illnesses. Although raw produce -~ including that imported from foreign
countries -- is now safe, experts have suggested ways to make further improvements, and
the President’s actions today accord with their recommendations.

But aren’t these actions just a response to the negative news articles of recent days that
have pointed out the shortcomings in the inspection of imported produce?

No. We couldn’t possibly have developed these initiatives following the publication of
those articles. The Department of Health and Human Services have been laying the
groundwork for this initiative for over a year. We knew that some reporters were making
inquiries about this issue, and those inquiries may have accelerated the final part of the
policy development process. But that process has been underway for some time, and this
same initiative would have been announced with or without those articles.

Why has the Administration waited unttl now to take these steps? [An article published
today reveals that today’s actions were suggested by Commissioner Kessler years ago,
but that no action was taken. Why has it taken so long to act?]

No one can tackle everything at once, and the President’s food safety initiatives have
addressed priority items in the way best calculated to ensure their achievement. One of
the first challenges the President faced after taking office was an outbreak of E. Coli in
hamburger in the northwest. The President responded by putting in place a new system
to ensure the safety of meat, poultry, and seafood products. With this process now
underway, the FDA in 1995 began to investigate the problem of pathogens in fresh
produce and develop proposed approaches for preventing foodborne illnesses from these
food products.

Are these actions meant to provide political cover with respect to the food safety issue
because it has become a part of the Fast Track trade debate?

No. Again, the policy development process that led to this initiative began in 1995. This
is a part of the President’s food safety agenda -- his longstanding commitment to ensuring
that Americans’ food supply is the safest in the world. It does not relate to Fast Track.

What makes you think this new legislation can be effective? Do you seriously think you
are going to be able to put FDA inspectors in every country abroad?



Our proposed legislation would give the FDA the same kind of responsibility that the
USDA already has for meat and poultry. The USDA system has worked very well to
ensure that countries with inferior safety standards can’t import their meat and poultry.
We see no reason why the FDA can’t run a similarly effective system that inspects food
safety system and standards abroad and prevents imports from countries that do not
provide the protections that the U.S. does.

Of course, making good use of this authority will take additional resources, so that FDA
can dramatically expand its international food inspection force. Although the President
will not announce a specific dollar figure until publication of his FY 99 budget, he has
committed to investing the resources to ensure that FDA can make good use of this new
authority.

Doesn’t this legislation impose trade barriers to food imports at a time when you are
saying you want to lower them? Wouldn't we object if another country tried to keep out
our food products on this basis?

This legislation is completely consistent with free trade principles and all our treaty
obligations. We have no obligation to open our borders to imports that pose a greater risk
than domestic products to American consumers. As long as we are not imposing any
greater requirements on foreign countries -- as long as we are only holding them to our
standards -- we are acting consistently with our trade policy.

There aren’t many countries in the world with higher safety standards than the U.S., so
not many countries would be in a position to halt our imports on this basis. 1f we did, we
would not and could not object.

Are you saying that imported produce is unsafe?

There is no data indicating that imported fruits and vegetables are more unsafe than
domestic products. But some recent outbreaks of foodborne illness have been traced back
to imports and it is important that foreign fruits and vegetables be held to the same safety
standards as American products. The steps we are taking today are adding additional
layers of protection. We are making sure that there are no gaps in our food safety system
-- that high safety standards apply to imported as well as domestic food, and to fruits and
vegetables as well as to meat, poultry, and seafood.

Since HACCP has been successful for meat, poultry, and seafood, why don’t you require
HACCEP for fresh fruits and vegetables? Why are you only doing good agricultural and
manufacturing practices?

HACCP is a science-based approach for identifying and controlling hazards in food



production. We need better scientific data before we can develop HACCP for fresh fruits
and vegetables. The Administration’s plan is to develop and issue guidance that will help
companies interpret existing safety requirements for fruits and vegetables, and that will
lead to the science needed for HACCP. 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.

Aren’t these guidelines only voluntary? If so, what effect will they have?

The Good Agricultural and Manufacturing Practices will be what is called “interpretive
guidance.” It will help companies interpret and follow existing, very broadly written
safety requirements for fruits and vegetables by spelling out specific practices involving
such matters as sanitation, worker health, and water quality. The guidance does not itself
have legal force. But it tells growers, processors, and others what the FDA looks to when
it enforces existing safety standards. There is no doubt that such guidance -- especially
when it is developed, as it will be, in concert with the agricultural community -- will
improve safety standards.

Will foreign countries have to comply with Good Agricultural and manufacturing
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PRESIDENT WILLIAM J. CLINTON
REMARKS ON FOOD SAFETY REGULATIONS
OVAL OFFICE
OCTOBER 2, 1997

At the beginning of this century, our government made a fundamental promise to our
people: We committed ourselves to making sure that the world’s most bountiful food supply
would always be the world’s safest. And from the day [ took office five years ago, | have
worked very hard not only to honor this promise, but to make our food supply even safer.

We have put in place new rigorous safety standards for meat, poultry, and seafood
products, throwing out archaic and ineffective inspection methods that had been left untouched
for nearly a century. We have required slaughterhouses to test for deadly E. Coli and salmonella
bacteria before shipping their products to our stores. We have begun developing new safety
standards for fruit and vegetable juices. And we have brought a host of federal agencies together
to boost food safety research, education, and surveillance efforts across the country. In doing so,
we are using the world’s best science to help prevent food contamination tragedies before they
happen, to make sure that our food supply is the safest it can be.

Today, our food supply remains the world’s safest. But we know we cannot rest on our
accomplishments. We must do more. We must make sure that increased trade never diminishes
the safety of our food. Today, I want to tell you the new steps we are taking to ensure that our
fruits and vegetables -- including those imported from other countries -- meet the highest health
and safety standards.

First, I am asking Congress to give the Food and Drug Administration the power to ban
the importation of fruits, vegetables and other foods from countries whose food safety
precautions do not meet American standards. This new law would be similar to the USDA’s
current policy of keeping meats and poultry from countries with unacceptable food safety
systems out of our stores. Also, in my next budget, I will provide extra funding to strengthen the
FDA’s 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 safety
standards as those grown in America. Qur food safety system is the strongest in the world.
And that’s how it’s going to stay.

I am also directing the Secretary of Health and Human Services, the Department of
Agriculture to work together, in close cooperation with the agricultural community, to develop
rigorous safety standards for growing, processing, shipping and selling fruits and vegetables.
The standards should address issues such as sanitation, worker health, water use, problems in the
distribution and marketing system, regional and crop variations.

I am asking Secretaries Shalala and Glickman to report back to me within 90 days with a
complete schedule for developing these standards within a year, as well as a comprehensive plan



to improve the monitoring of food safety systems abroad, 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 that the food they set before their children will nourish and
strengthen their bodies, not make them sick. With today’s new actions, we can help make their
jobs that much easier.



