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EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Walhlngton, D.C. 20503·0001 

Monday, November 3,1997 

LEGISLATIVE REFERRAL MEMORANDUM 

Legislative Li?json~ficer - See Distribution below 
fi:: IC. . 1i'l~· C!,.A ~~){. Forsgren 1 or) A~nl Director for Legislativo Reference 

Robert J. Pellicci 
PH().NE: (202)395-4871 FAX: 1202)395-6148 

REVISED HHS Draft Bill on Safety of Imported Food Act of 1997 

4:00 P.M. Tuesday, November 4, 1997 

-

• 
In accordance with OMB Circular A-19.0MB requests the views of your egency on the above 
subject before advising on its rolSlionship to the program of the President. Please advise us if this 
Item wlllaffeet direct spending or receipts for purposes of the "Pay.As.You·Go" provisions of Title 
XIII of tha Omnibus Budget Reconciliation Act of 1990 . 

. ~, 
COMMENTS: HHS edvisesthat the attached draft bill reflects Its understanding of the agreements 
reached on Friday, Octobe~'>31st In mee!ings with USTR, State. and USDA. The White House 
would like to transmillhe draft bill to Congress on Wednesday, Novcmber 5th. DEADLINE IS FIRM. 
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LRM ID: RJP164 
1997 

SUBJECT: REVISED HHS Draft Bill 'on Safety of Imponed Food Act of 

RESPONSETQ 
LEGISLATIVE REFERRAL 

MEMORANDUM 

': 

If your .. spon,. to thl. roque" for vlaw. I, ahort (e.lI .. concur/no comment I. w. pre'ar thet you respond by 
a-mall or by '.,.Inll UI thl. "Ipon ••• hoot. If th. , •• pon .. I •• hort and you prafo, to call. ploale call the 
br.nch-wlde line ahown below (NOT the an.'y.,·.lInel to leava • m .... g. wlUl a lellislative aoolotant., 

You may al.o ,elpond by: 
(11 callinll the .nalyn/attomey'. direct Un. (you will be conneded to voice mali If the analyst does not 

anlwer): or 
(2) IIndlng UI II mamO or lettor 

Pla •• elnclude the LRM numbar ahown above, and the lubJeCl Ihown below. 

TO: 

FROM: 

Robert J, Pelnccl Phono: 395-4871 Fax: 395-8148 
Office of Management end Budllet 
Branch-Wide Une (to reach IOlllllalive a .. lat8ntl: 395-7362 

(Dnal 
..,. 
~aol (Nam." .' (AII.ncyl 

(Telephone) 

Tha following I. tho responle 0' au' allency to your roquolt for view. on the above-captioned aubJed: 

Concur 

__ No Objection 

No Comman, 

_ See propol8d edit. on page. __ _ 

Other: __ -',-_______ _ 

__ FAX RETURN of __ pagel. atteched to thl. re.ponse sheat 
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Th. Honor.~l. N.wl r.1nayinn 
SpeKker of the House 

ot Representatives 
Washington, D.C. 20515 

NOV 03'97 17:11 No.010 P.03 

Enclosed for the Obnsideration of the Congress is the 
Ad~inistT~~inn'A rtr~ft bill, the "Safety of Imported Food Act. of 
1997.~ 

The purpOBa of the ~ill is to add to existing safeguards in the 
Federal Food, Drug, and Cosmetic Act, and thus enhance the 
Decretory':1 ability to prevent the importation of pnt""Tlt.illlly 
unsafe food, ir. a manner consistent with U.S. trade agreemen~s. 
The bill would amend the Act to provide that tOOd 1mpor1:ed 1nl.u 
t.np. United States will be considered adultent~d if it ha~ not 
been prepared, packed, and held uIJdl'::r ell system or conditions, 0:::' 

subject t.u tIIt:!"I:IUL"~, Lh4t meet the ~·equ1rementl!l of' the hot or 
otherw.ltle achieve the level of protection required for foods ,. 
produced domestically. The bill.authorizes the secretary to 
coneider, in cieteiinlnin9' whetn",,. ""nh Tp.CI\l1rementEi or level have 
been achieved, whether the Food and Drug ~dm~ni8tration (FDA) has 
requelltec1, .but been denied, access 1n order t:o CDlIllul:L em 

inspection of t.he location or establishment where a food was 
prApared, packed, or held. 

Under current law, FDA has authority to deny importa~ion of foods 
that appear to be adulterated (section e01 of the Act). under tiie 
bill, foods that do nnt ~"hP.TA to the criteria of the new 
legislation could be denied entry under FDA's current authority 
to prevent the i:nportatlon of food~ LhcsL .. ~lJetu: to be 
adulterat:ed. CUrrent seizure authority under the Act (section 
304 of the Act) could also be used to deal with such foods. 

'!'his proposal will improve FDA's abilil.y CO ensure that food 
imported into Lhe Un1ted States attords a leve:!. of safeCy 
comparable to thet for d~estlcally produced foodo, and i8 part 
of a broader Administration 1nitiative to enhance the safety of 
Lh .. ruuu buylJly. 

We recommend that the Congress give the draft bill its prompt and 
favorabl. ~onsidQration. . 

'j'he Office of Management and Dudge~ has udvlOleu LliC:lL Lht:!.t~ l .. IlU , 
.1' 
'.! 

,". 

:': 



1D: NOV 03'97 17:12 NO.010 P.04 

The Honorabl~ Newt Gingrich • Page 2 

object1.on to th~ Li:'iiul:lm.i.LL.1Il of tM .• draft leg:\ 51 .. t:~,(')n from the 
8tandpo:i.nt of the Admirl~.F.ltrat:ion'll program. 

dincerely, 

Donna E. Shalala 

Enclosure 
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DRAFT,clcgpp/ocC/~:lO-31-":C,\file.\import8\billDew.031l 
A B:tLL 

'to To amend the Pec!e%al rood. Drug. and COsmetic Act to prcrnde far " 

impzo.ed piety of impartee! foods. ' . .. . 
", 

1 .. It _I" by'" & ... a1IIl w Roun o/"""'.."",liu D/~}"flzetl SltBu af 

2 ~rtca bI eo", 9 ~lft, 11Ia dds At:&may he citm .. the wSaJiaty 'Of ImpanalFooci ~ 

J, ofl99r. 

4 SEC. 2. CRrI'ERIA FOR DEEMING DJPOkI ED FOOD ADULDll!\TEJ). 

5 <a) AMENDMENT TO THE FEDERAL FOOD. DRl1G • .4ND COSMETIC ACe.-

, Ca) Scct101l402 otdle Federal Food. Drug, III!d Owmetic Act (21 U.s.C. 342) is amIIlIded by 

, 
B 

9 

10 or1his AI:t oribal otherwise acbirie die Jm:l afp.toIliCtlOJlleqaiR4,.~ by Ihc 

l1 S&reiaay, for" such food pcpatt:d. pacbd. Dr JuI1d. in the UDited States. In d' mig"" w.1IedIcr .. 

12 syl1l:al, ecmditiOJIs. or masurrs IIIIIIt II:Ic requhg;; Is of!IDs AI:I. or o~ acIIIeve the level 

13 or JliOIeCCiOll ~ _ S 2'*'1 may consider MIerta::r lID omar or cmploycc duly dcsisnated 

14 by the SeI=mIIIy b&uequcSlld, 1114 hII t-r.rdbad, ... 1&1 tbllestabljs!e tor 1acazI0Il 

15 wtIae S1IIIh fbcIIl was Plc;aed.pacbd, arhel41brlllepurpasa ofiaspcclioA(mcludiDg ample 

15 I:Ol1ec1ioD). tesIiDg, or ather rc1evat ~ at a...... • Ie time IDd Us IIla1110nable men ...... 

17 IIDII may refiJII: the iwpwtllioll otsud1 f'aad &om mdI. ... 1iN.,. ... Dr loc:ricm OIl the basil of 
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19 ~)~AnDNOFA~~ 

20 (1) PU\N.-ta. SIIa tilt)' ahaIl d&'Idop apllll tbrdle iaiIial implCm....wjOllaf 

21 ,. IIIIIhIllit)' IIIIder • iw 402(11.) of_ FedaBI Food. Dnlr.1IId e_dic AI:to lIS added 

22 by slIbsmiom (a), ml sbaIl aary O1IllhuudwaitY oflllldld SC;tlOll rensismn witluuch 

23 plaD. 
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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 oflmported 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.) 

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 other relevant procedures, 

at a reasonable time and in a reasonable manner." 
I 'i'. ,w\""\..\ '- - • 

V'&I'I.A" lloU 11M, k elllt'> 
tA hrt> ~ ~ v <M. «V.t • So 
- \ . '\...-. ... , '" eN'"' f 

c-- ~ w.1V'~ 
t- eM' '-I 0 ~ \(\1"5 

(b) IMPLEMENTATION OF AUTHORITY.--

(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 such a subsection consistent with such a plan. 
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A B:r:LL 

Yvuih rver--

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

improved safety of imported foods. 

NO. 491 P002/002 

Be it enDcted 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 

of1997". 

SEC. %. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED. 

(a) AMENDMENT TO THE FEDBRALPOOD, 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 foHowing new subsection: 

"(h)(l) Ifit 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~on required under this Act, as 

determined by the Secretary, for such food prepared,"packed, or held in the United States. 

(b) IMPLBMBNTATION 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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NOTES FOR FOOD SAFETY 

CONCERNS 

I. Scenario 1: Ifforeign producer doesn't allow inspection, then FDA doesn't allow in US. HI 

Problem: is this "least restrictive." No according to USTR 

Problem: "equal treatment." Here we prosecute ifno 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. 

II. 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. 

III. 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 

-f~C 
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 before 
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 foreign establishments in an effort to stem potential contamination 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 involving 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 nextbudget 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. 

itt Agency work on the budget proposal has temporarily stalled progress on a bill to give 
"""f' 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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state law staadards, including the requirement to test 
for E. coli and an obligation to warn Foodmakcr of 
the existence of E. coli in the product. Judge 
Horowitz ruled. 

The judge ruled thai Foodmaker had failed to 
demonstrate tbat the collective negligence orVans 
- while possibly a contributing factor in the 
incident - was a "substantial (actor-- in bringing 
about the illnesses. Vons bad &fIued that it could 
not be held liable for committing acta that fedcnJ. 
law did DOt prohibit. 

The judge also found that neither USDA'. Food 
Safety and Inspection Service nor federal Jaw 
required testing for E. coli or any other pathogens 
and did not reqniIe any biological testing on finished 
pauics. The law further did nO( require companies to 
warn that pathogens might be present in the meat. 
1be judge ruled that the "requirements" that 
Foodmakcr said Vans should have adhc:ed to under 
their state causes of action were preempted because 
they are '"in addition to, or diffe:ent" than those 
required under fcderallaw that existed at the time of 
the outbreak. ""'ns has DO liability for negligence 
per !C," the judge wrote. 

Jeremy RusseU al the National Meat Association. 
who provided Food CMnlical News with the court 
docwnentlI, said that the judge's decision to allow the 
Federal Meat IospectionAct to override state laws is 
a good thing. "'It is better to have a fedcrallaw for the 
whole industry rather than state laws thai differ from 
ltate to state," he said. 

While acknowledging that industry is genecally 
relieved that the Jack-in-the-Box case is fmally 
closed, Russell said the ruling docs DOt have a 
significant impact on today's DlIlDufacturing 
practices. because laWI have changed so much since 
the 1993 oU[break. 

(Import plOposals, continu~dfrom Pag~ 3) 

Elsewhere, USDA is pursuing expanded recalJ 
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 

FOOD CHEMICAL NEWS 

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

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

Senate Labor Committee staffers, who handle FDA 
authorizing legislation, expressed. surprise that they 
had not beard anything from the White House on the 
import regulation proposa1. "Usually we would get a 
letter or something announcing the effort and maybe 
seeking a response from [Chairman James] Jeffords 
(R-Vt.), but this time, nothing," one staffer said, 
quipping that the process is unfolding in the White 
Housc's "usual prompt manner. Maybe we'll see 
something in a year or two." 

Interstate Milk Shippers Reject 
Resolution 5 procedures at 
stormy Chicago conference 
The National Conference on Interstate Milk 
Shipments defeated a proposed 1997 procedures 
document that would have codified the botly debated 
NCIMS Resolution S. 1bc action occurred at a 
special session beld Oct. 105-19 in Chicago. 

Resolution 05, initially passed by NCIMS in 1993, 
created I! committee to address the confezencc's 
desire to reexamine all of Its previously passed 
policies. However, the phrase "Resolution 5" came 
to refer to a group of changes to U.S. milk 
inspection programs. The changes were lauded as 
"science-based" by Resolution 05 supporters and as 
"deregulation" by its foes. 

The Resolution S Committee recommendations 
included changing FDA check ratings to "state 
field audits," instituting voluntary HACCP for al1 
interstate milk shippen, and removing punitive 
waiting periods - before the resumption of 
operations - following certain public health 
violations. Proposal 402 at tbe Chicago 
conferencc, which amended NCIMS', Procedures­
Governing the Federal-State Cooperative Program, 
reflected the Resolution 05 Committee's agenda. 

No. 1983 P. 1/1 
Octobe, .. F r 0 In: USDA 

Although FDA has supported Resolution 5 j 

principle, the agency's unease about certain 
the procedures document became increasing 
in Chicago. FDA Milk Safety Branch Chief 
Smucker noted that "some clements of the p 
may not be compatible with the mission loW 
and goals" of the Resolution 5 Committee. 

''Our number one goal ... is to ensure prodw 
Smucker explained. "'FDA supportS inCOfpOI 
HACCP programs into the (pasteurized min 
ordnance) and the Grade A milk safety prog 
comments made before voting began, FDA I 
field programs director Carl Reynolds adde< 
FDA, while "oot opposed to change." was 51 

"science-based and transparent" system. 

Womes over state audita prompt d 

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

Supporting Propos.a1429. Louisiana dclegal 
Richard Graham noted that the switch to It.! 
audits would put his state "in the position 0 

10 respond to problems when there's not the 
... to protect the consuming public with the 
assurances they need that their milk supply 
To remove that oversight would water dowl 
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 arc saying tl 
have no program in tbe interim." KJcc's p<: 
won the day, as Proposal 429 fell four vott 
tbe two-thirds majority needed to approve 
proposals that would change the Resolutio 
Procedures draft. Proposal 430 also failed. 
Proposals 418 and 443 were passed as arne 
to the 1997 Procedures document. 
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TO: Kevin Brosch 

Office of tile Geu:ral CoansclIUSDA 

Facsimt1e Te1epbnue Number: 202-690-2091 Voke TelqIhom:: Number: 102-72G-2940 

PROM: C:dberit:Ie L. Copp 
0f6te of die Gm:raI CnnmellFDA 

Facsimile TclcpItnne Nwnber: 301-443-0739 Voice Tc:kI'Iii'IIC Number: 301-821-1178 

DATE: October 17. 1997 

MESSAGE: Attached are two mirafb of tile food imports legisladve proposal- oue a red-1bIed. 

~ion md oue a "clean" draft. FDA will meet iDtemaIly to dis,""" rhis reYisioo first IhiDg MODIIay 

liiOinillg. If you ba~ any fimher rcactiOllSfidcas. plcasc let me kDow. 'I'baIIks. 

This 1f'"_iiijlpri"l1 is from a ~ 7020tl:lecopiar. It you do nouccci~ a legible document. or do not 
lc:u:ive an of_ pages. please tdcp!ImIe Ius;, 5.I1ely III die voice amulel above. 

TBJS DOCUMENT IS INTENDED ONLY I'OR THE USE OF THE PARTY TO WHOM IT IS 
ADDR&iSED AND MAY CONTAIN JNroRMATlON THAT IS PRIVILEGED, 
CON'FJDEN1'L\L, AND PllO'l"ECl'ED FROM DJSCLOSVRE 'UNDER APPLICABLE LAW. If 
you arc not the addressee. or a penon authorized to deliver the doc:umenllO the Iddrasee. you are 
bm:by 11CJtifiecI that my reYicw. cIlsclOSll18. db j IAtioD. copyiD&, Of othct acdon based Oil tbe wmem 
oftbia Nh""',"'" "'OIl is DOt autborized. Jfy01lIlilYe leceived dIis d~mrnt in cam, please" 
III"' ..... \ately notifY us by f21ephoae IUld mum ilfo us at the abo~ addleD by mail. 1baDk you. 



_ .... -_ t- .. .::l:: t _l:J.,.t.b ":eJd b'~<J dldbl .-'.1<14 

DRAFTtclcopp/OCC/FDA:OCtober 17, 1997:2:00 pm 
(c: \f11es\fdsafe\billred. 0171 

A BILl. 

To amend che Federal Food, Drug, and Cosmetic Act to provide for 

improved safety of imported foods. 

1 Be II e1ltlCted by the Senate fJ1IIJ tM House afhpresenttllivu oj tIJB U1fitcd Stares oj 

2 blericfl in CtmgI'U-9 auemblrd, That this Ad: may be eited as the "Safety of Imponed Food A.a 

3 of 1997". 

4 SEC. Z. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED. 

5 <a> AMENDMENT TO THE FEDERAL FOOD. DR.UC. AND COSMETIC ACT.-

6 Ca> Sectkm402 of1he Fedetal Food, Drug, IIIId CosrNltj.c Ad:(2t U.S.C. 342) is amended by 

7 "Min, lIE the c:nd the fonowing DCW $Irbsemon: 

8 

10 cstahlisl at orle= HIIII MleieS\te&fWd 118:!ipcepuc:O;plEld.arlleld fer1hcplftl'lI!P.:llf 

11 iasp=etiea (illehdh1S sample csHe etiea). test"; euds: .elawtltpco II ~WQi; ala 1=113= '-Ie 

12 

13 

1iIIle .. 14 ill 81 ,We HI ",cr. 

- .......... ·.,.;(2!+~ ]fit is a fooc1 otfeaecl for impoIt into the UDitecl Staltes;-lIBhliD1lW:1itfoc»ci 

14 bcc:u poepazed, paclced,. aad beId UDder a syslliiD or ecmditiOllS, or subject 10 ~. 1ba1 meet 

lS tbe requirernentB Dftbis Act I.IIUI implcmeDting resuJatiOJlS or ~ adJieve !he leYel of 

17 for I!!!food ~ packed, or held in the UDittd States. ibo. paww "Ita :cck to 

18 b' Nucctileiudiah es"uczeeilllhe'Hllitell5' 7: J '11:seaequi:cdlU Ii;w ,",UlC 

19 olj=lhel, d ulle., ..... eeIIditi....,.er_:siDthe fh" "eOCD~' rdctUJ!l8sueh 

20 feoJ:weett&e :eqaitea. nt' oflhis st. orollla ,uise wa.ue Iii: appopzia!c lewd efPld1CCliOD: 

21 

22 officer 

TOTAL P.04 



Jl. - .. (-~::I::I( ~b."b ul-P ... -. _loll ..... _,:, ..... ,~ 

2 

1 or cmpJoyee duly designated by the Sec:maly bas reqnested, and has beeB xc:1\lscd, access to the 

2 esmhUslunent or loc)t1ioa wbm= sueh food was pn:pared, packed, or bcld for the pwpose of 

3 inspection (mcludUIg sample collec:tion), testing, or other re1nmt proc:edures, at a mISOIIIlbIc 

4 time IGId m a lQSOIIIble manner.·. 

5 (b) IMPLEMENTATION OF AtmIORITY.-

, (1) PLAN.-The Seaetary shall develop a plm for tile iDitial implementation of 

7 the authmity UDcler seclion ~ oftilc Fc:deral Food. Drug. BDd Cosmetic Act, &'> 

8 added by IIIbsection (a), aDd &ball caxry out the authority of sudI subsection consisr.e:Dt 

9 with such plan. 



OCT-17-1997 16·06 I ACP: OGC· USDFl 

DRAFT:elcopp/OCC/FDA:October 17, 1997:2:00pm 
(C:\f11es\fdsafe\b111new.0171 

A BILL 

202 690 2061 P.02 

TO amend the Federal 1"oocl. Drug, and Cosmeeic: "Act to provide for 

impnwed safeey of imported foocle. 

1 Be II entI&ted by the Selftlle and 1M Huun of bpn$D/IQItvu oftlw Uwi#tl Stalls of 
2 ~fJ bt C'.tJTUI r»ssrrbled, That this Act may be c:it.cd as the "Sa&:ty of Jmpwted Food Act 

3 of 1997". 

4 SEC.1. ClUTElUAFOIl DEEMING IMPORTED FOOD ADULTERATED. 

5 Ca) AMENDMENT TO nm FEDERAL FOOD. DRUG. AND COSM.E1lC ACT.-

Ei (a) Section 402 ofthc Fcdc:aJ Food, Drug, IIIId CosmetK: Act (21 U.S.C. 342) is amcnckd by 

7 adding at die CDd the f"oUowiag aew ~n: 

8 "(b) Hit is a food oft'ezed for impon iat.o the United States that bas not beeri prepm:d. 

9 packed, aDd held UDder a system or c:onditioas, or subject to masum. that meet the l'equilemenb 

10 of this Aa and implemeutiDg n:guIatioas or that othc:rwise achieve the level of ptObXtion 

'11 required, as dctermiJK:d by the Secmary. for such food prepared, packed, or held in the UDi~ 

12 States. In deteJminiDg whether a s,stem. conditioas, or measuza meet tbe requirements of1his 

13 Act or othc:rwise acbieYe 1be level of protecrion ~ the SeeretIry may consider whether an 

14 officer or employee duly &si&Jl&led by t= Seaelati bas reqUll!'ftd, and has bee:I1 refused, access 

1 S to me establishment or 10000000n where sud! food was prepared, packed, or held for the puzpose of 

l. 6 iDspection ("mcludiDK sample ~ecUQD). Wing, or other fClevam procedures, at a IeaSOmIble 

17 time tmd in a n:a5QIIIIble mmmer:. 

18 (b) IMPLEMF.NTAnON OF At..rrHOlUTY.-

19 (1) PLAN.-The SeaetWj shall develop a pIaa COr the iDi1ial imp1cmmtation of 

20 the lIllthority UDder smion 402(b) of the Federal Food, Drug, aDd Cosmetic: Act, as added 

21 by subSectioa (a), III'Id sball carry out tbe amborlty of such sabsec!i.OD CQUSistellt with such 

22 plan. 
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ftangre •• af tbt 1tnittb ~tat~ 
Dub,ingtan. mqt 20515 

September 24, 1997 

The Honorable William Jefferson Clinton 
1600 Pennsylvania Ave., N.W. 
Washington, DC 20500 

Dear Mr. President: 

We urge you to give serious consideration to remedying the inadequate fo~Tafi:1y~5:3\S 
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, NAFT A 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 iil'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, alternatively, 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 -- with their country of origin. 

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

Sincerely. 
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€onlll'tff of tbt IIniteb 6tattf 
.,oue af Ibprefentatibe • 

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

Dear Mr. President: 

•• QlnKt0n •• ~ 20515 

September 23, 1997 

We, the members of the Florida congressional delegation, are writing to express our 
problem in supporting the renewal offast 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 ofNAFT A. This situation demonstrates the inherent unfairness against 
Florida produee 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. 

Sineerely, 

E. 



IU:bct:::lrt::l 
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The Honorable Bill Clinton -- Page 2 

.' . 
Carrie Meek, M.C. 

llum, M.C. Michael Bilirakis, M.C. 

Porter Goss, M.C. 

... 
.. -

Tillie .'nWl .. r, M.C. 

~A"."= ~ 
c;ne ~rown, M.C . 

John ica, M.C. 

Charles Canady. 

\. 

~£i,h 
F. Allen Boyd, Jr .• M.f. , M.C. 
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10107/97 TUE 16: 34 FAX 202' 690 7425 OPHS EXECUTIVE OFFICE 

OFFICE OF THE SECRETARY 

ClnH l'vu - -AroJ frt1~~ ~ 001 

h-ui h I-Vt'~ 

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 if" Phone No: (202) 69(1-5605 
',:' Fax No: (202) 690·7425 

••••••••••••• ** ••••••••••••••••••• ** •••••••••••••••••••••• * •••• * ••••••••• 

FAX TRANSMITT AL COVER SHEET 

* ••••• ~.* •• * •••• ** •••••••••• * •••••• * ••• ***** •••••••••••••••••••• ~.~4 ••••• 

TO:~{A.J 
FAX NO: _____ ---,.._ PHONE NO. __________ __ 

•. \ 
SUBJECT: ________________________________________ _ 

' .. 
FROM: HAL THOMPSON Voice 202·205-0677 
~ O'HARA Voice 202·690-7694 
_SHEILA NORRIS Voice 202-690-6561 

Number of pages including cover sheet: _ 

MESSAGE: 

_PER OUR CONVERSATION 
_ PER YOUR REQUEST 
_FOR YOUR INFORMATION 

_ART LAWRENCE Voice 202-690·7439 
_MARY ANN SYPERT Voice 202-690-5605 

OTHER: _____________ _ 

_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 Healthv Dav! $V _ 

IF TRANSMITIAL PROBLEMS, CALL MARY ANN ON 202-690-5605. 
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10/07/97 TUE 16:54 FAX 202 690 7425 
10/08/97 MON 14:04 YAA ~O~ 2U$ 50Z8 

OPHS EXECUTIVE OFFICE 
Ct':SArll U~U""~U:f 

• 

DRAFT: Oetober fi, 1997:1:30 PM 

Section 402 oflbe Federal Food, Drug, and Cosmetic Act would be 

amended by adding at the end thereof, the following new subsection (h): 

< 

(h)(I) Ifit i. a food offered for import into the United States, 

. . (A) and an officer or employee duly designated by the SccreWy 

bas requested, and has been refused, acc:e.s to the~bliahment or 

IOGation whore 5uGb food was pt'qIared, packed, or hel~to ClOftcluGt an 

inspection (including samplG collectiou), ~g, or olb ... rcJevlUlt 

procedures. at a reasouable time and in a reasonable manner. 

(B) unless sucb food has been prepared, packed and held undm- II 

system or conditiOllS, or subjod to measurcs, that achieve the level of 

protection requind, at the time SIIob food is offered fOT import, for food 

prepared, packed, or beld ill the United States. Those persons wbo seek 

to introduco the food into commerce In the UDilad States shall be 

tequUwd to damOllJU"atc objectively that the l)'Item, conditions, or 

measures in the GXportmg country relevant to ,uch food achieve the 

IpprcpriaJe level of protection. 

(2) The Socrctaty sball develop a plan for implementing this 

subsaotlon. incluclinll the review ofth .. systems. conditions, IUId 

measures subject to this section. 

(3)Th .. Secretary shall implement the authority of this section 

GORslstent with tho plan developed by sublectioD (2) . 
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[1fJ- t{!~l ~"~ D~L ... 
.- - !<:tr-'fM,j.. 

-{ "'b.l !>.Q k~ -
~"-'I'-h. r ve<t1 ~. 1/6 

/Or #I7S /77 
'11-1 t..f. '2.. T"tli Pages: ~ 

LRM ItI: RJP148 

TO: 

FROM: 
OMB CONTACT: 

SU&JECT: .. 

OEADLINE: 

EXEcUTIVE OFFICE OF ntl! PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Waahlngton. D.C. 2050300001 

FrIday. Octobor 1D. 1SS7 

LEGISLATIVE REFalRAL MEMORANDUM 

Legislativfi iJai 1\ Officsr - Sse Oiroibuticn bBh~w 

~ 'tc;;'s n Assl.tant Direl;tor for leglsilitive Referenca 
Rebert J. Pelllc:cl 
PHONE: (202)395-4871 FAX; (202)395-6145 

HHS Dlmft BIU on Safsty of Import&cl Food AGt of 1997 

1 D:OO A.M. Wednesday. October 15. 1997 
'_.A,4 ': 

In accorCiance with OMS Circular A-l S, OMiI reQuests tns VIews 01 your agency on the above 
subject before advising on Its relationship to the program of the President. PlesaB edvllla 1.111 if thl. 
Item will affect direct £pendlng or receipts for purpo!GS of the 'Pay-As-You-Go" provl"lona of Title 
XIII of the Omnibu8 Budget ReconcIQstlon Act of 19Sa. 

," 

CO~'NTS' Tho HHS , ... '01 I, '"'''''' w .",.",00' • ,,~"''' ~~A;"" 
Inltisllve. DEAOLINE IS FIRM. .' 
DISTRIBU.!!.~N LIST 

: ' 

AGENCIES: 
'.AGRICULTURe: - Marvin Shapiro - (2021 720-1516 
:L6-COMMERCE - Mich.el A. Lavitt - (:L02) 482-3151 
e1-JUSTICE - Andrew Feis· (202) 514-2141 
76-Nalion.1 Ecenomic: Council. Sanyla M3Uhe .... s - (2021 466-6630 
96-0ffi~£ of Science end Technology Policy - Jeff Smith - (202) 45G·e047 
1 14-STATE· Paul RBdemacher - (202) 047-44e3 CD \1-\-\<-
11 S-TREASURY· Richard S. Carro - (202) 522·0650 
12S.US Trade RepresentatiVB - Fred MOntgomary - (2021 395-3475 

EOP: 
Joshue GetbaulTI 
Sally Ketzen 
JENNINGS C 
Sarah A. BTanchi 
Donald H. Clips 
T J. GI8ut~l .. r 
Toby Do"anfeld 
Barry T. Cland anin 
Mark A. Weatherly 
Wendy A. Taylor 
1'. Usa Gr~ve 

KLEIN J 
Rodney G. Bent 
Bruce te. Sasser 
F!ichard J. Turman 
Jim R. Esquea 
James C. Murr 
Jenet R. Forsgren 

~ ~ Ru1cJ..,.J 
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- Ul.r-lu-r~~'1 lU:H lU:'/ - AUJUl.UliIUlQ; fKUM:lJlUJll. ~. P.3/6 

Tha H=nO~aQ1Q Na~ G1ng~~~h 
speaker' of ehe HQl1se 

of Representat1v as 
Washington. D.C. 20S~5 

Enclosed for the con.ide:ation of the Congrees is the 
Admin:l.s~r:>.c.i.on· s dT .. r~, h;',. r.he eSafety of Imported Food Aot of 
13,7,n , 

The purpose of the bill is to add to existing safeguards in the 
Fedezal Food, Drug. and cosmetic Act, and thus enhance the 
acc~ee~'s abiliey to p~cne the iroparta~ion cf ungafQ food. in 
a mannez consie~en~ with United States trade a~eemcnts, The 
bill would amena the Act to provide that teed ~mpor~e~ inte th~ 
ynit-.Fld ~t.I1t:p.s wi,:.! De cons1cl.e:oecl. aQUlterlltec1 Sot D.) these s~e~.i.IIl:l 
to import the fe,od cannot demo~BtZ'ate that. .i.1. hillil Qeen prepa=e~, 
packed, ant! tlelll wlll ...... "'.7,;11;$11\ "''' c:"lZ.d;.td ......... Q"" ~:icc:~ ~ .. 
meaS'lu'sY. l.hac meet t;hc: requireman1;S of t;he Act or othenriee 
acn1eve the level of prccectlon raq~ircd by Lne ~cc for foods 
pro~uccd ~m$stl~Qlly. or (2) ~hQ ~ood and nn1a ~dminiRr.ration 
(FDA) hus !:leen refu.sec1 reascnabl's access to inspect: the 
establishment or loca~ioa wnere such f.~od was prepared. packed, 
oZ' held. 

'l'ld.tI l"lIl»la.tioll w.;:Iuld place the burd"n of c:lto.bliohing t.hs.t food 
~eecs Oni~ed States safe~y standards on those seeking to 
ill~roduc;e food into th~ t7nltea Staces ThOBe persons would. bel 
required to demonBCra~Q ~hat such fonn mp.~ thp. criceria· aescribed 
in clause (~) above. The Departmp.nt of Agriculture already has 
Similar authority for meat an~ poultry proQuct~ an4 appli~~ II lo 
impQ~~s' f~om ~y countries. 

Onder ~rren~ l~~, tho FDA hQ3 ~~~hQrity to retYCB che 
importa~~on 'of ~oeds ~hat appear to be adulte~ated. How~v=r. PDA 
dees not: have the' resourc",~ Lo examil1e every e"t:t')' oT. toOCi. 
".,I TI;h'-\I·'II<)re. curr(!!nt klorder inspection capability for fooda is 
I:leing strsinod by the increasing volume of p~oducts and red\lcuti 
re:aOl.lrcos .. v01il~l,)l", 1:0 .. · .... 'II!Jl.i.ll~ "a.:l l>llalY:ll. .. , Wl.1:h thi .. new 
legislation, roods failing ~i~her c! the criteria described ~h~vp. 
c:ol.ll.d be &!nied enl;ty under FlU' a c:urrent authoricy, to prevent. 
t.h,A .i.II1pe>:r-t.,,:.ion of foods tha t: appenr to r..'l' ar.l.1.\], t ~"'''r.l!tt'l C F;A..,t: i I'm 
a O~ of ehe Act}. 
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r."t/c 

'f11.La. l''''''PIJEI .. l. w:i.J.1. .. nh,,?\c,", %'t)l\' .. abilit;y to en,,\:(re ~hat: food 

!mparteQ lntn the Uni~ed States afforda a level of ~afaty 
~nmparable ~Q ~hat for domestically prod~ced foods. 

We recommend that ~he Congress give the draf~ bill its prompt and 
tavQrable conslderat1cu. 

The Office of Managemer.~ and SUdgBt bas advised ~ha~ ehere ~a no 
Qbject10n ~o t:he trano!Ut:i::31 of thil; drafl: J.egicoJ.a.ti.on from t'h .. 
standpoint o! the Administration's p~ogram. 

Oonna ~. Sbalala 

ltnel.oeure 
'.,! 
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A BILL 

TQ ... mend the l"eaQra.1 Food., nZOU9' iI.nd COQlDeei~ A~1; to prov~ riA frn' 

J.'I\II,z,uvea :r ... £oty of. :l.lf'porteti f'nnda_ 

l. ]J.. II r:"/.ll;lIIrl by rllO= Sell/ill. (/lid d", HmlJltl tJ/ R.tJp"'~·Q"/QIi\JOs olth. 'C/71ilod S/tl(/U 01 

2 America In C()1~l'f!n: llJ'~l:mbllltJ, nat thl3 Act may bo cited 11.5 tho 'SafelY of I:i:zpurLIMi ~ood Aat 

3 of 19!17". 

4 SI!:<':.l. Clc.ITltRIAfORDJt'.MlN(; lMl'ORTF.» FOOD ADUl.TERA"l'ED. 

5 (11) AM~NJJMCNT TO THl! J'I!Dr::lVl1. 1"001>, DRUO. "'NO COSMETIC A(:'}·.·· 

6 (a) So::alon 4<l2 "fUle l'e:letUl ~·uod,.lJrug, &lid Cosm:t1c Mt ell U.S.C. 342) Is 1Ul1I:I~ by 

7 lidding at lhc end the rellowing ~ subsecticn; 

S "(h)(1) If it ill u rood off'c.rccl for import .huo till: United. Slates, ~ un 0111cc:r or =nplOY\:l: 

9 duly designaf.l:.d by the S=tary lw rcquc,tt:lrl, W has beeu1'Grll5ed, aco:ss to the 

1 0 C8tab~broent or ~herc ~ucb. food w~ pu.ck~4, or held for 1111: pvrpa.qc of 

l.l iwlpel:doo (including s~lc coUc~un). Ll:sling. or other 1l:leVIIIIL prtIc=d\u;5, at a. n:uODllblc 

12 tim~ lind ia II rcasol:Iablt:l mQnller. 

13 "(2) If it is a food olli:red fot import inlo !.he United S~, Ul) less such !ood hils be~ 

14 prepared, p~kod, (md held uocl~r I Myll1.em or coo.ditlCln~. or s\l'ojcct to mCl\.tUI'tS. Ihllt meet tb¢ 

IS requitcmeots of Ihis Act Md implemetlling rcsulAtioas or ulher.J.isc ~hievc: the level of 
. . 

16 pruLo:I:tlou require~, lit U11: Ilxnc sucH food is <lll'c:rcd for impo'rt, ror J'cce! ~rcpam:l. p8'=hd, or held 

17 in the United SratCl/, Thost IICr"SOIlS who &~el( \0 introduce the liled into eonuncn:e in the Uniled. 

1 B Stlltes Shall be requir=11 \0 dClIlWlStmt/; obj eel! ~ly that tbc syswnl. <:uncliLiua::i, or mcasUL'es ill the 

H c)rllolilng counLry n:lcvaot1o such foud mt:.<!t t11~ rcquiIemc:nlS urLhis i\el or clhctWl~e ilChievlI 

20 \he appmprillCe Icvd ofproLection.". 

21 (b) lMPl..l1MI:iNT/l..TJON OF AU'l110RITY.-

22 (1) PLAN.--The SecICtI!.l1 shall develop aplan for the initial implemenUl(icn of 

23 The authority uilclgr ~r.:lion 402(h)(j!) o{the Fe<kml Food, Drug. IUld COM'letjc ~l, lIS 
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EAST TBACK ANP AORICULnJR£ 

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 ofthei! 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 NAFT A 
and the Uruguay Round Agreements, 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 MATI'ERS 

Globalization of production and 
increased trade is a fact in both 
food and non-food sectors. 
Agriculture is one of the few 
U.S. industries that consistently 
shows a trade surplus, and has 
done so since 1960. Modem 
technology is enabling even 
greater latitude for trade in 
agricultural products due to 
better product preparation and 
handling and more efficient, 
affordable transportation. As a 
result, U.S. strength in the 
agricultural sector supports over 
1 million jobs. Furthermore, 
agricultural imports augment 
consumer choice and make it 
possible for Americans to include 
healthy fruits and vegetables in 
their diets throughout the year. 

u.s. Agricultural Exports outpace Imports 
(Billions of dollars) 
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• The United States regulatory network assures U.S, consumers ofa safe food supply through a 
systems approach involving pre-market approval 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, 

• 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, 

• 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. 

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

• The further development of an early warning system by Federal, State and local governments 
to help provide earlier detection offoodbome 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 a.l!ctpests so that abl:lndant 
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 ofHACCP systems, and (3) 
statistical sampling and inspection of raw and processed food products. 

• Pre-Market Approval 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, ofthose products which present a significant risk to human, animal or plant 
health. Several U.S. regulatozy agencies playa 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 offood 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, semen 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 rcgulatozy and production infrastructure to detennine its ability to meet U.S. 

U,S, Department of Agrleulture. For-ign Agri~ultural Service September 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. 

• Production Monitoring and AuxjJiaryMeasures' Ifa 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 hygiene principles and time-honored processing advancements, such as cooking 
times and temperatures, low-acid canning methods or vacuum packing. The implementation of 
Hazard Analysis Critical Control Point (HACCP) systems will significantly increase food safety 
guarantees. 

• Statistical Sampling and Inspection: 
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 detennines 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 TRANSPARENCY AND PROMOTE IDGBER FOOD 
SAFETY STANDARDS INTERNATIONALLY 

United States representatives hold leadership positions in every major international organization 
charged with ensuring the safety offood 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. 

• 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. 

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

1.1. S. Department of Agrlcu"ure. Fo",/gn Agricultural Service september 1997 
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views on critical food safety issues wiU be reflected in the development of aU international food 
standards. The U.S. currently holds the chainnanships 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 . 

• 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 SUPPLIES 

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 aJlergenicity 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. 

U.S. Department of Agriculture, Foreign Agricultural Servia .. Slip/em"e, 1997 
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Record Type: Non-Record 

To: Elena Kagan/OPO/EOP 

cc: 
Subject: International Food Safety 

JOSHUA 
GOTBAUM 

09/30/9706:13:36 PM 

Since I haven't been able to talk with you after trying four times, I'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 I was surprised 
when you called last night and asked for an amount. I said I would see what we could do, but also 
would check whether a specific budget amount was part of the agreement. I 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 number 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 8ruce still feel the need for a specific budget amount, that needs 
to be discussed with Frank and Jack and agreed by Erskine. 



Jerold R. Mande 

09/30/97 04:36:09 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

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

Here is what I'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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F and Drug Adminiltration 
R lillie MDD&1 

March 31, 1993 

MgMORANPW TO THE SECRETARY 

.' THROUGH: os 
COS, __ _ 
E5,.......,.. __ 
Acting ASH __ _ 

SUBJECT: Food Safety Initiative--OECISION 

PURPOSI 

During the recent budget briefings, I mentioned the u 
for a comprehensive Federal poliey for fOod safety. 
memorandum is intended to explain that concept in mo 
and to recommend that the Department embar~ upon such 
initiative as soon as possible. 

J.NTlOOUCTION 

Thm Food and Drug Administration is the lead food sa! 
within the Federal government, through its enforcemen 
broad fo~d safety provisions of the Food, Drug, and C 
of 15138. Although Theodore Roosevelt. spurred passag 
first Federal food law in 15106, that lav vas "updated 
form the current food statute, whose Pfovisions have 
essentially unchanged since enactment. 

The food supply, however. has changed dramatically 8i 
Food technology has become 'high tech;" food process! 
operations are increaSingly large sdale and centraliz 
marke~-driven innovations in product formulation, pro 
packaging have vastly increased the sheer number of f 
FDA regulates. Food consumption patterns are also eli 
with, for example, the great increase in restaurant e 
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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-World War II era, many foods are today imported 
other countries, whose food safety standards are in som 
inadequate to ensure that foods are protected from.cont 
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In the years since the Act's passage, food ~a!ety has b 
potent issue in this country. In the 1950. there was 9 
public concern about pestiCide and food additive use. c lminating 
in amendments to the FOod, Drug and Cosmetic Act author zing FDA 
to set limits on pesticides and to approve food additive (and 
leading the Eisenhower Administration to double FDA'. 8 aff). 
publication in 1962 of Rachel Carson's hestseller __ ~~~~~~ 
generated great consumer anxiety about pesticides, and rompted 
the Xennedy Administration to again increase FDA's size 

Throughout the 19708 and 80s there were periodic public 
about food contaminations. Many have heen "false ala 
as the Alar in apples incident) that have obscured the 
threats to food, usually caused by microbiological agen 
take advantage of inadequate qualit.y cont.rolprocedures 

scares 
• (such 
ery real 
8 that 

Despite the many years of growth and change in the food supply, 
the statutory structure for ensuring food safety has r iDed 
essentially unchanged since 1938. OVer the years piec eal 
~endments have been made to solve individual problems. creating 
a patchwork of statutory directions. We believe it is ow time 

.-- to prepare the food supply for the 21st century by mode izing 
our food safety legislation and the regulatory system. 

,0 

THE SCOPE OF THE fOOP SAFETY HAZARDS 

The term ~food safety· has been used generically for ye 
cover a number of problems and challenges relaeed to to 
health. It includes, for boeh ~omestically·produced and 
foods, issues such as the following: 

·0 Foodborne biological hazards such as salmonella in 

s to 
and 

:l.rnported 

Listeria in dairy products, cholera in shellfish, ~-¥~~ in 
meat, and many other pathogens that threaten health· 

o Chemical contaminants. such as heavy metals and pes 
(both those registered by BPA for agricultural use 
of public health concern that are persistent enviro 
contaminants, e.g., lead), 

o Natural contaminants. such as aflatoxin, a carcinog n that 
is often found in grain and peanuts; 
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USDA 1. nov reporting to uS about 6,000 eases e 
imp;oper drug residues in meat and poultry (USn 
the meat; FDA ~egulate8 the use of drugs in fo 
animal.). This has been exacerbated by greater 
concentraelona of producers in recent yea~s, vh 
to more extensive spread of disease and drug us 
and fl oclcs . 

ch y8a~ of 
regulates 

-producing 

The safety of fiah and other seafood is increasi gly 
questioned by consumer groups and Congress, and alls have 
been made to move seafood reiUlation. to USDA. [ e safety of 
meat is also being questioned, and there are cal • to 
transfer meat regulation to FDA or an independe food 
agency.) Also, new drug residue concerns in se ood are 
emerging from the rapid growth in aquaculture (i which 
farm-raised fish are given drugs with their feed). 

Imports of foods from other countries are grovin rapidly. 
nov up to over 2 million "entries" per year, pos ng an ever­
increasing challenge to our ability to ensure th t those 
foods are safe ana wholesome. In fact, ve can y inspect 
under 10 percent of food imports and, of those i pected, 
thousands must be "detaineO" as being in violati n of our 
standards.: . 

j 
The eurnplatjye effect of years of exposure to pe 
other chemical contaminant. i. uncertain, Dut p 
about those food contaminants has remained high 
generation. 

Hardly a month goes by in which there is nOt a p 
over the latest contaminant in food ~- Alar in a 
aldicarb in watermelon, BDBC in flour, PCBs in f 
ceramicware, cholera in shellfish, dioxin in foo 
salmonella in eg9s, Listeria in cheese, and more 
which are not true health problems, but are perc 
such br the public). The B. cQli incident in Wa 
state _ only the latest in a long series. 

There are enormous inefficiencies in the current 
protection sr_tem. Por one example, FDA, USDA, 
agencies dup ieate efforts in some areas. For 
wastes resources attacking problems with antiqua 
enforcement authoritr (for example, having to go 
Attorney to seek jud cial seizure of a contamina 
when most agencies could merely detain it admini 
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A1though our principal concern should be public ealth, you 
should knovtbat the United States has an annual export 

. su~lus of. $8 billion, ana foreign buyers are in reasingly 
ask.l.ng tor government "certification- that U_S. oodstuffs 
are safe. 



30 FAX 202 690 7425 OPBS EXECUTIVE OFFICE 
09/30/97 TUE 11: • --1---' ';U'~~ 'rUA ur~_ ~_ ~~ ~&.;,j'" I,D) ~vr(" I\,.~ \I(" U'II:. \..Mrfj,;)A ..,.., '" ..... 

,,' Page 5 - - The Secretary 

,~ .. 

WHAT IS NEEPED TO SOLVi THE PROBLiH 

Years of experience with foodborne public ts and with 
regulation of the food supply, as well as numerous lie and 
private reports on food safety, haYe suggested that t ere are 
additional steps that may be appropriate to adequatel ensure the 
safety of our Nation's food supply, including: 

1) 

2) 

3) 

4) 

os. We need 
eo desigll a system under which the food industry subscribes 
to a comprehensive food safety assuranca program to improve 
both efficie.ncy and effectiveness, Which. would 9 vern the 
handling, processing, transportation, and prepar tion of 
food, and that would focus on the areas where we know food 
is most likely to become contaminated or otherw! e 
threatened (e.g., adequate refrigeration in hold ng and 
shipment: adequate pro~ection trom Chemical cont nants, 
pests, and;pathogensi and adequate handling and ooking 
during processing). It implemented, this should comprise a 
coordinated regulatory tramework encompassing th states, 
HHS, USDA, .. and other agencies concerned about f d safety. 

Authority to Protest the Public • FDA lacks many of the 
modern enforcement tools available to virtually 11 other 
Federal regulatory agencies. For example, the a ency is not 
authorized to detain a contaminated product, can ot require 
tood firms to register, lacks expliCit authority to inspect 
the records of a food processor, and cannot orde a recall 
of a product known to pose a health threat. 

Inspection and sampling • While the food indust has grown 
enormQusly in recent years, and imported foods ve 
increase~ substantially, PDA's inspectional reso rceshave 
been reduced. We do not have the resources to i spect many 
food processing facilities regularly (on average, every 
eight years), and inspect only a tiny fraction 0 imported 
foods. In addition, FDA has lacked the resources 0 take a 
proactive role in the grOwing internationa1i~ati ot food 
commerce, to ensure that food imports are safer a the 
source. 

Other Heeds . There is great need for additional 
into the nature and biological action of pathogen 
better analytical methodS to test for the presenc 
chemical and biological contaminants, and for mor 
for the state, local, and Federal inspectors who 
with identifying such threats. 
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THB FOOD SAFETY INXTIATIVi 

Despite the years of public Qi~agreement about how t 
food 8afety problems, 1 believe that the basis for a 
exists that can have an eno~ously beneficial impact 
with little or no additional taxpayer fuoding. The 
involve three principal elements to strengthen FDA's 
improving food safety. .These elements can be summar 
follows: 

I~JL~j_Q;' to Bnsure Quality Control· 

We should promulgate new regulations that would 
producers, processors, transporters and retaile 
plans for contrOlling hazards within their opera 
These regulations would be based on the proven c 
"HACCp· ·'·Hazard Analysi!! Critical Control Points 
focuses on critical points in food processing th 
permit food to become contaminated. The regulat 
be tailored to eaeh segment of industry, yet be 
scope to ensure eonsistent, uniform protection 0 
supply. We believe we can build strong industry 
a bro.~ HACCP program, In fact, we are working 
National Fisheries Institute (the seafood indust 
association) on a manaatory HACCP program for se 
processors that will greatly improve seafood sat 

New Statutory Authority to Control FOod Hazards 

resolve the 
new program 
on health 
rogram would 
role in 
zed a9 

equire foOd 
to prepare 

ions. 
cept of 

·",hich 
t might 
ons could 
ational in 
the food 

support tor 
ow with the 

trade 
food 
ty. 

We should seek new authorities to ensure safe fo d handling 
and preparation, for example: 

• 

to require food pro~ucers and handlers to r gister 
their facilities, so that wa know where fo is being 
produced and held, and by whom; 

to authorize FDA to require that all food p 
transporters, and retailers establish and 
comprehensive program to ensure thB safety 
they handle··thus enablini FD~ to positivel 
their, products for dOlllestic and i'nternation 

to authorize FDA to ~efuse entry to food 

oducers, 
intain a 
f the foods 
certify 

I commerce; 

the food safety inspection system of the or'ginating 
country is not equivalent to the U.S. syste and the 
food han~ler has not registered with FDA, d as not have 
a HACCP program, or has refused FDA access 0 inspect 
the manufacturing facilitYI 

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

·'f 

cer's 
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The Secretary 

to autborize FDA inspectors to detain 
until its safety can be detennined; 

to allow ~ to order the recall of a tOOd 
hazardous to health; 

to give FDA the flexibility to see~ punishm 
offenders ahort of criminal action. that is 
civil penalties as an intermediate deterren 

ect food 

be 

nt for 
to impose 

; and 

• to authorize the collection ot user fees fo some of 
FDA'S food safety efforts, as described bel w. 

Increased ',sgurO@' to Protest the Iped Su·pply 

The level of effort to protect the food 8upply h s eimply 
not kept pace with the increasing size and compl xity of the 
food industry and food imports. Indeed, as one omparison, 
USDA has 9000 employees devoted to the inspeccio of meat 
and poultry, while FDA has 770 for the entire re t of the 
food supply. We need to increase dome.tic inspe tiona, 
import coverage, overseas inspections and standa setting, 
and other related activities such as HACCP devel pment, 
research, and methods development. We are now e amining 
those needs in detail so as to arrive at estimat a of their 
likely costa. 

I 

HOW Cl.NFOOn SAFETY lMiBpYEMENTS BE FUNpED? 

I am keenly aware 
Federal program. 
that accomplishes 

of the limitations on new funding f 
However, I ~elieve we can develop a 
our goals without seeking new appro 

any 
trategy 
iations. 

Plrst, there are areas of food protection that are app opriate 
for user fees. Last year the drug industry agreed to upport 
user fees for increased FDA resources for drug reviews. That 
program promises to significantly reduce the time it t es to get 
new therapies on the market. In the food safety area, there are 
three sources of user tees that 1 recommend we eonside ··import 
examination, export certification, and establishment 
registration. Imposing an import fee merely requires 
foreign importers pay for FDA to ensure that their foo 
sufficient quality to enter the United States. Export 
certification is a service provided to American export 
provides a Significant benefit to those exportere. by 
to foreign governments that an American food export we Id be of 
acceptable quality in this country. Establishment reg stration 
fees would support the costS of registering a food pro a8s1ng 
facility with the FDA. We believe all of these fees c be 
designed to generate sufficient funds without creating an undue 
burden on food production or international trade. 

'T. 

" I 
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In addition to funding, we may be able to greatly e 
of existing resources vith more modern inspeetion an 
powers. Also, the s~ates have feed safety programs, 
should be possible eo design programs in vhich Feder 
officials ensure a~.inst duplication of effort while 
improving coverage of the food supply. 

anee the use 
enforcement 

and it 
1 and state 
also 

Pinally, USDA has substantial numbers of employees tionwide 
involved in all aspects of food production-and marke ing--not 
only meat inspection, but also insect control, land nagement en 
farms, grading of agricultural products, and other a riculture 
related activities. I recommend that ve approach Se retary Espy 
about factoring joint HHS-USDA food safety protactio e into his 
comprehensive review of USDA's organization and miss on, and that 
we explore ways of better coordinating HHS' and USDA' food 
safeey activities. Indeed, Mr. Espy ha. said that m t and 
poultry safety--using the HACCP principles we are rec ending-· 
is high on his list of priorities. The Centers for ieease 
Control should be a part of any such discu8sions, as heir rele 
in epidemiological surveillance and disease preventio is an 
important part of protecting the public from unsafe f ods. 

RECOMMBNDATIQN -

I believe that food safety reform is essential to car ing out 
FDA's mission ef protecting the tood supply and the p blie 
health. It will have the ancillary benefits of stren thening the 
integrity (and thus competitiveness) ot American agri ultural 
exports and of lowering health care eosta. According y. I 
recommend that you announce, in consultation with See etary Espy, 
that the Administration will initiate a comprehensive overhaul of 
the food safety assurance program--a program that wil include 
new regulations requiring qualityaesuranee progra~ aeed on the 
HACCP concept, new legislation to strengthen FDA's en orcement 
authorities, and statuto~ authority to assess USQr f es to fund 
the new food safety program. 

Dr. Lee aDd I are available to discuse these recommen ations with 
you at your convenience. 

p'CJS*QN 

~(~ 
David A. Kessler, M.D. 
commissioner of Food an 

Announce and implement a new food safety initiative a proposed. 

Concur _________ ,Nonconcur _________ ,Date, ________ __ 



Q&A on the Safety ofimported Food 
September 29, 1997 
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Q: Is increased international trade going to introduce added risk to the U.S. food supply as 
today's New York Times article indicated? 

A: 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, poultry, and seafood. We have also put in place important new protections against 
the risks of pesticides in our food, especially for oUf children. And we are hopeful 
Congress will provide the $43 million the President requested in his FY98 budget to 
improve food safety. 

Q: 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? 

A: 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 foodbome illness, increase seafood safety 
inspections, and expand food-safety research, training, and education. We are hopeful 
Congress will provide the funds we requested and beginning next month we will be using 
that money to further reduce the incidence of foodbome illness. 

This new initiative is the natural next step. With significant 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 vegetables are safe and a key part of a healthful diet. This includes both domestic and 
imported foods. 

A number of foodbome illness outbrealts linked to fruits and vegetables have occurred recently. 
But food safety experts 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 making a conclusi().n 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 witb constituents to develop Good 
Agric:ulturalaDd Good Manufacturing Practices Guidance. 

This is NOT about FDA going onto farms or regulating what farmers do on their farms. Thjs is 
abollt government and producers working 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. 

,/ .,:. 

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

2. Direct USDA Ilnd FDA to work with constituent~ to develop outreach and educational 
effort to encourace producers to adopt these pra~tices. 

USDA works with a vast network of agencies that are grassroot:;-based and can and do work 
effectively and cooperatively with farmers to encourage the adoption ofthesc new practices. 
Such as land-grant institutions, extension service, soil and water Conservation distri'::ts. 

Not a regulalol)' scheme imposed by WaslUngton. Grassroots pfogram to encourage farmers to 
adopt these practices. . 

1aJ002 

3. Direct USDA Ilnd FDA to Evai~aiePotential Cor. Food Safety Problems in F,xPorting~:;i;\~~i',:}":i; .. :.·"';)'\" 

"':::" ... ' . ~::::;~C:)Si~,~ .. a.~·0?0~:~~fi~~~f.?tr;~iB~~~tiO~;~d pro~~s~~l~~~~~f:.~~~t~!~;ti~i~:~':;;: 
USDA and FDA will develop pmfii~ of e~~ co~tries. They will evaluate th~ fo~4·. «;/:<.';:~·L:· .. ·, '.' '. "'. 

. . . .' • . ., -: : .,'. .' I ... ' . 

production, transportation, and han!lling practi&;es. . .... . . . '. . ' ... :. . . . .' . .' .. '.. . . .'. ,"" . 
, . 



These profiles will give us infonnation that we can use to target our inspection 3Ild testing 
resQUlces to ensure that we are I19t importing unsafe (ood from those Counlri~s. . . '" -., " . 

For ex;lmple, if a profile sugge~ that II COtmtl'y has a potential PI9~lein Witl1 a certain pathogen 
~ E.Coli, ~ VIC Vy~uld be able toin~e.our testing of products frOl1l that ~C)untry" .. ;. ':. . .•.. <, . " . '. .'. ",. '. " . ,<... . . ", .; ',." .. '. '.: .~:' ;.:.... . " 
4. Dirl:c:t USDA lind FDA to Help ;Exportillg Countries D~elop Thfdr ~ B~8t Praeti~:~~ ' ... ,.".' . 

. . .' .' .' .' . ,. " . . . .' . ".. ~. . 

Through technical assistance, training, and cooperative research efforts. USDA and FDA will 
help exporting countries develop their own best practices to address potential food safety issues 
in those countries. This wilHmprove the safety .of imported fruits and vegetables. 

Possibly involve other international development organizations etc. 

5. Expllnded F,ederal 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 ov«:rseas 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 
countIy X is likely to have a problem with a particular pathogen, we will be able to increase our 
testing and mOD-ltoring to ensure that no unsafe 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 to expand that prog.ram 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 how to 
prevent the problem from occurring. (Won't allow unsafe product on market). 

6. Accelerate Food Safety Research 

We need additional knowledge and tools to improve food safety. For example, we don't know 
why pathogens like E. Coli appear in animals, or how E.coli has ended up on different fruits and 
vegetables. 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 research. We need to 
accelerate that research 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. 

:llIS0 vasn 
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7. Report Bllck to WH with A.dditional A.ctions 

Additional actions are needed to build on this initiative. 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 made in the 1998 
Administra.tion initiative. For example, we may need to further expand the F oodNo~t 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 malce clear that they 
mu~t continue to meet those standards . 

. H·.·· 
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Victoria Radd 
09/29/9707:07:13 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: 
Subject: Congressional Food Safety Letter 

fLU' ,\,1.<> - ~U\ 1 wJ..~-
-f -L<A -h +- WI ~ 

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: 

I!.(MI '\lIfO -~~! ~~I 
~\,Ai h t ve~ 

Re: request for info on growth of produce imports, here's whllt 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 ~vera!.!e of 21% in recenr years, 
[Recent years are the period 19CJ2-96,) 

Re: the ear~data on the crcentage of to! I fresh Vegetablc~~nsumCd in this country, USDA 
has informe us that they m'sl'cad the data th t concluded that % was imported, They tell us 
now that it's %, They con 'rm that the fres ruit # is still 38° , 

Bill Hubbard 
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES -
SECRETARY OF AGRlC,tlLlYRE 1 .A' 11 

~ :{"., fl/.; <I?' ff... :",,-k. f... .",T ~·tt i·');. ;:,-:-,: j 11 
SUBJECT:..."... -.. J{ Initiative to 'of. "Elad Fruits and Vegetables ""~iilll)'V 

'·95~~e .. 
Durins my Administtation, we have taken significant steps to strengthen our entire food 

safety system, including expanded Ee5ClllCh, educaliUll, and sUl'Veillancc activities. We also have . ___ .:.. _ 
put into place enhanced safety standards rclating particularly to meat, pouluy, and seafOOd·~~ 
products. These measures are ~eat\y improving the safety oithe nation's food supp1¥; . ~/ 

__ ~:.III~.m.DlI!i1d 01) thc~ cfforu. Jd today I ask you to do so by focusing ot~ 5 t; .. ,­
'-~·:·ts and vegetable af' 1 . . jj those imported from foreign coUntries. Last year, 38 ""::? f. 
percent of the fruit and 12 percent of the vegetables consumed by Americans came from ~ 

i· overseas. We must ensure that these 1i'uits and vegetables arc: produced under safety system~ ~ 

equivalent to those existing in the United States, at the same time that we upgrade our own . 
domeslic sllIndards. 

As you know, T am introducing legi~lation 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 an)' foreign country whose food safet)' systems and 
standards are not on par with those of the United States. This authority, whic:h 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 
necessary funds in my Fiscal Year 1999 budget to enable the l:UA to expand dramatically its 
international inspection force. With this greatly inc:rea!led ability to Inspect food safety 
conditions abroad, the FDA will be able to dete.tmine when to halt the importation of fruits BIld 
vegetables from fon:ign countries .. 

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

these acrions. ec.-. .R. it f 
First, I direct the Secretary of Health and Hwnlm Servic:es.l '.' = i. r c 

Secretaty of Agriculture, to report back to me within 90 days with a plan on how to improve the 
USC of existini and projected resources to monitor agricultural and manufucturlni practices 
abrnad, assi~ 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 testing resl)urce~ loww th where 

., 

• 
• 
• 

~. 

-

-

problems are most likely to occur. "e.,.J :1-
~ ~. 

Second. I direct the Secretary of Health and Human Services, in ... 
Secretary of Agriculture and in close cooperation with the agricultural eo=unity, to issue ~ 

1 within one year guidance on good agricultural practices and good manufacturi~ practiceto} ~ _ 

! fi...~,~ ey-P :J~(;C ;"JJRJ ~,'t ~¢<h o ... l t,J'f /N .. \ ~tr.c", ~'" (p~ "J 
-1,,1'> : !~J:' ... I ,f:ri. J-{,)"H\JeI', ~ w:cP -It. fAtf ~~j ~(./...."" Ii> ,)",k~ 

£oonoo~ ::>1ISO vasa 16S0 O~L ~O~Q, o£: 91 L6/SZl60 



fruits and vegetables. This guidance should JaM II z r \I II!" .. • fr 
an." b "I. 1 71 take into IICCOunt differences ill both crops and regio~ and shouM address 
potential food safety problcms throughout the food distribution and marketing system. By 
providing the first-ever specific safety standards fOT ftuits and vegetable,;, the guidance will 
improve the apicultural and manufacturing practices of all those, foreign and domestic, seekins: 
to sell produce ill the U.S. market. To en:;utC that this auidance has the widest possible effect, I 
also direct the development of coordinated outreach and educational activities. 

These steps, taken. together and ill coordination with the legislation I will send to 
Congress, will e~u.n: 10 the fullesl extent pOssible the safely of fruits and vegetables for all 
Americans. I will also direct the Adminjstrator of the Environmental Protection Agency and the 
SecretaIy of Labor to provide you with assistance in achievin& this iOa!. 
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MEMORANDlJMFOR THE SECKETARY OF HEALTH AND HUMAN SI:R.VICES 
SECRETARY Of' AQlUC,qLTURE 1.:-.A r ". - .- :r,..p/V~ It.. 5,rIi!f... .. ",T l)doN't.tR"...)( .' A .... 

SUBJECT: <" ""tj 5 .fs·l;11" Initiative to Sa's". "I IdFruits me! Vegetables ~fo>' N 

DuriDg my Administration. _ have taken significant steps to strengthen our entire food 
safety system. including expmded reseaxch,ll<iucaliuD, and sun'eilli\lll;e activlUC5. We also have 
put into place ahmccd safety standards IClating panicularly to meat, poultry, and scatbQd . ~ 
pl'Olhll:TS. These measures axe ~ improving the safety of the DStion's food suppl:t-~ .... 

We aped = OIJ.-th~~ efforts, Jd today I ask you to do so by focusing oA' ; ;-
/~ and veg at? 2 . . b those imported from foreign countries. Last year, 38 :::;;s t-

.",' percent of the fruit and 12 percent of the veictables consumed by Ame:qcans came from --7 
1:'/ overseas. We must ensure that these fruits and vegetables arc produce4 under safety .systems ;-­

equivalent to those existing in the United S1ateS, lit the same time !hat we upgrade our own . 
dOID.eSlic standards. 

, 
As you know, T am introducing legislation in Congess that will h~lp aceomplish this 

task. This legislation will authorize the Food and Drug Administra.tion (FDA) to halt imports of 
ftuits, vegetables. or other food from lUI)' foreign counlry whose food safety systems 2Illd 
standards are not on par with those of the United States. This authority, 'which is equivalent to 
authority the USDA now has to hult the importation of meat and poultry, will enable the FDA to .'. 
prevent the importation of potentially unsafe foreign produce. lD addition, I will provide the 

-

necessary funds in my Fiscal Y car 1999 budget to enable the fDA to expand dramatically its . '.:'~ -
International inspection force. With this greally 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 foreign countries. . " • 

At the same time, I ditect 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 accelerate: whatever food safety research is ncccssl1lY to support 

these actions. ec- ~ fi..-e 
First, I dircctthe SeCielmy of Health andHum:m Servielll,l . ' • as m 5 

Secretazy of Agriculture. to report baclc to me within 90 days with a plan on how to improve the 
use of existing and projected resollICCS to monitor ogrieulturul and IlllIllUfactuti practices 
abroad, assi~ fureign countries to improve those practices, anc1 prevent the importation of unsafe 
produce, including by detecting UllSafe food at the dock or border. I especially urge you to .... ~ .; 
consider the best ways to tmget inspection and tCll'tini n:sourtes 10wcIrd those areas where ~ 
problems are most likely to occ:m:. ~ 

SecoDd, I direct the Secretary of Health and Human Services, in consultation with. the ! . 
Secretary of Agriculture and in close cooperation with the agricultural community, to issue ~ 

. . within one year guidance on good agricultural practi~ and good manu13aurilf~. practices f:r 
. ~ih J tJ"j~ /...ld~J 6l't ~St o-R QJt &>10>\ £!r.e ... 'f;. ( pq~ . J 
~"e~. ! ft.t.( J;(t. 1-!>~veI'l ~ vcJ .fu -lat{? ->Jm'j /!o.f./.."'-. -k p'~k~ - , .... 
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fruits and vegetables. This guidance should Js& .t a 7 U ' ; j 
lIB' r J I take mto acc;oUllt diffen:nees ill both orops and IegioDlJl' and ~ a4dress 
potential food safety prOblems throughout th.:: food distribution and markctiD.g system. By 
providing the first-ever speeifie safety standards for fruits and vegetables, the guidance will 
improve the agricultlra1 and manufacturing practials of all those, foreign and domestic. seekinS 
to sell produce m the U.S. market. To ensuze that this ¥uidance bas the widest possible effect, I 
also direct the development of coordiDatcd outreach and educational activities. 

These steps, taken tpgetber and in coordination with the legislation I will send to 
Congress, will eIll!UIl: lo the fullesl ex.tenl possible the safely of fruits iIIld vegetables for all 
Americans. 1 will also direct the Adm;n;suator of the Environmental Protection Agency and the 
SCCIeWy of Labor to provide you with assistance in achieving this loal. 
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Within one year gui~ IlJIlooci qzigdlural pnelicca and 1004 mamdBcNtil1l practices for 
fruiIs and vq:dablca, Thill gaidllKc shu" :le4! ., F' F 51 L' \ 

.. 10 ,houIcl We IIIID _ iiiftittmIceI in boIh crops IIId rcgimIsl pro--ic!mg 
the fim-er specific safety IIWIanIs Cor fruil8 ADd vcplables, !be guidaDee Will' ve !he 
agricu1mral ad mmufilcturinal: practices "rail those, fozciSftIlll4 domestic, to ICll 
p!Ilduce hi the U,S, =arbt. 10 _ thIII this guidance hu the widest possible !feet, I also 
direct the clevelopment of coardiDaIe6 o\lllUCh and cdw:a'IicmaJ ICIivllies I'e thae 11_ 
Afety stllllduds, 

Thew '11IpS, 1111=. togelbec IIId in cocrdlM!lcm with the lealsla!illll I 
Cozrgress, Will C1IS'm to!hc1VJlest_tpossiblet!se aafety ,,(wI! and 
Americans. I will alm c!lreet the Aclm.i!listrator "ethe Eavil'olllllcnl3l Pm! 
SecnWy of LahOt to )IlOvide )'011 \>lith assislaDce in"hieviDg this ~a1, 
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Special Issue. 

Foodborne Disease Control: 
A Transnational Challenge 

F. JL KitenielD, Y. Moiarjemi, ad D. W. Betf.chu 
World Health OrpDizatiOD, Geneva, Swiuedand 

"Disease kllows IUJ lIoundarWs and 
btJ,ds,.., tJI'I! pOrolUl '" disetJu. "(I) 

In lfIe g10barlZed poIiIil:8l economy of ilia late 20lIl canlUry. Increasing ~ial. 
poUdc&l, and economic interdependence is oa:urrmg 8S e result of tilt rapid movement 
01 pegple. images. values. and financlellransactlont across national borders. Molher 
consequence at \he increase in 1lan6naUonaJ lrade. travel. allCl migration Is the greater 
risk of crOSSobOrder \I!Insmlssion of Infeaious diseases. As !be world hemme, more 
interoonnecl8d. di!1age8 spread more rapidly and aH!!C!ill'slx,. WI\!! more !han one 

. fflhll6ri peopli CfOSSIng inlemalional bordel8 every dey, and wItn the gIolJallZeUCn of 
food production. mlllufaolUrjng. and mallcsling. !tie risk of InIElClious disease 
tran5!'l~ion il graelSr. Economic globalization has aJso increasad lfIe cI or 
govemmenilli bUdge, auslSri c:on a 5 an 

• _ .merge~ new Inlectlous disaasee. as well as \!'Ie reemergence of old 
_8111I'1CSe!Ss:'.1I'dftiluSs represents 8 CIIICiaJ lransnalional policy !&sue. l'IIIae problems cannot be 

resollr8d by nalionaJ govammenlS alone: !hey requite lntemaUonal coopera~on. This 
eniefe analyzeS ilia role of fooclboma Cllsaase surveillance programs, nationally and 
Imemellonally, in the control at foodbome d'1S8SSeI. 

In the p.n ~o to three decadu, pllblic health 
authorities in indQltrialbeci _tries have been 
faced with aD iDczoeaaiAlllwaber gf food safety 
problelllll. In 1983, a JoiDt Foad imd ABrieulture 
Organizatiaa/Workt Health 0rpnizati0D ~ 
Committee on Fooc! Safet)' _eluded that illness 
due to contamiDated rood. wu perhep!l the Dlost 
widespread health problem in the contemporuy 
lVorld and an importaDt ca\119 of reduOlld 
economic productivity (2). ?tIm receM cIata from 
ilIdastria.l.i2ed co_tries iJldi_ diat annually 
up to flfrl> or i!lOtD Dt tlie iI01ii>1Atl.911 may have II 
foodboma di.ease. TIw aituation is eqwilly 
serious in developimc cotmlries, when infa.at 
diarrhea causes mAII,y i1IDee ... aDd. cle&the. III 
addition to known f'oodbollle disease', public 
health commUDltlea .,.. heiDI' cba1lea.ged by the 
eJtIergence of DeW or newly racogni.aed types Df 

foodbome Wae8888. often with .erioua and 
chrollie health CDDII8qWIJlcel. .Certaill popul4-

Address far ...... pondep_ AIu P .... IaP,b' ___ 
iAeludmc las D ........... ozuI-U ."d _ 

1 

tiona (e.g., pregnant women, W elderly. infa.nts 
and cbilclren, iwDtmocomprvmised persons.lUld 
the tmdernourillbed) are particlllerly vulnerable. 
In eCODOmic terma. (oodbol'lle ll1:Iesses am very 
costly for iIlduairy, health services. and soaety WI 
II whole. 

MaDy (acton hove contributed to the 
iAereue m fooclbome disease. IndWitrializatioJ:l, 
leadiDg to increased wealth ud wbani:ratioD. 
has revolatiDDbeci the food supply system, 
raultiDr ill mue production uel an ezplolive 
iRmt...... in the aqmber "r food "mce 
establishments lllid food olltlets. Masa produc· 
lien, environmental tseton, ud inadequate 
mowleclge on the pan of food hudlers have 
conaibuted to illCRued CODtaminatiOn of 
primlll'1 foodstuffs. 

The _ ~~!itP8' jA intenurtional trade has 
i!I d the risk for era ar tran_jsaion 

• ectiOWl seues. The globalization of lood 
( trade, faellitated by the liberalization 
otworlAl trade, while offering 1IIUlY benefits and 
4i~*UI!Ol:' Kbo "o; .. OL: 7Bo risks (~). Food, a 
DII\Ior tra COllllll 'Y, I. U llIIporta.nt 
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vehiele for tr'anamjssiog or fDfectioU/i clileaaea. 
Because food pm1lCtion, _~, aDd 
markeCiDg are DOW globl1, iDfecdDIII "eAts caD 
be diasemillated froDI ~e orieiDa! point of 
proeesSlnc aDd parkaging to locations thoUBands 
or m.Iles away. '1'hia multiDatioDal approach to 
food production azul. distribution aDd the 
progressive opeoing up or world marlma han 
allOwed the iDr.enaatioDBl food trade to flourieh. 
The value orfood trade, u.s. 1266 billiDn in 1994, 
was more thAi 3b04lI graatertban it was 20 years 
ago and continues to II1"Ow npidly (4l. 

The globallution or foo4borDe diseuea allo 
ruults from illCl'llue4 travel. IDtemational 
travel i. mOle _lIible today. The World 
Tourism Organio.ation estUnate8 world touria1; 
anlval. at 561 million in 1995, and this figure ;a 
ezp8eted to rUe to 660 million by the year 2000. 
Over the past 200 years, rhe Ilvel'llle diltaDce 
travel~ IUId the speed ottravel hay. iIlc:reued by 
l,OOK while iIu:I1bation times ormicrooqaDislllS 
have flat cbaDpd. Aa 110 nHlWt, a p8lllO.D can be 
ezposed to 110 fooclbome Ulne .. in one eountry aDd 
elqlOM othe.. to the izlf'ection in a locadon 
thousands or miles &olD the origiDBIlIOuree oithe 
infection (5l. Depending on their deatiDllotiOD, 
travel ... are eltimaud to run a 209' to S09lo rilk 
of contracting a foodhanle iIlDess. 

As im.uutional crade aDd trayel mereas., 
fooclborDe diae ... outbreW of the 8IUDe ofiliA 
are more likely to 0= in clifi'emat plrtl of the 
globe. Food safet)' iD the late 20th ceDtul'y 
repreaent8 a tren SD8ticmal chall.qe requiriD, 
eDhaneed levels of international coop_tion in 
.ettine Btandards and regWatiOnl aDd iD 
strengtheuiag nrveilllDce ')'Items. Etractiva 
food safety programa, built on a clear under­
standiII&' of the epidemioloBf of foodbon!.e 
disease, m'llBt be developed IIIId implementecl. 
The globalUation oftbe wor:Id'._omyhas been 
w:eompanied by iDr.e1lH economic competition 
aDd iacreued preuQft oD govemmeo.ta to 
dowulse. PIlbUt: 8eetor' austerity b~ reduced 

.- .~ees8 "'wiD'n .... in "'E -~ (6). For 
_pIe, in Gnat Bricam. fIIlluretolUllilltain 
public healEh lahstruetUt'ell hu, lB the word!! of 
th.. Britilb Mediral AsaodatloD, renltecl ill 
"Britain retunrlJlg to the 19th c:enturyin tenDS 0( 
public health,";Eh problema.ucb as cfuotywaier, 
colIWIIiDlited food, tmd. old iuleQtioWl diHlI8e8 
reemMlinl" (7). FailiDc a revenlll or thia tnlld, 
publichelllthauthorideaandhultheenicelmay 

.' ba Oyerwhelmed in the lieu- I'utve by outbreaks 

.. 

or epiclemlc:s of roodbome diaeases. The 1991 
eJli4emic of cholera iD Peru and the 199& 
outbreak of ~hmchifj coli 0157 iI:I Japan 
demonstnie how one single foodbol'lle disease 
epidamic ar: outbreak may disrupt the f'tmc:tlon. 
i/2£ ~f a healtb-can .yat.em, 

EpiUllii6LOPi! silfVi!illance of foodbome 
il1IIeas is fundsmental to the pJaDmng of food 
safety progr8DII aDd the development of B 

8tl'atagy for prevention and control There are 
di&rent Plethodi of sW'Veillanee: deatb registra­
tions aAd ho.pitlll diacharges; diaeue notlflca­
tIoaj IIlboratozy<onftrmed casesj sentinel sur­
veillan£e; surveillance ofinvest!pted outbreaks; 
population-ba.sed l1llV8illanQl; and ease_ntrol 
studies 0' sporadic cases (8). Thia article 
examine' the role of loodborne disease IUTVeil­
lance plO&'I'ams, nationally and internationally, 
in the control and JI%8"eDtion of foodbol'lle 
diseaae. 

FoocIbomt Disease Awareness of Public 
Health Authorities 

Data OD tile !Deidenee offoodbarne iIlnesees 
coUected tbrO\lih I1OrUicatiol19,laboratOl)' CODfir.. 
mat'lons, and _tiDe1 or populatian-baaecl 
studies can provide a measure of the macnitude 
IIf'Ihe foodbol'lltl dfaaue problema, their economic 
coll8llq~,lUIcloverth.y.an, an indication ot 
the trod. Although 8avera! weaknesses are 
_ocilted ..nth the collection of suc:h data­
puticulady those collected through notification 
aDd laboratory coDBnnationli (since they repro­
_, DlIl7 the tip of the iceberg)-they can 
lIeverthele •• be lIIeful iD raiaing the awareness of 
public hNlth authoritiea about the imponanee oi 
food satet)'o 

Slll"Iellluace data collected in aome industri­
aliud countri. conS.rm that foodborne diseases 
colllllilllto one of tlIe lIIII.t widelpnlsd. health 
ptOblema IDd that they have ~creased over the 
1B1t two or three decades (Fipru 14). Part of 
the men... may be attn'butable to rec:ent 
Improvements in infonnatioll reponing lAd 
colleetion S)'llteDI8, Improved diagnaaes, or 
greater pubUcity IDd concern about food saletyin 
PDwal. However. a ruI iDcreaae of foodhorne 
dilellM iAGideAce is Dot disputed. First, the 
iDcre ... hu beelliteady aDd _ot be ezplained 
by a _time iznprovllllent In the 8\U'Veillslace 
8yatem. Second, iza."..". have beeD OD8erved in 
difrerellt COUDtziea, including \hose with no 
improvement in repori:lll.c lind SurveiUlLDo:e 
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Figure S.1AcUI8DC8 afaahnOJlelloaia in the UDited 
States, J apaA, uul AuacnIlia. 
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JIrOII'IIIII8. The pneral incnue, 811 demonabated 
by the reauha of surveillance elata, has led DIan), 
pubUe health .uthoritie. to cake siriDgent 
ncWU027 ad educatioual meaB\UeS to improve 
food Qt)', with BOmesuccesafill rerults (9). For 
iDStlwe, m the UIIitecl States, active 8u:rveil· 
laIule of'foadbome liateriosia Me led t4 COIIGllrtod 
efI'orta by industry and goVmIoDI8Dt t4 preveDt 
the disease. As a coaaaqll8DC8, the Dumber of 
casco IIDd deaths baa decreaeed by 44'l1> 1114 48'11>, 
respectively (10). 

Public health lIutboriti .. IDWit be aware of 
the lllalllitude IlIcl trelld of foodbonIB illneaa so 
that lIeceJ111l1lY nIIlDlIJ'CBS caD be lIIobiliud to 
improve food nfety programs. Laek of reliable 
lpiclemiologie data i.b IDILIIY parta Dfthe world has 
impeded the recDglLition of the publie health 
illlpart.aDce of food safety IIDd coDSequentl)' the 
emphaaia on food safety programs. 

Early Detection Of Foodborne Disease 
Outbreaks 

SurveilbmC8 of foodDorDa diseues plays III 
imponaDtrole ill r.be elllY deteclioll offoodbome 
diseue outbreaks IIDd their control Early 
ideati1ication of the BIIUJ'C8 of the out.b:oak is 
becoming mcnasill&ly importan,t as cowatries 
111_ IOwuds 1Dd1lltrializaticm. Increased 1D1UI8 
prodllCtiOll meBDS outbreaks can d!.1IIIi8 frozn 
beq IIIIBll and conbad to a family t4 lazp • 
dtctjnp; hUDllredB OJ' eveD thaWULDU of people 
<Table). . 

Rapid illvastigation of foodbome cUsus8 
ODtbreaks is crucial to preveDt dIeJIl frozn taking 
Dn IllUsive proportiODl. In Ihe 1993 French 
oatbnak of'1isteriosil due to potted minced pork 
(1ft'actIDc 39 peraeDS and causing eight mi8C8J'­
riagee IIIlIi ODe death), pubUc health authoridea 
!meed Ita source within 1 "'eek and thus 
pnveuted the outbreak from Iprvadinp; by 

Ullilild Staru Selmonelloaia 
Uaitlld Slaw SalzIIDlleDOIw 224,000 
CbiDa BepautisA >310.000 
Gumany SalID_l1oais 1,000 
AaotraIia N-.Ik·lille >3.050 

Ullilild Stale/! 1992-93 
&geIlC 

E. cali 0167 >500 
illtectiDA 

Japan 1898 E. coli 0157 >8,000 
illf'ectiOD 
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rellloving die illlplicazecI food Jll"fldllCt f'rDIu the 
market aAII. iDtolmilll tha SZ'OUp at risk about its 
UDlIafe _tura (11). :r.. aD DQtbreak orllo~ in 
the Uaited Kmgdom tnceQ to hazelllaC yogurt, 
the source was identified within S days. BDd the 
FOCIu~ was witbdrawu fmn the market (12). 

Becauae of global food diatributiall &ad 
war\dwide traYel, an iutematiDllal ucbaDge of 
i:afonutiaD. Oil f'oodbOl'lle disease il:acld_ cd 
outbnaks aDd the foods iAvo1vecl " e.ztremely 
important to idemi11 iArematiolllll clllltera 
origiJlatillg hill a commeD so_. For iAetaA .... 
Salm-Net, a DetwOZ'k tor Ehe intematialllll 
surveillance orhWllllll se1mOlleilosis. hal demoD.­
strated the value of such 8.D illteracti\'e 
iDterDatiDllal COll.boJ'atiOD. Individual COWltries 
with apparently isolated outbnab CAD read their 
~tion iDto the netwvrk and ascertain 
whether the outbreak is cDDfiDed to their colU1tly 
01" is af wider interuatioDBl impoftal!.ce. The 
identification aDd inve.atigation of several 
international outbreab have been simplified by 
the Salm-Nat network (13). 

Food, the Transmiasion of Dhseases, and 
the ldentlfloatlon of Assoclatecli Alak 
Faoto,. 

Informa.tioll collected tbmugh iAvutigactoll 
of foodbome dje. ee outbrub or eene CIIIntrvl 
studies of apanutie _ provide. a batter 
WIII81'81Qding Dr the role of food m the 
tr8l11misllioD. of _w:licabl. diu.... aDd ill 
me ideD1ification or ril" iaeton leed!n, ~ 
diaeue. Epidemiolocic data from roodbome 
diaease slKVl!i1l_ CRIl provide public health 
authoritieJI~impartaDtiDf'anlUltionahoutthe 
types offood imp1i.cated in outJ)reabj populatiOQl 
at riak; pnacticu that lead to coutem!netion. 
IfOWI:h, &lid .urvival offoo4borne padl.o.eu; ed 
placea _hare (oocla are ofteD mj.bendlecL Such 
data an _da1 for designlnr etfective 
iDtervention programs. Such programs ill 
indllBtrialiaed countries, for _pie. have 
demolllStrated W madve1y greacer prevalence 
ucliDcidellCl of'fooAoru dis ..... of microbial 
arigioa ... ertboM of'chemlcal Dricln azulthe role of 
food handler. ill the traJlenrietion of'di8eu ... ; 
they have idaDti1ied campylobllctarioail IlAd 
.alll'oaelJoIia (particwarly iDfectiona caWJed by 
SalnatnWl4 ~) aa the leading foodborne 
dilleuee. The amervence of other di ........ uch 
as inf'ectiou due to E. eoU 0157 &Ad Ltn.riG 
IIIOIIOCytosl-t\;en ~ aerioua sequelae-

4 

has been pinpointed as B lDlIior pnblic health 
problem. These .urvail1ance progrBJD8 have also 
alerted pllhUe health antborities to the fDOd. 
mon often implicated IDd the major risk factors 
in food )IlIIparatioD. 

Because of the lack of epidemiologic data. the 
role of food i.D. the tz'!IDmi.tio.D of diseases has 
been poorly acbowleclged, palticularly in 
davel.piag countries. Dianbeal dise_ in 
irIf&ats and childnm and diseases such as 
ahlgeDosis and cholera have been perceived as 
being water-home tor many year1I. For blstance, 
.atr the cholwe epide=ic in Peru (where 
epidemiologic: iIIvesap.dolll implicacad. RJIIODr 
other foods. aeefbocl, NJd. an embarp WRB placed 
on trade In toodstWfs), the role that food plays in 
the tl'aD8.llli8pioD ufthe dileue begaa. to be fblly 
recognised. 

Increl!S8d trade in food. iDteruadollal tnvel 
I\IId _aCioD, &ad eccl!.Cac IUId uchnologic 
development han chazlged. d1eta:y habits. New 
foods, food preparatiDIL!l. and dietary habit. are 
imrodllClld into different I'lljiODS. 8.Dd as a 
~. foodbome diseases are emergillgor 
reemerJiDi. Dietli)' habits are also chlUl~ as a 
rHwt of Dulrit\alllll rec:ommelU!&tiom IUId 
camptipa 01' IZIa.Y be i.D.1IuaZlCBd. by food. policy. 
pnaductlOQ 1)'ItemI. or envlrolUllelltal cbqpe 
that lead to ill_d Bcce8I to ce~ foods. 
111 ... changes in dietary habits iIIfluenCB the 
epidemioiocy of toodbome iJlneaSe8 8.Dd contrib­
DIe to the emergence oftoodbome diseases. In the 
Uatted Sates. public information c&mpmps 
pIOIDote UL !.II_eel colllWZlptlon of fruits 8.Dd 
veptab\ea. To meet the increaaed demand, these 
prodacca have to be imported G.D a seasonal basis. 
At certain times oftheyesr. more than 75'lb of the 
flub &aite 8.Dd veeetablea available ill arocery 
stores ilia I'II8taW'l\llU II1'II imported (14). 
EpldeJllioloJic data have SDowu that, partly as a 
coll8eqU.DC8 of the iDcreu.d call.lumpci.oD of 
&uita and vegetables. the proportion offoodbome 
dilease outbreaks has doubled (15). 

DIta aollected through foodborne di.ease 
8\IlVeillBllce prognmiI permit the monitorillg of 
changes ill the epidemiolo&Y of foodl>ome 
diMas .. ULd the icleDtUIe.atioD. of IIIW pathogeDB 
aDd n..., dietary or food preparation habits that 
may preleD.t a health risk.. The data C8!I also 
determine if aistIDg progrlLlDll need to be 
reaqjQ8tad to IIDIIUN mat the fDOd .atety program 
it &IHquate and relevant. 

Amethad used in recent yearno complement 
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epidsmiololic data III id'D~ riJky JDUti­
IIZId behavior is dle B.uar4 /uIalysis and Critical 
Control PailLts aystem (HACCP). Application of 
HAcep to food prepuaaol1 permits the 
jdentjficaU01I.ofJllU'icathatm.,ybapotentillly 
bQa:dous &lid D_ to be modified or tIaaH that 
are, aritical for eJI81IdnI tIM &ate!:)' of foocla and 
reqllire Iped4c JIIOJIitorizla. Bow_. the Snt 
pri,Ddple of BACCP-to CODdw:t • huard 
~f'orepideDliolagicclataonfoadbonle 
elisea ..... , 8.8 the ~ ULvolvea an appraiaal of 
the pouibllity ofhuerda sad the severity ofdleir 
eif'ecta; the qualitative and QIIazatUative evalua­
tion of the preseBcII of huatda; the aumYlllIUld 
multiplication of micn.cng_nj.me of COIII:IInI; the 
pntdu.ctian or persistence oftozina. chemicpls, or 
physical agents ill tooda; SlId, conditiOlllllaadiDg 
to the above. ; .. 

As d~ ill the decisioD tree for 
buard ~ (Ficue IS) (16), II_a to 
wormatitm would be diflicu1t wif.Iiout epidemi()o 
logic 8\1t9eillllDCllii of foodhonle disesaea. Simi· 

_ ........... 
,.1. 

, 

. . . 
;, 

Vol, 3, No.4. OdaIIor-Dc"u"", 1!1117 

-. ..-_ .. 
-, :::t" 

-1-1--... ,--.. 

lady, epidemiologic data are also needed to 
develop sampliug pl8llB offood, as delDODlll'ated 
in the deci8ioza tree for ,u,tul4 monocyrogellU. 
all/:llpUDg plqa offooda (Fipn 6) (17). 

1.1'''''111111111.,10",. _.,Sa, p&.ft, .flo ••• ,_ .... -._--, 
...... HACCP ...... .,.p·He 

.... """--:/;0' ---:!'~'~' -"'I - ... -, 1-
m ................. " ... 

ena ...... ·tt.,.._" ... . ,. t-
_a __ 

I=-~-::I _11.,-
_-~1_ ._., . 

U " 11_ -If 11_ 
.-'''.-'' c. II .... ' .......... ~ 

• 

-­.. ilL ._., 
oj 11_ - ............ .,,,11), 

~- +-
1 ... _zL. I _._-.- t 

.. 

....... --............. - ......... 

-
~_.~ ...... -.. ............ a •• ..... , ........... _..... -.. .-....-

Figure 6. Lilrario rtIIJMejfopw, sampling plllAll 
offooda that cUd IIGt receive IIA in-packlistericidal 
treatmeDt (17). 

Planning and Evaluating Ihe Effectiveness 
of Food SetaIV Program. 

TIIII collecrioll of epJdemiologic data ill 
imporl;aDc III p1a nn iDg iII\ergeDQons sad Betting 
priorittea. Colllltries with scarce reeoun:es, 
facing an abundaDt Dumber offoodbome diIeues 
and food safety prvblema, Deed to prioridze food 
aafety i.lU88. !pUlemIolopo data provide a basis 
foridmtffJ!Drfoodbome diaeaaet. groups at riIIk, 
or evell priorii)' paints in the food chain. 

EvaluatiDgthe dectiYlllltSS andimpac:t of an 
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iDtsrvRticm it u importlll1t e1emeDt of ID1 plan. 
Data collected thIwP dUeaae DOti&ation or 
-tmel atudi... permit an evaluatioa of die 
effeetivenlW ofintervutiDlI8 and their impact aD 
health, uci ilIl8CllU8I'7, the acijastmeDt of a 
prognuD to improYe ita efficacy IIl1d flI1pact. Dab. 
aD the riaiD.g illridence of feoclbome ilIDesaes in 
l118D.y coUDtna demOll5tnte ~ praeE 
pre9CDtilln stnteglee, maiDIy bued on ncu1a. 
tory measures, an iDadequa!e and tmpbaaial 
thelleeG Cor additiowJII8IIJ1Zr8II (e.I., edditioll&l. 
re,WatDryiAitigtivesandhealtheducationabaut 
food safety). 

RIsk Ass.ument and International Food 
Standards 

TIle lIIovemelU of eyer-illCreuiDC quaDtitiel 
of food acrou bord.. baa 1'88\1lr.ed ill a 
tranmationalilaticm of ctisep"e risk (18). The.".. 
fore; the giobalizatioll of food trade 8IICi the opeD 
lICC4SlCofozeiplllal'lulteaeedtobeaccompaDiecl 
by effective meaDS of hea1d1 protection fill' 
populatioZll. In the food sector, iDtematioDal 
regulato!y i_IllS aeed to be iD.tepated 
with st:reqtbeDed ~ aud moaitolillg. 

M a reid ot the UNgWlY :RoUDd of 
Muldlateral 'l'nde NeptiatioDa UI4 the In· 
creued liheralintion of tmde Cacilitated by thia 
agreeme:a.c, _cam about the weE)' of imp'rted 
food has growa. Ho,.,.yer, proviaiOIll ill the 
Agnemeat 011 die Applicaticm of SWier)' aDd 
Pbywanituy Maaeure., -!lich aDwed Into 
force with the ~!j"'meDt ofw World 'l'rad.e 
OrganizationanJlIl1uuy 1 1995. IU1I designed. to 
addless th_ CIIIRcems: ~ to the _ric of 
tbe Coda. AlimODtarlus Cnmmjsgicm, ill! stan· 

" dardl. IUfdelines, uci ~mmODd.t:ioD8, IU'e 

recopul8d .. the nrl'wanoe (or Il8t:ioDal food 
safety requlremaD.a, CollAtriu that are lIlem· 
bus of the World Trade OrganizatiOD may no 
longer be able to ~ect foodll dlat meet Codes. 
stuadardll, guiele!;n.... and ~meDdatioll9 
without previdlDr j1utifieatioll. 

Moreover. lb. bII:reaucl YOlume oftb. global 
food tnIde ~ \he neecl Cor lOund 

,,' epid~lO&ic inIlu1na!IOIllIDd in1:emational rIBk 
aalelSlllOllE. In tbia need, Anide 15 of the 
SaNtaJY IUId Ph,ytoaanituy Meuures ~ 
IlleDt ezplicitly reqaina World Trade OrgllZliJa. 
tioD lIl.mllen Co -a~.ciaa1:iBc aad eoQliIC8llt 
risk .... _u. FunhmDore, the Warld. 
H.alEb OlpIIiutiOIl hAl _ended that the 
applicazioll of lbe HACCP .yatam at every ltage 

of the food c:baiD repnaellta lUIef!'ective approach 
for govet1llD8llta to llleet the terms outlined in the 
agreement (19), 

Al:lDthet' uaue receiviDI mora attelltioll from 
regWatoJy &geades aDd Wlderlined during the 
Food 811dAgricultme Organ;,atinDIW orldHealth 
Orgaaizatillll Ccm!erence 011 Food Studa:ds. 
Chemicals ia Food, IZId Food Tracie (1991), is the 
,cielltific basis of the . Codal: standarc!s. The 
Con!areIlOB reeommBllded £bat the Cadez, in its 
1l00000oJetlU1g work OD health and sarely, place 
greater empbuis en risk asHs_nt (20). 
~iclmnioIogic data l1li fooclbome rliIease8 bave 
III lmporiaDt role in rielr. asaessment. ODe 
aamp1e Is a.aeel'ing the riB of COIltnc:tiDg 
1iateriDsis aasoriatecl with difr.rcl IlVels of 
!MurltJ trlDMt:ytogenu in smoked fish and meat 
products (11). HoweYOl', the need for risk 
aaaeaalll8llt II¥1Im-b r -' has 

-' ~'I pm ledge aboutfoodbome 
pa YIiild tlieir relation to human illness 
(31-23). To a.Wres. the nat.iOJWitnulsnationel 
riake caused by foodbome diseases, this gap lIlust 
be1WTOwed.. 

Rllt AlllUSmenl ApprOich 
!t1sk usesamBllt i8 delined as a scientifically 

baaed prgceae that baa the following steps: 1) 
Hulll"d Ic1entiacatio.a-Tbe identification of 
biolosic, chemical.1ZId phyalcal agaDts present in 
a pvticular food or group off'00ci8 that can cause 
illness. 2) Hull'd cbaractarUation-The qualita. 
tive or quaDtitedve evaluatiDD of the nature of 
the ilIDess associated with biologic, chemical, md 
ph,yaical agents that lIlay be preseDt in food. For 
chemical agents, a dose-respanse assessment 
ahavlcl be perlormed. For biologic or physical 
IIC8lStI, a doae-n&pollBe as.uament should be 
perl'otmed if the data are obtainable. 3) Ezposure 
_&mOD_The qualitative or qwmtitative 
evaluation of the likely intah of biologic. 
che.miw, and pbyarical QeII.tB in food as well as 
exposures from other lICI_. 4) Risk clwaeter· 
batio_The qllAlitativ, or qUIlltita,tI". esti.llla· 
ticm,lndutllD, ~cutaillt:ia., oftl&e probability of 
aDd severity of known or potential illness in e 
gWau. popuiatiDn aD the basis of hasud 
icleatifieation, hazard cblll'llCterization, aDd 
~81aO as_SIIIeD'-

In IIIUIJ _, d,ta are not available to 

sUPP'rt a queDtitative riiIi "essm8n'J!Jt0lOgie 
J:.iWQdI. w. dlac:1iiii Ran the £YPi!s of eJ!lPa 
1haoiiilke quantitative risk aseee_9Dt difticult 
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for pathagellic orpnjpm. usild.ted with food 
and the role ofepidemiolopc sUrveinuce. 

H8ard IlIeIIIificaUOII 
Because 01117 _ toodllome diaue OQt­

breaks are adequately Investigated 8Zld have the 
elioloslc ageDt.I ideZlci1ied, meny (oodboma 
patbogep.ll femam unidelltified. Moat of die 
aviiili1iIo ,pideliiiOlo~ dA~ are fumisbed by 
industrialized coUllQies. while the eituatloll in 
develllpiDg collZltri811 II largely UDbowa. The 
epidamialogic daub .. e must be dtended to 
include iIIformatiOll tram deve10piQg colllltrieS. 
However. iZlvutigatioD aU aurveillllDce I)'ltems 
in developiDg CIlUllcnU II8eII. to be atnlqthened 
before the databue GU. apanli. 

HaIrd CIIaJIIc:l8ltzadan 
For DIU1 toodbarne pathopDl. doae-re­

spana, data 11'8 limited or lI.O~nt. Informa. 
tiOtl VA whidi acl. rUprnIIIe estimate.a CIA be 
hued is dif5cult to obtain and IMY be luacumte 
t'" variOIll 1'U8oIIII: boat Ialceptibillty to 
pathOPDlIa hIgbIy variable, at\:aek 1"Ste8 frolll a 
speeific patbapa maYVII)'widely. virulence ota 
pathogeDic Speciel ia highlyvariable, pathopDic:­
it)' ia a\llUect co pll8ti.c variation HI~ hm 
freqQ80t lIIucation. IIIItIIg1miam hili other 
bac:terill in foacis or me digestive .yetem may 
in1IueACI pathopllicity. and f"ooda may lIIodlllate 
the ability ofba.:teria CO iIIfeet or. othe"",e affecc 
the hOBt. 

Expoaur. "·· ... rnent 
AAupOllurUlIIIUI_twIDgive BDeatimate 

. of either the 1l11111ber of pathogenil: OJpnj'lIII or 
the level of\:oliDa colla1l1Deli q food. Although the 
\evels of CbellliWllpnta ill Cood ID&Ycbuge only 
aliJhtly dWl to ~ tb8 POPWadoll of 
bacterial ageDW is IiyIlamk AIId may baereaM or 
d.creue drIImaIiClllly. ChIlDll8l ill pop1llati ..... of 
bacteria are effected by compIn mtel8cCiOlll of 

". tb.e.e flIctora: ~ of m. hactmal patbDpn; 
PJOCeuizIB. paolras!DC, ADd stGriDg at foodj 
preparatiazl ateps, such as _kiIIg, wbich may 
in.a.ctivate bactl!rial q81)tai IDd cIIl=-1laccan 
I'Illa_ to COD.Iwnen. . 

III addition, far some at eha lIIIerPaI 
foodbonae pathDgen.s. w _ orezpoaun ue 
Rill Dot fIIIJy IUIderatoaIl ID!ormatiozl all 
foodbal'll8 dile .. e outbreIIU provides 411 oppor-

-' tlmity to 1eaJ1l about the t:ypes of (GIlda that may 
h~ the pathopn. 

RIIk Chanar:l8rillMlon 
. CbaraeteNiDg che risk asaociatecl with 

bioIaaic pathogeD.I clepezuia on iDlarmaJ;iaa 
pIzaecI. in tba prevlO\I8 steps. Risk cbaracteri%a­
tiDil will reawt fD • qualitative or qWlDf:itative 
eetlmate oftha potelltial for advene etreets from 
a parlic1llar pathogu an a apecific population. 
Whether a quantitative risk asseBSllllIDt ap­
proach ia possible BDd appropriate for character­
izaliol!. of rUb aalDCiated wich foocIbal1le 
pathogeJ18 ill not bOWD. Thus. the qualitative 
approach to characteri&ing risk may be the only 
alternative. 

'1 

IntemationaJ Travel 
Intenaational travel and llligration are 

colltribut.1ng factom iQ the spread of foodbarDe dise_. in some coUlltrie •. For mate.Dce, 80'10 to 
90" of the ineideQC8 of salmonellosis in 
ScAnrtiD8:ri1Ul countriea Is attributed to 
iDtenaational travel. SuneilJance of travel­
rellltld toacibor1l8 cliaeuea provides a mec:haniam 
for appreciatiJIg the relative prevalence of 
faodborue diseasea ill varioua _tries. It alao 
pro.;d.. a basia for warming physicians BAd 
health services about UIlfamiliar diseases 
CIDJItracted by tnlveJere retlllDiDg froID disWlt 
places. In thiJ way. advice an precautionary 
meealVel CUI also be glvea to travelers. The only 
faodbame dlaeue DOW covered by the Intema­
tiODal Health Rellllatloaa is cholua, which is 
reported to the World Health Orpnization. sm.ce 
the purpose otthete regulatioDi ia co help praYide 
mazimlllll security arainst the intcmatiolUll 
Ip.read of diaeaH' with a millimlllll of 
iIlterfele1lCB with world treIIic (i.e., trade aDd 
travel) (24), it is timel1 to collsider ..,hether the 
replatioll8 .bould cover addidoual foodbotue 
.u-es. 
ConclUillon 

'lbe K1oba111aUOD atthe rub uaociate4 with 
foodbome illIleal. speeifica!1y iDc:re ... ed iIlteraa­
&11&1 travel and tnlde iu (ood. Au reswteci ill 
peater i.ntenIependence iZI ~I of food 88fet)'. 
Theref_. iIltematioully agned upaa 1bad 
.atety ,tandards &Ad other t)'JIe8 of agreements 
are becominr lDt:reaeilleIY important ill IIddress­
iDe the call1pla tnIlaDational challmge of 
foacIbome diu .... _trot Epidemio1~ date. 
provide II GOJDIDOD POUD4 for reachiug intenla­
ti.DBI 00l1lilili8\iii on foad .alety is8U8ll. 

M Mama Potter bu Nici, "!f 01111 reCIl __ 
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.'" comment 4. 

lEI comment 2. 

.e commentS. 

,e oorr!lMnl 6. 

In addi~loft, we ~el1.v. ~.t tho COhqreBa .ftOU14 consider tka 
t8 •• 1bl11~y D~ re~1r1ftq th.~ .11 rOOd eli91b16 for iapart ~D the 
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Proposals For Budget Offset Mechanisms 

Option 1. Beprpsmmmjni Wjthin 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. BudKet Amendment for EY 1998 

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

Option 3. Rudie' SUpplement for FY 1997 

• 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 

Propolal for Fresh Fruit & Vegetable HACCP 

• The FDA proposal will require the development of new regulations- 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. 

Authority" Current RuJemakiow Proces' 

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 lOa food import inspectors. 
These inspectors would visitfmspect foreign food plants. 

• FDA currently has about five inspectors making foreign inspections. 

Authority; Ibis proppsal would Ie. autborlzina leiWatiPD. Cuqently fQreiw food 
manufacturea allow FDA to inspect their operations only on a voluntary basis. 

Food Saf.ty Initiative 
FDA Propoaal for R8Iourc81 

FY 1998 FY 1999 . TOTAL 

TOTAL, Inspeetlona 15.7 12.3 28 
& Reaearch 

FTEa 126 98 222 
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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. 
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A Record ofImproving 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. 
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September 3D, 1997 

MEMORANDUM FOR ELENA KAGAN 

FROM: Peter Scher 

SUBJECT: Food Safety Initiative 

~I rVO -

~ vu J 'tu kI;:, 
~ ........ i I-:! ~~ 

As you know, USTR cleared on the draft legislative proposal that would give FDA additional 
authorities. However, we have received draft copies ofQ&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 thai some statements ip 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: 

O&A on the Safety of Imported Food, September 29. 1997 

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 offood 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." 

Talkjng Points on Initiative to Epsure the Safety ofImported Frujts and Vegetables 

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 
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authority over fruits, vegetables and other food products, to ensure that all food consumed in the 
U.S. meets the same high standards. 

Fourth bullet: "1bird, 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 

,e' request will enable the FDA to deploy inspectors, when appropriate, in foreign countries which 
export fruits and vegetables to the U.S. 

,," 

." 

Food Safety Q&A 

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

A. A vaiJable FDA data do not indicate a greater risk of food borne 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 requirements~ 

,; 
, 

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

Country of Origjn Labeling 

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 discUss this issue. 

o 
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Jerold R. Mande 

09/30/97 04:36:09 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP 

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

u.w p"1l - Cvt.,J ~~_ 
tv...t;1, t~ 

Here is what I'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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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 specifically 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 says 

By Richard Cowan, Bridge News 
Knight-Ridder/Tribune Business News 

~ 002/002 

washington--Sep 29--The n administration is likely to soon unveil proposals 
for new ~ederal controls on imported fruits and vegetable , the white House said today, 
The move would be in response to rl.Sl.nq food safety concerns with imported foods and "'!f L 
well-publicized outbreaks of illnesses linked to foreign-grown fruits and vegetables. ~~ 

"Later this week we'll have some things to say" about &ew regulations Jon impo:r,:ted 
ftyjts and vegetables, as well as the handling of domestic products, White House Press 
Secretary Michael McCurry said today. 

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: news@bridge.com 
This story is part of the Bridge News 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 or call 1 (SOO) 927-2734. 

Distributed by Knight-Ridder/Tribune Business News. 

KFviaNewsEDGE 
Copyright (c) 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. 1.6Q 
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 ofSO-IOO 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 statTview -- start in FY99 with 
some number of countries, growing over two years to 50-55 countries ,J. '1 ? 
(1/3 of the 160 total instead of the ~ that FDA proposes). 

3. CostIFTE -- FDA fully-loaded the costs to 110,000, based on a FY99 
estimate of salaries and benefits of74K1person, 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' staffare 
clerical (they estimated 10%!), so we have reduced the per-FTE costs for 
support stafffrom 100,000 per to 90,000 per. 

4. ProfessionaVSupport ratio: FDA said they used general niles 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. 



ID: SEP 30'97 8:59 No.002 P.03 

5. Total proposals: 
FDA Alternative 

1. FTE 
Professional 120 86 
Support 86 58 

total 206 144 

2. $ 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 S18 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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Record Type: Record 

To: Elena Kagan/OPO/EOP 

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

FYI from USTR. 

v. 
---------------------- Forwarded by Victoria RaddfWHO/EOP on 09/30/97 11 :44 AM ---------------------------

~ jziegler @ ustr.gov 
.~ 09/30/97 10:52:00 AM 

Record Type: Record 

To: victoria radd 

cc: 
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 a reements (UR or Nafta) but is driven b consumer demand; and while that 
growth has een substantial since 1 993 (53%) this is a systems and resources issue 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--Iong 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 
Agriculture 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 hi her re . 

96 than they woul 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 Mi:lxico, 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 
bilITon in 1996, up 53 percent from the $1.93 billion imported In 1993 (the year 
before NAFTA began). 

Page 1] 
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The Honorable William Jefferson Clinton 
1600 Pennsylvania Ave., N.W. 
Washington, DC 20500 

Dear Mr. President: 

,> We urge you to give serious consideration to remedying the inadequate fo~afu1yM5:3I.S 
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, NAFT A limited border inspections of food and 

allowed Mexican trucks to enter the U.S. with limited inSpection. 

These lax inspection practices contributed to II 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 impons 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 NAFT A have resulted in imports of fruits and vegetables 
,> contanlinated 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 NAFT A 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 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 -- with their country of origin. 

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

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

Dear Mr. President: 

September 23, 1997 

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

While we support free trade, we are hesitant to support fast track legislation in light ofthe 
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 ofNAFT A. 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. 

Sincerely, 

E. 
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The Honorable Bill Clinton -- Page 2 

Carrie Meek, M.C. 

llum, M.C. Michael Bilirakis, M.C. 

," 

Porter Goss, M.C. 

- .:: ~ . '1<. ~ -~ .. 
T4f~".;C. 

Mark Foley, M.C. Hastings, 

," 

~~u 
~eut8ch, M.C. John iea, M.C. 

Charles canady, 

~£i:h 
F. Allen Boyd, Jr., M.f. we,x~.er, M. C . 

-
av~~weldon. M.C. 
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I. PURPOSE 

THE WHITE HOUSE 

WASHINGTON 

October I, 1997 

FOOD SAFETY EVENT 

DATE: 
LOCATION: 
BRIEFING TIME: 
EVENT TIME: 
FROM: 

October 2, 1997 
Oval Office 
10:30 am - 11:00 am 
11:10 am - 11:30 am 
Bruce Reed 

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

II. 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 fiuits 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 ofHHS 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 -- induding a new early waming 
system to detect outbreaks offood borne illness as quickly as possible and enhanced safety 
standards for meat, poultry, and seafood products. 

Ill. 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 

IV. PRESS PLAN 

Pool Press. 

V. 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. 

VI. REMARKS 

Remarks provided by June Shih in Speechwriting. 
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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 ofImproving Food Safety. The President's announcement builds on a strong record 
offood 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 ofImported Fruits and Vegetables 
October 2, 1997 

Q: What is the President proposing? 

A: 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. 

Q: Why is the President proposing these actions? 

A: 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. 
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We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, and our nation's health experts tell us we will live longer, better quality lives 
as 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 
foodbome 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. 

Q: 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? 

A: 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. 

Q: Why has the Administration waited until 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?] 

A: 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 foodbome illnesses from these 
food products. 

Q: 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? 

A: 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. 

Q: 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? 



A: 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. 

Q. 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? 

A. 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. If we did, we 
would not and could not object. 

Q: Are you saying that imported produce is unsafe? 

A: 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. 

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

A: 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. 

Q: Aren't these guidelines only voluntary? If so, what effect will they have? 

A: 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. 

Q: Will foreign countries have to comply with Good Agricultural and manufacturing 
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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 I took office five years ago, I 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. Our 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 froom 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. 


