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rOMMENTS OF THE FOOD AND DRUG ADMINISTRATION ON THE GENERM. 
A 2 S I ^ G OmCE DRAFT REPORT ENTITLED. FOOP S M;Fn-F̂ ^̂ ^̂ ^̂ ^ 
Pnn.rpsafety nfTmrnrr-'̂ "̂"̂ ^ mronsistfrn AndUnreliableGAO/RCED-98-IO. 

Thank you for the opportunity to review the subject draft report̂  In general we agree with t̂^̂  
renort as the report raises a number of issues that need to be addressed, both by the Food and 
SC^kdn^strLn (FDA or Agency) and by the Congress. It is our hope that the repon will 
pro'de redded impetus for resolving the issues it identifies. We strongly disagree, however, 
with the "Results in Brief characterization of FDA's Workplan. 

SoecificaUy the draft report has misinterpreted the purpose and function of FDA's Workplan. 
m W o S ^ i s developed amiually by Center Directors, the Office of Regional Operations and 
the Office of financial Management. The plan reflects the allocation of field resources-based on a 
given year's established priorities. This tool is a guide for management m utilizing the field 
fe^ourL consistent with the estabUshed annual priorities. The Workplan is an implemenung 
S r ^ n t for FDA's Program Management System (PMS) which incorporates all the Agency s 
activities into discrete mutually exclusive programs, establishes their respective pnonties. assigns 
Se^ml^fof^^^^^^ (eg! wharf examinations, sample coUections. and analyse W ^ ^ ^ ^ ^ 
and aUocates resources accordingly. The Workplan does not attempt to plan cven̂  operation that 
is performed by the field, nor does it provide guidance to emible mspectors to make decisions 
about which entries to examine or the admissibility of entnes. 

The CompUance Programs, rather than the Workplan, provide guidance to "̂ Pectors making 
decisions about which entries to examine, whether an entry should be sampled and aimlyzed. smd 
other relevant factors for determining an entry's compUance status. The Compliance Progra^ 
are the building blocks for the Workplan. Resources are distnbuted to the Compliance Programs 
through the Workplan, with higher-risk food programs given more resources. The "sk fectors 
have been incorporated into Operational and Administrative System for Import Support (OASIS), 
which automatically makes the initial decisions regarding entry admissibiUty. When there is a 
question as to which of two or more entries of equal priority to examme, mspectors refer to other 
guidance documents such as appropriate CompUance Programs, Import Alerts, the frequency at 
which a product has been examined, the country of origin, any avaUable information about to the 
product, the importer, the shipper or the country of origin, and other relevant information. 

The draft report characterizes the numbers of planned activities reflected in the Workplan as 
unreaUstic and Unks this alleged weakness with the difficulty inspectors have in deciding what to 
inspert and test. While FDA agrees that the planned number of operaUons most often is not 
acMeved because inspectors may not be available to do routine import work if emergenaes anse. 
the apparent discrepancy between planned and actual operations is not Unked with individual 
decŜ Dns by inspectors at the import entry level. The Workplan is only a projection. The overall 
priorities estabUshed by the Workplan, however, remain the same for routme woric, and inspectors 
are expected to make their decisions based on those priorities. 
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Moreover there are a number of activities, such as recall and investigations of consumer 
complaint;, for which time is allocated outside of the Workplan. In other words the hours in 
these activities are considered separately from those contemplated m the Workplan. While FDA 
believes that the best approach is to plan for foU utUization of its workforce, such planning, of 
course includes consideration of the resources that might need to be directed to emergencies and 
consumer complaints. Emergencies are dealt with immediately, regardless of where or when they 
occur. Decisions are made after the fact about which category or Compliance Program will be 
tapped for the resources that were utilized. 

APiFASO^ ArxRFFMFNT 

NEED FOR STATUTORY AUTHORITY 

We agree that FDA needs additional authority for controlUng the safety of imported foods. 
Legislation has been introduced in both the House of Representatives and the Senate to expand 
FDA authority to ensure the safety of imported food. The legislation applies to food safety 
systems of control. Before an action can be taken against an imported food product, the 
Secretary must determine that the product does not meet the U.S. food safety requirements or 
otherwise achieve the level of protection required. The legislation permits the Secretary to 
consider a refosal to aUow necessary inspection, testing, or other relevant factors in determirang 
whether imported food products meet U.S. food safety requirements or otherwise achieve the 
level of protection required. GAO's support of this legislation is welcomed. 

UPDATES TO THE OPERATIONAL AND ADMINISTRATIVE SYSTEM FOR IMPORT 
SUPPORT (OASIS) 

FDA currently is updating OASIS to incorporate automatic review of the Import Alert and Low 
Acid Canned Food (LACF) databases. The Agency also is incorporating access to the Laboratory 
Management System database into OASIS. Both wiU be completed by the end of FY1998. We 
agree with the General Accounting Office (GAO) that these enhancements wiU make the system 
more user friendly and reduce the amount of inspeaor time required to determine which entries to 
examine and/or sample. 

THIRD PARTY SAMPLING 

In general, we agree with GAO that FDA needs to exercise control over the practice of permitting 
importers of articles subject to Detention Without Physical Examination (DWPE), which are 
identified on the Import Alert List, to select a laboratory to analyze their products and to certify 
such products do not violate the Federal Food. Drug, and Cosmetic Act (FFDCA or the Act.) To 
that end. FDA is issuing new instructions to the Districts regardmg the use of independent 
laboratories. While it has been FDA's poUcy to accept only analyses done by weU-quaUfied 
laboratories and even then to verify the results, this poUcy is stated more expUdtly in the new 
guidance Nevertheless, the report should make it clear that FDA does not have expUcit authority 
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to require importers to use certain laboratories, nor to provide a list of accredited laboratories to 
importers who may inquire. We do provide, however, the laboratory performance guidance used 
by the Agency upon request. This guidance should help importers select laboratories based on the 
quaUfications of the analysts and how well the laboratories are equipped to do the panicular 
analyses. 

TAKE CORRECTIVE ACTION WHEN FILERS HAVE UNACCEPTABLY HIGH ERROR 

RATES 

FDA is in agreement with GAO that corrective action should be taken against filers (importers 
and brokers) who continue to submit erroneous entry data to FDA. Since implementation of the 
automated electronic entiy processing system, FDA has been working with the filers to help them 
learn the system in order to submit correct data consistentiy. We beUeve this has been an 
appropriate approach in Ught of the recent implementation and complexity of the system̂  To 
reduce filer problems in determining the correct product code to use for an entry, filers have been 
fiiraished a copy of FDA software that enables them to determine the correct product codes. As 
GAO is aware FDA conducted two surveys in 1997 to determine how weU filers were complying 
with the new electronic fiUng requirements. The surveys showed that the error rates were stiU 
unacceptably high overall, with some filers consistentiy exceeding tiie acceptable error rate of 
10% Consequentiy. on March 6,1998 tiie Director of tiie Office of Regional Operations directed 
all District Directors to work witii FDA's Division of Import Operations to idenufy filers who fail 
to meet the requirements and to determine what action should be taken by the Agency to improve 
compliance. Such action could include removing tiie error-prone filers from tiie paperless entry 
system by requiring tiiat tiiey submit botii paper documenution and electromc data until tiiey 
demonstrate tiieir abiUty to meet tiie requirements for electronic filing. This dual filing approach 
should provide a strong incentive for improvement, because submitting paper documentation 
delays entries by several days. 

r.AO RFrOMMFTMnATTON TO rONflRESS 

To strengtiien FDA's ability to ensure tiie safety of imported foods, we recommend tiiat the 
Congress require aU food eligible for import to the United States, not just meat and poultry, be 
produced under equivalent food safety systems. 

TT>A COMMENT 

FDA has tiie autiiority, based on tiie implementing legislation for tiie Worid Trade Organization's 
Agreement on tiie AppUcation of Sanitaiy/Phytosanitary Measures, to enter mto equivalency 
agreements witii otiier countries. We do not require such agreements, however, before trade can 
occur The wording in tiie recommendation as written seems to require a finding of eqmvalence 
as a precondition of entry. If tiiis is GAO's intent, we do not concur. Such a reqmrement coû d 
have tiie undesirable eflfect of forcing FDA to bar entry to imports from most of the world untU 
such time as tiie Agency could make a determination of equivalency, a process which must be 



done on a country-by-country basis, and potemially, a product-by product basis. In contrast, the 
Administration's proposed import legislation introduced in both House of Congress 
(S1707/HR3052) would give FDA the authority to deny entry to a food product that has been 
prepared, packed, or held under conditions, or subject to systems or measures that do not meet 
U S food safety requirements or otiierwise achieve the U.S. level of protection. The legislation 
would not require that FDA have evaluated such systems, conditions, or measures and made an 
equivalency determination as a condition precedent to entry of imports. 

RECOMMENDATION 

To provide more accurate and accessible information to FDA and tiius minimize inconsistencies in 
inspectors' subjective decisions, we recommend tiiat tiie Secretary of Health and Human Services 
direct the Conunissioner.. FDA, to 

make annual Workplans more reaUstic by setting aside time for unplanned activities, such 
as investigating emergencies and consumer complaints. 

yrpA rOMMENT 

We do not concur. For tiie reasons stated above. FDA continues to beUeve that tiie current 
Workplan approach most cleariy reflects priorities whUe pennitting flexibUity to handle 
emergencies as they arise. 

GAP RECOMMENDATION 

Modify the Operational and Administrative System for Import Support system so tiiat (1) 
it automatically reviews tiie Import Alert and low acid canned food databases and 
recommends appropriate actions to inspectors and (2) inspectors can consider previous 
laboratory test results, which are stored in tiie Ubonitory Management System database, 
in choosing shipments for inspections and tests. 

FDA COMMENT 

We concur. The automatic review of tiie Import Alert data already is in place, and tiie automatic 
review of tiie low acid canned food database is under development. FDA also is developing tiie 
necessary software to provide inspectors witii tiie capabUity to review previous laboratory test 
results tiirough OASIS. Botii of tiiese enhancements to tiie system wiU be completed and 
operational by the end of FY1998. 
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GAP RFrOMNfFTsIDATIQN 

Ensure tiiat district offices are taking appropriate corrective action, when warranted, 
against importers tiiat repeatedly enter incon-ert shippmg information into [thej 
Operational and Administrative System for Import Support. 

fpf^ rOMMENT 

We concur As stated above. FDA District Directors were reminded recently of the Agency's 
policy that non-compUant filers should be identified and appropriato corrective action taken, 
including removal of filers from paperless fiUng status. We also contmue to beheve that it is 
incumbent on tiie Agency to work witii tiie filers tiirough education and traimng. which is a form 
of con-ective action, to improve compUance. 
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TFrHNICAL COMMENTS 

1 Page 3 first partial paragraph, lines 4-5: Change to read, "The increased consumption of 
import̂  foods in the United States may increase the risk of illness." This is conjecture. 
FDA has no concrete evidence tiiat imported foods are more or less safe than domestically 
produced foods. Recentiy. FDA's concerns have increased, however, based on the limited 
knowledge available about growing/processing conditions in some foreign countnes. 

2. Page 3, first partial paragraph, Une 5: Change to read, "...or FDA for their review before 
releasing..." When FDA releases a product, it does not "approve" it. 

3. Page 3. last paragraph, first Une: Change to read. "Federal agencies cannot ensure that all 
entries of the increasing amount of imported..." 

4. Page 3, last paragraph, line 5: Change to read, "...by allowing imports of meat only 
from...'' 

5. Page 3, last paragraph, Une 8: Change to read, "...takes on the burden of ensuring the 
safety of all other imported foods as they arrive..." 

6 Page 3 last partial sentence: This is incorrect. It ignores tiie memoranda of understanding 
and miltual recognition agreements tiiat FDA has witii many foreign govemmems, which 
are designed to provide enhanced consumer protection. While tiiese agreemems do not 
extend to all countries or products, tiieir existence should be mentioned at tiiis point m tiie 
report, as should tiie new HACCP regulations tiiat require both domestic producers and 
seafood importers to take responsibUity for tiie safety of tiieir products. 

7. Page 4. second line: Change to read, "...produced under adequately controlled conditions 
and..."' 

8 Page 4. first fiill paragraph, lines 8-12: First, the statement tiiat tiie woricplan doesnt set 
priorities is incorrect. The overaU woricplan is based on general priorities set by the 
Agency as reflected in CompUance Programs, and on tiie resources avaUable to tiie 
Agency to cany out aU its inspection, sampUng. analyses, and investigative responsibilities. 
The Agency's priorities are risk-based, witii tiie higher-risk products (such as LACF) 
given higher priority tiian low-risk products. The resources are assigned to implementing 
Compliance Programs on a priority basis, witii tiie higher-priority programs being assigned 
greater proportionate shares of FDA's Umited resources tiian lower-pnonty programs. 

Second in a Umited sense, it is tnie tiiat emergencies and consumer complaints may 
prevent completion of tiie Woricplan, altiiough tiiere is a separate, additional set-aside for 
recalls and otiier specified activities. In a broader context, however, tiie situations we 
would define as emergencies are tiiose tiiat fall under FDA's jurisdiction, and are of a 
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high-priority nature in that human health is at risk if the situation is not remedied 
promptly. Merely mislabeUng a product, for example, would not create an emergency 
situation unless the mislabeling could lead to injury to human health. 

Page 4, second paragraph, lines 12-13: The statement tiiat, "FDA does not make health 
risk data readily available to guide inspectors selections " is incorrect. The Agency s 
automated import entry review system is based to a great extern on health risk cntena, 
which are encoded into OASIS. OASIS also contains admissibility infonnation, such as 
products tiiat are to be DWPE because of prior problems, special comphance programs 
that require some FDA action, the rate at which a product is to be sampled prior to 
release and otiier infonnation relevant to admissibflity. OASIS is designed to deteraune 
whetiier a product may proceed into commerce without examination and to give guidance 
to inspectors for entry decisions tiiat must be made by inspectors because the issues are 
not so clear-cut as to be amenable to computer-assisted selection. 

FDA has determined tiiat many food products do not pose a health risk and can be 
admitted into commerce witiiout being subject to examination. At tiie other end of tiie 
spectmm, FDA places finns on DWPE based on as few as one previous violation that 
involved a potential healtii risk (i.e., microbial patiiogen, pesticide residue, toxic metal, 
eto) Inspertors are expected to make decisions affecting product admissibUity for tiie 
remaining imports, about which tiiere may or may not be any compUance history data that 
could enUghten tiie decision. The process does make "heatii risk" infonnauon readily 
avaUable to tiie inspectors for tiie majority of entries. If more infonnation is needed, tiie 
inspeaors refer to Import Alerts, compUance programs. LACF registrations, and other 
relevant databases. Finally, tiie inspectors are expected to contact tiie Center For Food 
Safety and Applied Nutrition staff or tiie Division of Import Operations and Policy staff if 
tiiey have questions about tiie admissibiUty of a particular entry. As noted in the General 
Comments above, databases tiiat are not cunently directly accessible tiu-ough OASIS are 
being integrated into tiie system to make it more convenient for inspectors to reference 
them. 

10. Page 4, second paragraph, lines 13-15: Change to read."... FDA, FSIS, and USCS rely on 
importers descriptions of shipment contents..." 

11 Page 4. last paragraph: The report consistentiy misstates v^ch agency has the 
responsibiUty for allowing importers to retain possession of products pending FDA 
examination, which agency is responsible for setting tiie amounts of bonds, and which 
agency determines the amount to be forfeited or penalties to be assessed for faiUng to 
redeliver products to Customs when a released product is found to be violative. Change 
tiie paragraph to read as foUows, and make appropriate corrections tiiroughout tiie report. 

"FDA's procedures for ensuring that unsafe imported foods do not reach U.S. 
consumers are vulnerable to abuse by unscmpulous importers. For example. FDA 
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detains shipments witiiout sampling or analysis when the exporting finn has a 
history of violations. The FFDCA provides for the offering of testimony by the 
owner or consignee once a sample has been delivered to FDA. Although not 
explicitiy stated in tiie Act. tiie understood purpose of the testimony is to show 
why FDA should not find tiie food shipment subject to refosal of admission 1 he 
sampUng and examination of a food shipment by the importer is a necessary' 
extension of the right to introduce testimony, which in tiiis case is the analytical 
results Importers select tiie laboratories to perfonn sampling and analysis that 
tiiey submit to FDA as proof of compUance. FDA does not have the exphcit 
authority to recommend, certify or otiierwise direct an importer to a particular 
laboratory FDA is not bound, however, to accept tiie results from the pnvate 
laboratories. Private laboratories submitting data in support of an entry must 
demonstrate to FDA's satisfaction tiiat tiiey have tiie necessary equipmem and 
expertise to perform the analysis. 

After execution of a bond witii tiie U. S. Customs Service, importers retain control 
of tiie goods whUe FDA decides whetiier to inspect tiie shipment or while tests are 
being conducted on it. In some cases, when FDA takes and analyses samples of a 
shipment tiie importers send tiie food to maricet before FDA has made a 
detemiination about its admissibUity, usuaUy because the food is a penshable 
commodity When tiiis occurs, and tiie food product is not m compliance with 
U S food safety requirements, the U.S. Customs Service may assess liquidated 
damages against tiie bond. In otiier cases, when FDA finds contammaUon... 

It also should be noted tiiat FDA no longer uses tiie tenn "automatic detention." As a 
statutory matter, tiie U.S. Customs Service has tiie autiiority over whetiier importers must 
retain control of their goods while FDA detennines admissibility. The U.S. Customs 
Service also sets tiie amount of any bond and decides whetiier liquidated damages are 
assessed for failure to retain control of tiie imported product, as weU as any penalties. 
Section 801 (b) of tiie Federal Food. Dmg, and Cosmetic Act states tiiat, "Pending 
decision as to the admission of an article being imported or offered for import, tiie 
Secretary of tiie Treasury may autiiorize delivery of such article to tiie owner or consignee 
upon the execution by lum of a good and sufficient bond..." 

12 Page 5 last paragraph, last sentence on page -should read, "Such an approach, wheiî  
used as tiie sole means of assessing tiie safety of foods, has been widely discredited... 

13 Page 6, last paragraph, second sentence: Delete "are supposed to guide mspectors' 
judgeinent." The Woricplan provides general numerical goals and resources to be 
expended Witii tiie exception of seafood, it is not designed to teU tiie inspectors which 
specific products to inspect and/or sample. Such decisions are made by inspectors usmg 
the relevant Compliance Programs for guidance, not the Workplan. 
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14 PaRe7 first partial paragraph, lines 4-11: These statements are incorrect. FDAvenfies 
tiie accuracy of each filer's electronically submitted data until the filer is submitting reliable 
data routinely During this initial phase of a filer submitting entry dau electronically, the 
filer is required to submit paper copies of entry documentation as well as the electromc 
submission. When FDA is confident tiiat tiie filer is capable of submitting accurate data 
electronicaUy, tiie filer is aUowed to discontinue submitting paper documentation. Â so 
during tiie initial phase, FDA works witii filers to help tiiem develop the capability of filing 
correctiy In addition, FDA regularly follows up by conducting supplemental traimng for 
specific filers whose data does not meet FDA's requirements for accuracy, and working 
with tiie management of filer finns to conect problems witii entry data. This approach 
often is taken when tiie districts beUeve tiie filers' data enors are not deliberate. 

To detennine whetiier filers were deUberately recording the wrong product codes to 
circumvent FDA coverage, FDA reviewed 100% of imported canned mushrooms and 
water chestnuts for a tiu-ee-montii period between January 6 and Apnl 4, 1997. Canned 
mushrooms from China currentiy are on tiie DWPE list, which could tempt importers to 
miscode them as water chestnuts to avoid tiie DWPE. A total of 1081 entries of camied 
mushrooms and canned water chestnuts were reviewed. Altiiough tiiere were a few 
coding errors, tiiere was no pattern to suggest deliberate miscoding. There were no 
instances of miscoding Chinese mushrooms, nor were tiiere any repeat miscodings by the 
same importer/broker, indicating tiiat tiie few miscodings tiiat occuned were not 
deUberate. When tiie miscodings were brought to tiie attemion of tiie filer, they were 
conected. 

FDA has in tiie past, brought criminal charges against finns and individuals who engaged 
in practices such as submitting enoneous data (i.e.. Sigma case), and wiU do so m tiie 
foture if necessary. Where tiiere is no suspicion of deUberate fraud, FDA's Filer 
Evaluation Procedure sUtes that tiie conective action to be taken is to remove tiie filer 
who continues to have error rates greater tiian 10% from tiie "paperless" enuy system, 
The filer tiien would be required to submit botii paper documentation and electromc entry 
data until he/she demonstrates an abiUty to submit accurate data consistentiy. On March 
6 1998 tiie Director, Office of Regional Operations, instmaed all District Directors to 
review tiieir import operations to detennine which filers exhibit unacceptable enor rates, 
promptiy remove such filers from tiie "paperiess" status, or provide additional traimng and 
assistance where appropriate. 

15 Page 7 last paragraph, Une 6: The statement tiiat, "...tiie agency does not have guidelmes 
to control tiie selections of samples tested..." is incorrect. Private laboratones are 
expected to conduct sampUng in accordance witii FDA written sampUng guidance found m 
tiie CompUance Programs and Laboratory Procedures Manual (LPM). 

It should be noted tiut tiie agency does not have tiie l«jgislative autiiority to certify private 
laboratories. The LPM, Chapter 21, provides guidance on tiie review of analytical data 
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generated by private laboratories. The guidance is provided to assure the sciemific 
credibility accuracy, validity and reliabiUty of analytical data submitted by pnvate 
laboratories. Private laboratory analytical packages are reviewed by FDA for each sample 
tested by private testing laboratories to assure validity of the tests perfonned 

16 Page 8 top partial paragraph, fiiU sentence: Change to read, "...importers have been 
known to substitute shipmems that have... " Importers usually do not share shipmems or 
samples between importers but substitute one of tiieir own shipmems/samples for another 
of their own shipmems/samples. Also a sentence should bc added to state that when FDA 
finds such activity, tiie Agency takes regulatory action and, if appropnate, pursues 
criminal charges. 

17 Page 8 first foU paragraph, Unes 2-3: Change to read, "...until tiieir release into U.S. 
domestic markets, tiie U.S. Customs usually allows importers to..." The report also 
should note tiiat FDA often deab witii perishable products such as fresh produce and 
seafood tiiat deteriorate rapidly. Such products warrant consideration of how best to 
balance FDA's need for inspectional oversight against tiie possibility of loss of the 
shipment because of spoilage. 

18. Page 15. last paragraph: This paragraph should state clearly whetiier tiie "staff years " and 
import iiumbers represent aU FDA regulated products or only foods. 

19 Page 16. first Une: Change to read, "...safety of about 2.7 milUon food import shipments." 
It is confusing to include tiie total number of FDA-regulated import shipments per year 
when the report is about food imports only. 

20. Page 16, first fiill paragraph, second-to-last sentence: The sentence as written is 
confusing. Please clarify. 

21. Page 18. first bullet, line 3: Change to read, "...and testing activities for 10 food programs, 
such as. . . " There are only 10 CompUance Programs deaUng witii imported food. 

22. Page 18, second bullet. Unes 4-5: Change to read."...shipments until tiie importer provides 
a showing tiiat tiie product is not violative." Importers can supply evidence otiier tiian a 
private laboratory result to remove the appearance of a violation, altiiough in tiie vast 
majority of cases this is done through private laboratory reports. 

23. Page 18, Footnote 5. Une 1: Change to read, "...mushrooms, and tuna fish which have a 
pH value greater that 4.6. water activity values of greater tiian 0.85 are tiiennally 
processed and are stored and distributed non-refrigerated." 

10 
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24 Paee 19 first paragraph, sentence 2: Change to read. "Foreign processors must register 
witii FDA and submit descriptions of tiieir camiing processes. These processes rnust be 
found acceptable by tiie Agency before FDA will peraiit entry of these products. 

25 Page 19 second paragraph, last sentence: Change to read. "Shipmems, such as some 
seXod are less frequentiy.-because tiiey may pose...." Low acid canned foods are never 
automatically released-there is 100% review of all entries because of the potential risks 
to consumers. 

26 Page 20. second paragraph. Une 11: Change to read. "Importers rnay recondition tiie 
shipment if FDA concurs, or tiiey must destroy or re-export tiie shipment to any country 
of their choosing." Importers do not need FDA concunence to destroy or re-export a 
shipment. 

27 Paee 21 first fiiU paragraph. 3rd sentence: The sentence should state tiie total number of 
FSIS-re^lated entries per year. As written, it allows for misleading compansons between 
FSlS's and FDA's workloads. 

28. Page 21, second fiill paragraph: Add a sentence stating, "FDA lacks authority to require 
tiiat shipments be held in a specific warehouse." 

29 Page 24 paragraph 2, sentence 2: Change to read, "...by importers, agencies' practices 
and USCS's procedures for (1) controUing...." USCS, not FDA, is responsible contrdhng 
imports before FDA release, ensuring tiiat refosed entries are properly disposed of, and 
levying penalties. 

30. Page 27. second paragraph, sentence 5: Delete. The statement is not tme. FDA does not 
have extra territorial inspectional authority. 

31. Page 28. Uist paragraph, first sentence: Change to read, "...seeking new FDA discretionary 
authority to require...." 

32. Page 29, top partial paragraph: The legislation also has been introduced in tiie Senate. 

33 Page 33 second paragraph: The report does not mention imported seafood HACCP 
regulations, voluntary equivalence agreements, or MOU's as additional mechanis.̂  tiiat 
FDA uses to assure tiie safety of imported products. These should be included. They 
each contribute significantiy to FDA's abUity to regulate tiie safety of imported food. 

34 Page 35, second paragraph: Agam tiie workplan, in general, is not designed to identify 
priorities The priorities are Usted in tiie import CompUance Programs, with additional 
guidance from tiie Centers. Delete "workplans tiiat do not set clear pnonties for 
inspectors in making selection decisions." 

I I 
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24 Page 19 first paragraph, semence 2: Change to read, "Foreign processors must register 
witii FDA and submit descriptions of tiieir canning processes. These processes must be 
found accepuble by tiie Agency before FDA will pennil entry of these products. 

25 Page 19 second paragraph, last sentence: Change to read, "Shipments, such as some 
s e L d are less freqTentiy.-because tiiey may pose...." Low acid canned foods are never 
automatically released-there is 100% review of all entries because of the potential nsks 
to consumers. 

26 Page 20. second paragraph, Une 11: Change to read. "Importers may recondition tiie 
shipment if FDA concurs, or tiiey must destroy or re-export tiie shipment to any country 
of their choosing." Importers do not need FDA concurrence to destroy or re-export a 
shipment. 

27 Page 21 first fiiU paragraph, 3rd sentence: The sentence should state tiie total number of 
FSIS-re^lated entries per year. As written, it aUows for misleading compansons between 
FSIS's and FDA's workloads. 

28. Page 21, second fiill paragraph: Add a sentence stating, "FDA lacks authority to require 
that shipments be held m a specific warehouse." 

29 Page 24 paragraph 2. sentence 2: Change to read, "...by importers, agencies' practices 
and USCS's procedures for (1) controUing...." USCS, not FDA, is responsible contrdling 
imports before FDA release, ensuring tiiat refosed entries are properly disposed of, and 
levying penalties. 

30. Page 27, second paragraph, sentence 5: Delete. The statement is not tme. FDA does not 
have extra territorial inspectional authority. 

31. Page 28. last paragraph, first sentence: Change to read, "...seeking new FDA discretionary 
authority to require... " 

32. Page 29, top partial paragraph: The legislation also has been introduced in tiie Senate. 

33 Page 33 second paragraph: The report does not mention imported seafood HACCP 
regulations, voluntary equivalence agreements, or MOU's as additional mechamsn̂  tiiat 
FDA uses to assure tiie safety of imported products. These should be included. They 
each contribute significantiy to FDA's ability to regulate tiie safety of imported food. 

34 Page 35 second paragraph: Again tiie workplan, in general, is not designed to identify 
priorities The priorities are Usted m tiie import CompUance Programs, with additional 
guidance from tiie Centers. Delete "workplans tiiat do not set clear pnonUes for 
inspectors in making selection decisions." 

n 



35 Paee 37 1st paragraph: The inspectors do not "use the workplan to guide their 
decision̂ " The workplan is used to provide general numerical guidance, not to make 
decisions about which products will be inspected/sampled. Delete "FDA inspectors 
attempt to use tiiese numbers to guide tiieir decisions on which products to inspect and 
test." 

36 Paces 40-42 The report acknowledges tiiat some improvements already are underway. 
The draft fails to recognize in a balanced fashion, however, that much relevant health nsk 
infonnation already has been considered in developing tiie Workplans, e.g.. Compliance 
Programs, tiie screening criteria and rates used in OASIS, and tiie Import Alert and 
Bulletin system. Furthennore, inspectors currently have access to nsk information and 
databases to infonn tiieir decisions, altiiough not necessarily in a user friendly fonnat. We 
agree tiiat making tiie relevant infonnation more accessible would be beneficial, and are 
taking steps to do so through enhancements to the OASIS. 

37 Page 41 top partial paragraph, last tiiree sentences: The inspectors are trained, 
knowledgeable professionals who can be reUed upon to know what emnes to select for 
sampling It would be highly unusual and disturbing if FDA inspectors could not 
remember tiie many, if not most, of tiie factors tiiat apply to selecting entnes for 
examination and sample collection. Just as professionals in other fields know their 
professions, so do FDA inspectors. We suggest tiiat tiie paragraph be modified to reflect 
tiie demonstrated competence of FDA inspectors and tiiat tiieir selecting samples on the 
basis of their memory of tiie field is not inappropriate. 

38 Page 42, last paragraph, first sentence: - Delete, "...no conective actions have been 
taken " Meetings with filer finns, additional training courses, and letters to finn 
management are among tiie conective actions taken. In addition, FDA has conducted 
criminal investigations when fraudulent behavior by filers is suspected. 

39 Page 46 first paragraph, sentence 3: While tiiis sentence may be tme. a more carefol 
observation would note that FDA does not blindly accept tiie woric of pnvate laboratones 
submitted to demonstrate compliance of a product offered for import. FDA reviews the 
laboratory worksheets, the qualifications of tiie analysts, and whetiier the particular 
laboratory is equipped to do tiie required work accurately and with tiie degree of 
specificity required. FDA also audits tiie samples and. when necessary, visits tiie 
laboratories. The Agency's LPM. Chapter 21. provides guidance for use when an FDA 
District office detennines that a private laboratory does not produce consistently valid 
data. The specific analyses submitted in support of a product are not accepted by the 
Agency for tiie release of products tested. The Agency will accept only results from 
private laboratories that demonstrate acceptable performance. 

40 Page 47. last paragraph, sentence 2: Change to read."... importers have the right under 
801(a) of the Act to introduce testimony concerning tiie compliance of products they are 
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importing. Frequentiy. this takes tiie fonn of private laboratory analysis tiiat shows a food 
free of the contaminant for which it was detained witiiout physical examination. FDA 
evaluates tiie submitted analytical results to detennine if they are sufficient to remove the 
appearance of the violation, and if so, may release the product." 

41 Page 48. top partial paragraph, Unes 2-3: As we have stated before. FDA does not 
"generally recognize the resuhs from any private, independent laboratory .... In fact, the 
Agency has written criteria, published in tiie LPM, which outline tiie Agency's position on 
acceptance of private laboratory results. 

42 Page 50, first fiiU paragraph, line 8: The 90 days referenced have notiiing to do with 
reconditioning. The draft apparentiy is confosing detention witii refosal and what is done 
under each circumstance. We will be pleased to clarify tiiis point forther witii the 
evaluators. 

43. Page 50, first foU paragraph, item(2): Delete FDA. The agency does not comrol bond 
actions on importers. 

44 Page 52 first paragraph, Une 4: Delete "(of an FDA-selected laboratory tested)." FDA 
does not select private laboratories for any producers of FDA-regulated products, either 
foreign or domestic. 
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Right To Sue Health PI s Debated At Senate 
SUPPORTERS OF leg­
islation to make it 

easier for patients to sue their health 
plans struck back Thursday at busi­
ness community charges that such 
changes would be so expensive that 
employers would drop health insur­
ance coverage. 

"We have actual experience" show­
ing that patients in plans who already 
have the ability to sue do not raise 
costs dramatically, Assistant Labor Sec­
retary Olena Berg told a hearing of the 
Senate Labor-HHS Appropriations Sub­
committee. 

"We don't see a big difference in 
premiums" between plans covered un­
der the federal Employee Retirement 
Income Security Act, where patients 
can generally sue only for the actual 
cost of a denied benefit, and those 
where patients denied care can collect 
for medical expenses and other dam­
ages arising from the denied service, 
Berg said. 

Combining the ERISA changes with 
a requirement for an external appeals 
process, testified Ronald Pollack of Fam­
ilies USA, could even result in fewer law­
suits because more complaints would 
be resolved before going to court. 

"Consumers are interested in front 

Panel Shows Littk 
CONGRESS APPEARS 

unsure how to re­
spond to a report indicating the gov­
ernment cannot guard adequately 
against imported food that could make 
people ill, the Associated Press reported. 

At a hearing of the Senate Govern­
mental Affairs Permanent investigations 
Subcommittee Thursday, legislators 
showed little appetite for spending mil­
lions of dollars to increase port-of-entry 
inspections of fruit, vegetables, seafood 
and processed items by the FDA. 

The hearing focused on a report 
this week by the GAO showing that the 
FDA physically inspected only 1.7 per­
cent of 2.7 million food shipments in 
1997. It also noted other flaws in the 
system — even as imports skyrocket. 

A O R I C U L T U F I E 

end protections, not just back end," 
said Pollack, meaning not having ser­
vices denied in the first place rather 
than being able to sue after a denial re­
sults in injury or death. 

But business community witnesses 
continued to complain that changing 
ERISA would result in companies drop­
ping coverage or passing costs to em­
ployees to such an extent that they 
would drop coverage. 

"You can indemnify all you want," 
testified Mark Smith, on behalf of the 
National Association of Manufacturers, 
"but the costs will come back to the 
employers." 

The business representatives also 
argued that amending ERISA would do 
little more than enrich trial lawyers. 

"What it would do is turn a rational 
system for allocating resources into 
basically a lottery in which a few peo­
ple, including trial attorneys, would get 
a lot of money," testified Robert Gal­
lagher for the Association of Private 
Pension and Welfare Plans. 

Legislators, both at the hearing and 
elsewhere, remain divided over what 
many say could be the central issue in 
patient protection legislation that is mov­
ing towards action in both chambers. 

"1 feel deeply for people who are de­

nied basic rights," said Sen. Lauch Fair-
cloth, R-N.C, adding that he supports 
many of the patient protection provi­
sions in various bills that have been in­
troduced. 

"But I cannot in any way in good 
conscience support any approach that 
would result in more litigation. We al­
ready have too much of that," he said. 

Others, disagreed. "Every other in­
dustry in America can be held respon­
sible for its actions," said Labor and Hu­
man Resources ranking member Ed­
ward Kennedy, D-Mass., who attended 
the hearing as a guest. "Health plan de­
cisions can truly mean life or death, and 
they do not deserve immunity." 

Meanwhile, Senate Banking Chair­
man D'Amato said he is still keeping his 
options open in terms of holding up the 
Senate in order to get a vote on his bill 
to ban "drive-through" mastectomies 
— despite his success Thursday in ap­
pending the measure to the tobacco bill 
during the Finance Committee's markup 
(see related .story, page I). 

At the same time, Kennedy said that 
in light of D'Amato's action, he may try 
to also append his broader "Patient Bill 
of Rights" bill to the tobacco measure 
as well. 

— BYJUUE ROVNER 

For Food inspection Funds 
"We don't need to have more 

money pumped into a system where 
things are being done in a slipshod 
way," said Sen. Thad Cochran, R-Miss. 
"We need to make some important re­
forms." 

There is no agreement on exactly 
what reforms are necessary. 

President Clinton and many De­
mocrats say the top priority is GAO's 
main recommendation — that the FDA 
be given authority to require foreign 
countries to have safety standards 
equal to U.S. standards. The Agricul­
ture Department already has similar 
powers for imported meat and poultry. 

Republicans, however, have not 
embraced legislation to enact the 
change for the FDA. The U.S. food in­

dustry is generally opposed, contend­
ing the move would simply mean more 
costly regulations. 

"Sending inspectors into facilities 
in other countries would be expensive 
while accomplishing nothing more 
than is already achieved at our bor­
ders," said Claire Regan of the Grocery 
Manufacturers of America. 

Permanent Investigations Sub­
committee Chairman Susan Collins, R-
Maine, said the immediate aim should 
be to ensure "our current programs are 
being effectively managed, and that ex­
isting resources are focused on those 
imports posing the greatest risk." 

However, Collins appeared willing 
to consider giving FDA inspection 
power in other countries. 
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House OKs Religious Persecution 
Measure 
• COUNTRIES THAT THE United States 
says are guilty of a pattern of reli­
gious persecution would face auto­
matic sanctions under a bill that 
cleared the House Thursday. 

Supporters said the bill, which 
passed 375-41, would force the 
United States to pay greater atten­
tion to religious persecution 
around the globe. Opponents said 
it would create a "damaging hierar­
chy of persecution" that puts faith-
based oppression above other 
forms of victimization, the Associ­
ated F̂ ess reported. A similar mea­
sure is pending in the Senate. 

The White House, while ex­
pressing support of religious toler­
ance, says the legislation would 
hinder the president's ability to 
conduct foreign policy and is 
threatening a veto. 

The automatic sanctions the bill 
would authorize against guilty coun­
tries include denial of nonhumani-
tarian aid, a ban on certain exports, 
denial of visas to known persecutors 
and the rejection of loans by inter­
national financial institutions, such 
as the International Monetary Fund. 

The president could waive sanc­
tions for national security reasons or 
by certifying that lifting them would 
help end religious persecution. 

But the White House contends 
sanctions would be counterproduc­
tive and could cause added harm to 
minority religious groups viewed as 
causing a rift in relations with the 
United States. 

The bill, meanwhile, is a top pri­
ority of conservative groups such 
as the Christian Coalition. 

House Subpanel Passes OSHA 
Reform Bills 
• THE HOUSE EDUCATION and the Work­
force Workforce Protections Sub­
committee Thursday approved three 

bills to reform OSHA, LEGISLATE 
News Service reported. 

A bill to exempt voluntary em­
ployer self-audits from disclosure re­
quirements passed on a voice vote. 

The bill's sponsor, Workforce 
Protections Subcommittee Chair-
maa Cass Ballenger, R-N.C, said 
current disclosure requirements 
have caused employers' audit find­
ings to be used as a "threat" against 
them in OSHA enforcement pro­
ceedings. 

"That is a serious disincentive," 
he said, arguing that current policy 
"reduces both the quality and 
quantity of audits." 

But subcommittee ranking mem­
ber Mayor Owens, D-N.Y., argued the 
legislation "protects employers who 
wish to hide the fact that they were 
aware of health and safety ha2ards 
but failed to correct them." 

The panel also passed, by a 
party line vote of 6-4, a measure re­
quiring OSHA to provide an indus­
try-specific analysis of risks, bene­
fits and costs of new regulations. Fi­
nally, the panel cleared a bill re­
quiring OSHA to appoint an inde­
pendent panel of experts to exam­
ine the data on which proposed 
OSHA standards are based. 

Senate Approves WlPO Internet 
Copyright Bill 
• THE SENATE THURSDAY approved 

comprehensive copyright legisla­
tion covering information, music 
and other creative works on the In­
ternet by a vote of 99-0. 

The bill would implement two 
copyright treaties — one for writ­
ten material and one for sound 
recordings — adopted in 1996 by 
the United Nations' World Intellec­
tual Property Organization. 

Senate Judiciary Committee 
Hatch said the bill is vital for the 
growth of Internet commerce and 
the U.S. lead in online commerce. 

Delay Launches Anti-Campaign 
Reform Move 
• HOUSE MAJORrrv WHIP DeLay and 
a half dozen other Republicans 
Thursday launched their effort to 
defeat campaign finance reform, 
while proponents of reform vowed 
to push their bills forward. 

Billed as the "Free Speech Coali­
tion," DeLay said it was important 
to protect the First Amendment 
and said portions of reform bills 
such as those sponsored by Reps. 
Christopher Shays, R-Conn., and 
Martin Meehan, D-Mass., were un­
constitutional. 

"Money is not the root of all evil 
in politics," DeLay said. "In fact, 
money is the lifeblood of politics." 

DeLay included protection of 
the First Amendment one of five 
principles he considered true re­
form, and also called for full disclo­
sure of campaign spending, an end 
to strict spending limits, no public 
funding of campaigns and enforce­
ment of current laws. 

When floor debate over cam­
paign reform proposals begins next 
week, the coalition is expected to 
offer a series of partisan amend­
ments in an attempt to divide sup­
port. A floor vote is not expected 
until after the Memorial Day recess. 

Meehan later spoke in defense 
of the Shays-Meehan bill, and said 
the pending discharge petition — 
which drew as many as 204 signa­
tures, but now stands at 191 — on 
their reform bill drive shows that 
campaign finance reform has 
"enough support to prove a threat." 

Shays defended as constitu­
tional provisions of his bill would 
impose financing and disclosure 
rules on independent expenditure 
ads similar to those of campaign 
committee ads. 

"They'll have the same voice," 
Shays said. "They'll just have to 
play by the same rules." 
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statement from Dr. Michael Friedman, Lead 

Deputy Commissioner of the FDA, on GAO Food 

Safety Report 
The General Accounting Office's study is a wake up call to Congress to 

pass legislation to help ensure the safety of imported foods. While FDA believes 

that imported foods are generally safe, recent outbreaks of food-borne illnesses 

demonstrate that imported foods can introduce new risks and the increased 

consumption of imported foods heightens those risks. The President has called 

for increased resources, better coordination, more scientific research and greater 

authority for the FDA. 

GAO recommends legislation that gives FDA new authority that requires 

food-exporting countries to have in place essentially the same food safety 

system as the United States. The Department of Agriculture already has such 

legal authority over imported meats and poultry. In October 1997, President 

Clinton proposed legislation to give FDA similar authority and the Administration 

has expressed its support for the "Safety of Imported Food Act" currently 

languishing in Congress. 

While most of GAO's recommendations mirror solutions FDA already is 

implementing, the Agency rejects GAO's criticism that the agency fails to use its 

resources appropriately. The agency has faced a steadily rising workload with 

the number of food imports more than doubling in the last five years and FDA 

has warned that it was in danger of being ovenwhelmed by the volume of 

products reaching U.S. ports. The Agency is doing what it can with available 

resources and continues to recommend that additional resources are needed to 

ensure that the food Americans set on their table - both domestic and imported 

- is safe, wholesome and nutritious. 



FDA Backgrounder on GAO Food Safety Report 

The food supply in the United States is among the safest in the world. In 
recent years, however, there have been a number of serious outbreaks of food­
borne illnesses, some of which have been associated with imported foods. Last 
year. President Clinton launched two separate food safety initiatives designed to 
lower the risk of food-bome disease from both domestic and imported foods. In 
his budget submission to Congress for FY '99, the President asked for an 
additional $100 million for the national food safety program, including $25 million 
for to enable FDA to expand its international food inspections. 

Now, the General Accounting Office has released its evaluation of the 
safety of imported foods. In its report, "Food Safety: Federal Efforts to Ensure 
Safety of Imported Foods Are Inconsistent and Unreliable," GAO concludes that 
some of FDA's import control activities are inadequate. The agency agrees that 
more needs to be done to safeguard the quality of imported foods and already 
has undertaken many of the steps outlined in the GAO report. To make 
adequate progress, however, FDA will require additional legal authority and 
resources. The GAO itself has recommended legislation to give FDA additional 
authority. 

The major concerns raised by GAO, and FDA's responses, include: 

Equivalency Authority. GAO proposes that FDA be given authority to 
require that food-exporting countries have in place a food safety 
system that is essentially equivalent to those in the United States. 
GAO notes that the Department of Agriculture's Food Safety and 
Inspection Service (FSIS) already has that authority and blocks the 
importation of meat and poultry from any country whose food safety 
system does not measure up to the U.S. standard. Under current law, 
FDA cannot prevent food from being shipped to this country. The 
agency must attempt to identify all unsafe food at the port of entry, an 
extremely difficult task given the enormous volume of imports. Thus, 
FDA and the Administration agree with GAO that it is imperative that 
Congress enact legislation giving FDA authority to require that, as a 
condition to exporting to the United States, foreign governments adopt 
adequate measures in their own countries to ensure that food exported 
to the U.S. is safe. 

Civil Money Penalties. When food importers or brokers bring in 
shipments, they are required to post a $1,250 bond. If the brokers do 
not hold the product on the docks while FDA conducts its tests, they 
may forfeit their bonds. GAO observed that many brokers and 
importers distribute their products even when ordered to wait and 



simply Include the bond as the cost of doing business. Once the 
product enters U.S. distribution, U.S. Customs Service has a difficult 
time getting it back. There are cases where contaminated foods have 
been distributed. FDA lacks the legal authority to then penalize brokers 
who violate the law. GAO recommends - and FDA agrees - that it 
should have legal authority to seek sufficiently large civil money 
penalties (fines) to make it too costly for brokers to flout U.S. law. 
Legislation will be required to give FDA this authority. 

Private Laboratories. FDA automatically detains imported foods that, on 
the basis of prior violations, have a high probability of being 
contaminated. Importers have the option of hiring private laboratories 
to test their products and certify that they meet U.S. standards. If the 
lab report clears the product, it may enter distribution. FDA, however, 
does not control the choice of samples or laboratories, raising 
questions about the validity of these reports. FDA lacks the authority to 
restrict brokers to certain laboratories, but the agency is issuing a new 
guidance to the district offices, emphasizing that results must come 
from reliable labs and. in some cases, the results should be verified. 

OASIS Computer Update. Last year, in an effort to increase efficiency, 
OASIS, the Operational and Administrative System for Import Support, 
became fully operational in every U.S. port of entry where FDA-
regulated products come into the country. This computerized system 
electronically links all FDA inspection offices with the brokers who 
import foreign products, Based on the information supplied by the 
broker, OASIS can give automated and immediate clearance for the 
imports or trigger an inspection by a FDA official. GAO noted that the 
current computer system requires inspectors to switch between OASIS 
and other related data bases, such as the FDA Import Alert Retrieval 
System and the low acid canned food database. Because it takes time 
to shift from one program to another, the efficiency of the inspector is 
lessened. FDA has recognized the problem and is already moving to 
link OASIS to all of the other relevant databases. 

Error Rates. FDA agrees with GAO that action should be taken against 
importers who continue to submit erroneous entry data to FDA. Most 
of the errors result from the complexity and the recent introduction of 
the OASIS system FDA is auditing error-prone brokers and has begun 
implementing both electronic and paper copies of their import 
documents until they learn to use the electronic system correctly. 

Work Plans. FDA agrees with GAO that the work plans developed each 
year for the inspectors in regional offices do not always reflect how 
they actually spend their time, but as with any annual plan, the 



workplan sets targets and anticipates that unforseen activities or 
emergencies will supersede planned/routine tasks. Typically, about 80 
percent of the tasks on the annual work plan are completed. FDA 
disagrees, however, with GAO's conclusion that the wori< plans have 
failed. Inspectors do not complete all the items on their annual list 
because they get reassigned as new problems and emergencies arise. 
It does not mean they are not working 100 percent of the time. FDA is 
re-evaluating how it constructs the annual work plans to avoid the 
appearance of inefficiency. 

Overall, there is much in the GAO report with which FDA agrees. The 
agency shares GAO's concerns about the magnitude of the task it faces in 
regulating the rapidly rising volume of imported foods. FDA agrees with GAO 
that it needs additional legislative authority to safeguard the nation's food supply. 
The American public deserves - and expects - nothing less. 

TOTfiL P.0S 



mmoDucnoN OF SENATX FOOD 
SAFETY LEGISLATION AND REPORT TO ENSURE THE SAFETY OF 

IMPORTED AND DOMESTIC FRUTK AND V E G C T A S ^ S 
March 4,199S 

Today PresideM Clinton will announce tlK introduction of legislation by Senators Millo.lAi .„H 
Ke™«dy to ojsure the safety of .11 intponed foods, including Suits and v S t e ^ " 
^^slauon wJl «J,ance the Food and Dmg Administration's authorirtoSit the taL „f 
fiutt, v^aablea^ and other food productftha. do not meet US S K J U L T ^ 

f l ^ / t ' ^ V ^ ^ * "̂"̂  ^P""^^ ^ « P̂ '̂dent will call on Congress to pass the food safety legislation to be introduced today in the Senate to cive the FDA orp,tf 
o " r f J " ^ ^ ™s legislation will ensureL the ^ T ^ L Z p T n l ^ / ' ^ T Z ^ ^ ^ 
oth^ food products from any foreign country with food safety systems tha^oIt pr^^^^ 
same level of protection required for U.S. products. The legislation also pemSts the TOA to 
consider refusal of inspection as a factor in halting imports from a ^ i n T r y ' o S ^ s 

T ^ 7 ""^'^"^''''' «''"P^'^ *° USDA's existing aXrlty t̂ ^̂ ^̂ ^̂  the 
unportation of unsafe meat and poultry. The President already has committed to p r S 
approximately $25 million in his Fiscal Year 1999 budget to I b l e the^A^o d r C S v 
«p^d Its mtemational food inspection force in order to implement this le^slatiorC^Eshoo 
and Pallone previously have mtroduced this legislation in the House of Represemrtives 

Development of Guidance on Good Agricultural and Manufacturing Practices The 
President will announce the release of a report on how the Secretary of HealThtid Hum^ 
Services m partnership with the Secretary of Agriculture and in cooperation wirthe aXiltural 
corrmiuruty. will develop guidance on good agricultural and manufacturing p " S l r t 
outjnes the progress already made - and the measures that must still be taken - ^devdop 
guidance for the growmg, processmg, shipping, and marketing of fruits and veget̂ le by October 
1998. The guidance - the first-ever specific safety standards for fiuits and vege l̂es -
address potential food safety problems throughout the production and dT^bSn i l m ^ d 
help ensure the sanitation and safety practices of aU those seeking to seU produ în^he S S 

education, and outreach activiUes to support the appropriate application of the guidance 



Ointon Administration Accomplishments In Improving Food Safety 

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

•February, 1998. Administration announces its proposed food safety budget, which requests an 
approximate $101 million increase for food safety initiatives. 

*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 foodbome disease outbreaks quickly and to improve prevention systems fiarther. 

* August, 1996. PresidentsignsSafeDrinkingWater Actof 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, utilizing 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 govemment 
and industry move toward a system of preventive controls. 



T H E W H I T E HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Speaker: 

The reoort to be released today by the General Accounting 
Office (GAO) c a l l s on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food e l i g i b l e for 
i m X t to the united States i s produced under food safety systems 
ihat w i l l provide the same level of protection as the safety 
systems i n place i n the United States. This report i s further 
connrmatTon of the need for Congress to pass the Safety of 
imported Food Act, which I called for i n October 1997 which 
senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important l e g i s l a t i o n w i l l do what the GAO says i s 
necessary: i t w i l l ensure that the FDA denies the entry of imports 
of f r u i t s , vegetables, or other food from a foreign country or 
f a c i l i t y that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required i n the United 
States I t w i l l give FDA the authority i t urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY 9̂9 budget 
committed approximately $25 m i l l i o n to enabling the FDA to 
dramatically expand i t s international food inspection force i n 
order to implement the pending l e g i s l a t i o n . In March of t h i s year, 
I released a report on how the Secretary of Health and Human 
Services, i n partnership with the Secretary of Agriculture, and i n 
cooperation with the a g r i c u l t u r a l community, w i l l develop guidance 
on good a g r i c u l t u r a l and manufacturing practices that w i l l apply to 
both domestic and foreign producers. 

There i s no more important task our government faces than 
ensuring the safety of the American food supply. That i s why last 
year Vice President Gore and I announced my ' comprehensive new 
i n i t i a t i v e , "Food Safety from Farm to Table" — which detailed a 
comprehensive program including surveillance, outbreak response. 
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education and research. The Safety of Imported Food Act i s another 
v i t a l step i n protecting the safety of a l l the food 7\mericans eat, 
and I urge you to pass i t promptly. 

Sincerely, 

The Honorable Newt Gingrich 
Speaker of the 
House of Representatives 

Washington, D.C. 20515 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Leader: 

The report to be released today by the General Accounting 
O f f i c f (GAO) c a l l s on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food e l i g i b l e ^ f o r 
import to the united States i s produced under food safety systems 
iha? w i l l provide the same level of protection as the safety 
systems i n place i n the United States. This report i s further 
conftrmatTon of the need for Congress to pass the Safety of 
?mSorted Food Act, which I called for i n October 1997 which 
Senafors Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important l e g i s l a t i o n w i l l do what the GAO says i s 
necessary i t w i l l ensure that the FDA denies the entry of imports 
of f r u i t s , vegetables, or other food from a foreign country or 
f a c i l i t y that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required i n the United 
States I t w i l l give FDA the authority i t urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY 9̂9 budget 
committed approximately $25 m i l l i o n to enabling the FDA to 
dramatically expand i t s international food inspection force i n 
order to implement the pending l e g i s l a t i o n . In March of t h i s year, 
I released a report on how the Secretary of Health and Human 
Services, i n partnership with the Secretary of Agriculture, and i n 
cooperation with the a g r i c u l t u r a l community, w i l l develop guidance 
on good a g r i c u l t u r a l and manufacturing practices that w i l l apply to 
both domestic and foreign producers. 

There i s no more important task our government faces than 
ensuring the safety of the American food supply, That i s why la s t 
year Vice President Gore and I announced my comprehensive new 
i n i t i a t i v e , "Food Safety from Farm to Table" ~ which detailed a 
comprehensive program including surveillance, outbreak response. 
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ThP Safety of Imported Food Act i s another 
: r a f t ° t y f n l l Z e : Z Z " ^ Z 1 f % ° o f a f l the food M»erioans eat, 
and I urge you to pass i t promptly. 

Sincerely, 

The Honorable Thomas A. Daschle 
Democratic Leader 
United States Senate 
Washington, D.C. 20510 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Leader: 

The report to be released today by the General Accounting 
Office (GAO) c a l l s on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food e l i g i b l e for 
imoort to the United States i s produced under food safety systems 
^hat w i l l provide the same level of protection as the safety 
systems i n place i n the United States: This report i s further 
confirmation of the need for Congress to pass the Safety of 
imported Food Act, which I called for i n October 1997 which 
Senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important l e g i s l a t i o n w i l l do what the GAO says i s 
necessary: i t w i l l ensure that the FDA denies the entry of imports 
of f r u i t s , vegetables, or other food from a foreign country or 
f a c i l i t y that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required i n the United 
States I t w i l l give FDA the authority i t urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY 9̂9 budget 
committed approximately $25 m i l l i o n to enabling the FDA to 
dramatically expand i t s international food inspection force i n 
order to implement the pending l e g i s l a t i o n . In March of t h i s year, 
I released a report on how the Secretary of Health and Human 
Services, i n partnership with the Secretary of Agriculture, and i n 
cooperation with the a g r i c u l t u r a l community, w i l l develop guidance 
on good a g r i c u l t u r a l and manufacturing practices that w i l l apply to 
both domestic and foreign producers. 

There i s no more important task our government faces than 
ensuring the safety of the American food supply.. That i s why la s t 
year Vice President Gore and I announced my comprehensive new 
i n i t i a t i v e , "Food Safety from Farm to Table" — which detailed a 
comprehensive program including surveillance, outbreak response. 
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Pduoation and research. The Safety of Imported Food Act i s another 
:?taf;?ep i n protecting the safety of a l l the food Americans eat, 
and I urge you to pass i t promptly. 

Sincerely, 

The Honorable Trent Lott 
Majority Leader 
United States Senate 
Washington, D.C. 20510 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Leader: 

The report to be released today by the General Accounting 
Office (GAO) c a l l s on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food e l i g i b l e for 
import to the United States i s produced under food safety systems 
that w i l l provide the same level ,of protection as the safety 
systems i n place i n the United States. This report i s further 
confirmation of the need for Congress to pass the Safety of 
Imported Food Act, which I called for i n October 1997, which 
Senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important l e g i s l a t i o n w i l l do what the GAO says i s 
necessary: i t w i l l ensure that the FDA denies the entry of imports 
of f r u i t s , vegetables, or other food from a foreign country or 
f a c i l i t y that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required i n the United 
States. I t w i l l give FDA the authority i t urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of. the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY 9̂9 budget 
committed approximately $25 m i l l i o n to enabling the FDA to 
dramatically expand i t s international food inspection force i n 
order to implement the pending l e g i s l a t i o n . In March of t h i s year, 
I released a report on how the Secretary of Health and Human 
Services, i n partnership with the Secretary of Agriculture, and i n 
cooperation with the a g r i c u l t u r a l community, w i l l develop guidance 
on good a g r i c u l t u r a l and manufacturing practices that w i l l apply to 
both domestic and foreign producers. 

There i s no more important task our government faces than 
ensuring the safety of the American food supply. That i s why la s t 
year Vice President Gore and I announced my comprehensive new 
i n i t i a t i v e , "Food Safety from Farm to Table" — which detailed a 
comprehensive program including surveillance, outbreak response. 
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education and research. The Safety of Imported Food Act i s another 
v i t a l step i n protecting the safety of a l l the food Americans eat, 
and I urge you to pass i t promptly. 

Sincerely, 

7W 
The Honorable Richard A. Gephardt 
Democratic Leader 
House of Representatives 
Washington, D.C. 20515 



Statement from Dr. Michael Friedman, Lead 

Deputy Commissioner of the FDA, on GAO Food 

Safety Report 
The General Accounting Office's study is a wake up call to Congress to 

pass legislation to help ensure the safety of imported foods. While FDA believes 

that imported foods are generally safe, recent outbreaks of food-borne illnesses 

demonstrate that imported foods can introduce new risks and the increased 

consumption of imported foods heightens those risks. The President has called 

for increased resources, better coordination, more scientific research and greater 

authority for the FDA. 

GAO recommends legislation that gives FDA new authority that requires 

food-exporting countries to have in place essentially the same food safety 

system as the United States. The Department of Agriculture already has such 

legal authority over Imported meats and poultry. In October 1997, President 

Clinton proposed legislation to give FDA similar authority and the Administration 

has expressed its support for the "Safety of Imported Food Act" currently 

languishing in Congress. 

While most of GAO's recommendations mirror solutions FDA already is 

implementing, the Agency rejects GAO's criticism that the agency fails to use its 

resources appropriately. The agency has faced a steadily rising workload wrth 

the number of food imports more than doubling in the last five years and FDA 

has warned that It was in danger of being overwhelmed by the volume of 

products reaching U.S. ports, The Agency is doing what it can with available 

resources and continues to recommend that additional resources are needed to 

ensure that the food Americans set on their table - both domestic and imported 

- is safe, wholesome and nutritious. 



FDA Backgrounder on GAO Food Safety Report 

The food supply In the United States is among the safest in the world. In 
recent years, however, there have been a number of serious outbreaks of food­
borne illnesses, some of which have been associated with imported foods. Last 
year, President Clinton launched two separate food safety initiatives designed to 
lower the risk of food-borne disease from both domestic and imported foods. In 
his budget submission to Congress for FY '99, the President asked for an 
additional $100 million for the national food safety program, including $25 million 
for to enable FDA to expand its international food inspections. 

Now, the General Accounting Office has released its evaluation of the 
safety of imported foods. In its report, "Food Safety: Federal Efforts to Ensure 
Safety of Imported Foods Are Inconsistent and Unreliable," GAO concludes that 
some of FDA's import control activities are inadequate. The agency agrees that 
more needs to be done to safeguard the quality of imported foods and already 
has undertaken many of the steps outlined in the GAO report. To make 
adequate progress, however, FDA will require additional legal authority and 
resources. The GAO itself has recommended legislation to give FDA additional 
authority. 

The major concerns raised by GAO, and FDA's responses, include: 

Equivalency Authority. GAO proposes that FDA be given authority to 
require that food-exporting countries have in place a food safety 
system that is essentially equivalent to those in the United States. 
GAO notes that the Department of Agriculture's Food Safety and 
Inspection Service (FSIS) already has that authority and blocks the 
importation of meat and poultry from any country whose food safety 
system does not measure up to the U.S. standard. Under current law, 
FDA cannot prevent food from being shipped to this country. The 
agency must attempt to identify all unsafe food at the port of entry, an 
extremely difficult task given the enormous volume of imports. Thus, 
FDA and the Administration agree with GAO that it is imperative that 
Congress enact legislation giving FDA authority to require that, as a 
condition to exporting to the United States, foreign governments adopt 
adequate measures in their own countries to ensure that food exported 
to the U.S. is safe. 

Civil Money Penalties. When food importers or brokers bring in 
shipments, they are required to post a $1,250 bond. If the brokers do 
not hold the product on the docks while FDA conducts its tests, they 
may forfeit their bonds. GAO observed that many brokers and 
importers distribute their products even when ordered to wait and 



simply include the bond as the cost of doing business. Once the 
product enters U.S. distribution, U.S. Customs Service has a difficult 
time getting it back. There are cases where contaminated foods have 
been distributed. FDA lacks the legal authority to then penalize brokers 
who violate the law. GAO recommends - and FDA agrees - that it 
should have legal authority to seek sufficiently large civil money 
penalties (fines) to make it too costly for brokers to flout U.S. law. 
Legislation will be required to give FDA this authority. 

Private Laboratories. FDA automatically detains imported foods that, on 
the basis of prior violations, have a high probability of being 
contaminated. Importers have the option of hiring private laboratories 
to test their products and certify that they meet U.S. standards. If the 
lab report clears the product, it may enter distribution. FDA, however, 
does not control the choice of samples or laboratories, raising 
questions about the validity of these reports. FDA lacks the authority to 
restrict brokers to certain laboratories, but the agency is issuing a new 
guidance to the district offices, emphasizing that results must come 
from reliable labs and. in some cases, the results should be verified. 

OASIS Computer Update. Last year, in an effort to increase efficiency, 
OASIS, the Operational and Administrative System for Import Support, 
became fully operational in every U.S. port of entry where FDA-
regulated products come into the country. This computerized system 
electronically links all FDA inspection offices with the brokers who 
import foreign products. Based on the information supplied by the 
broker, OASIS can give automated and immediate clearance for the 
imports or trigger an inspection by a FDA official. GAO noted that the 
current computer system requires inspectors to switch between OASIS 
and other related data bases, such as the FDA Import Alert Retrieval 
System and the low acid canned food database. Because it takes time 
to shift from one program to another, the efficiency of the inspector is 
lessened. FDA has recognized the problem and is already moving to 
link OASIS to all of the other relevant databases. 

Error Rates. FDA agrees with GAO that action should be taken against 
importers who continue to submit erroneous entry data to FDA. Most 
of the errors result from the complexity and the recent introduction of 
the OASIS system. FDA is auditing error-prone brokers and has begun 
implementing both electronic and paper copies of their import 
documents until they learn to use the electronic system correctly. 

Work Plans. FDA agrees with GAO that the work plans developed each 
year for the inspectors in regional offices do not always reflect how 
they actually spend their time, but as with any annual plan, the 



workplan sets targets and anticipates that unforseen activities or 
emergencies will supersede planned/routine tasks. Typically, about 80 
percent of the tasks on the annual work plan are completed. FDA 
disagrees, however, with GAO's conclusion that the wori< plans have 
failed. Inspectors do not complete all the items on their annual list 
because they get reassigned as new problems and emergencies arise. 
It does not mean they are not working 100 percent of the time. FDA is 
re-evaluating how it constructs the annual work plans to avoid the 
appearance of inefficiency. 

Overall, there is much in the GAO report with which FDA agrees. The 
agency shares GAO's concerns about the magnitude of the task it faces in 
regulating the rapidly rising volume of imported foods. FDA agrees with GAO 
that it needs additional legislative authority to safeguard the nation's food supply. 
The American public deserves - and expects - nothing less. 

TOTPlL P. 08 
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STATUS: Referred to committee 

SPONSOR: Representative Anna G. Eshoo D-CA 

TOTAL-COSPONSORS: 16 Cosponsors: 16 Democrats / 0 Republicans 

SYNOPSIS: A b i l l to amend the Federal Food, Drug, and Cosmetic Act to provide 
fo r improved safety of imported foods. 

ACTIONS: Committee Referrals: 
11/13/97 House Committee on Commerce 
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1st Session A c t i v i t y : 

11/13/97 143 Cong Rec H 10954 Referred to the House Commerce Committee 
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Digest : 
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deem imported food adulterated i f i t has not been prepared, packed, 
and held under conditions meeting FDCA requirements (or 
conditions otherwise achieving the p r o t e c t i o n required) f o r 
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or other procedures have been refused. Allows importation denial 
on the basis of such refu s a l and other relevant fac t o r s . 
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DATE-INTRO: March 4, 1998 

LAST-ACTION-DATE: March 4, 1998 

STATUS: Pending 

SPONSOR: Senator Barbara Mikulski D-MD 

TOTAL-COSPONSORS: 4 Cosponsors: 4 Democrats / 0 Republicans 

SYNOPSIS: A b i l l to amend the Federal Food, Drug, and Cosmetic Act to provide 
fo r improved safety of imported foods. 

ACTIONS: Committee Referrals: 

03/04/98 Senate Labor and Human Resources Committee 

Le g i s l a t i v e Chronology: 

1st Session A c t i v i t y : 
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Resources Committee 
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SYNOPSIS: 

A BILL To amend the Federal Food, Drug, and Cosmetic Act to provide f o r improved 
safety of imported foods. 

DATE OF INTRODUCTION: NOVEMBER 13, 1997 

DATE OF VERSION: NOVEMBER 20, 1997 -- VERSION: 1 

SPONSOR(S): 
Ms. ESHOO ( f o r herself and Mr. PALLONE) introduced the fo l l o w i n g b i l l ; 

which was re f e r r e d to the Committee on Commerce 

TEXT: 
* Be i t enacted by the Senate and House of Representatives of the United* 
•States of America i n Congress assembled, * 
SECTION 1. SHORT TITLE. 

This Act may be c i t e d as the "Safety of Imported Food Act of 1997". 
SEC. 2. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED. 

(a) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.-SECTION 402 
OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT (21 U.S.C. 342) IS AMENDED BY 
ADDING AT THE END THE FOLLOWING: 

"(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 OR THAT 
OTHERWISE ACHIEVE THE LEVEL OF PROTECTION REQUIRED, AS DETERMINED BY THE 
SECRETARY, FOR SUCH FOOD 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 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, AND MAY DENY THE IMPORTATION OF SUCH FOOD FROM SUCH 
ESTABLISHMENT OR LOCATION ON THE BASIS OF SUCH REFUSAL AND OTHER RELEVANT 
FACTORS.". 

(B) IMPLEMENTATION OF AUTHORITY; PLAN.-THE SECRETARY OF HEALTH AND 
HUMAN SERVICES 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 SECTION CONSISTENT WITH SUCH PLAN. 
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SYNOPSIS: 
A BILL To amend the Federal Food, Drug, and Cosmetic Act to provide f o r improved 
safety of imported foods. 

DATE OF INTRODUCTION: MARCH 4, 1998 

DATE OF VERSION: MARCH 5, 1998 -- VERSION: 1 

SPONSOR(S): 
Ms. MIKULSKI ( f o r herself, Mr. KENNEDY, Mr. DURBIN, Mr. BUMPERS, and Mr. 
BYRD) introduced the f o l l o w i n g b i l l ; which was read twice and ref e r r e d to 

the Committee on Labor and Human Resources 

TEXT: 
* Be i t enacted by the Senate and House of Representatives of the United* 
•States of America i n Congress assembled,* 
SECTION 1. SHORT TITLE. 

This Act may be c i t e d as the "Safety of Imported Food Act of 1998". 
SEC. 2. CRITERIA FOR DEEMING IMPORTED FOOD ADULTERATED. 

(a) AMENDMENT TO THE FEDERAL FOOD, DRUG, AND COSMETIC ACT.-SECTION 402 
OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT (21 U.S.C. 342) IS AMENDED BY 
ADDING AT THE END THE FOLLOWING: 

"(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 OR THAT 
OTHERWISE ACHIEVE THE LEVEL OF PROTECTION REQUIRED, AS DETERMINED BY THE 
SECRETARY, FOR SUCH FOOD 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 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, AND MAY DENY THE IMPORTATION OF SUCH FOOD FROM SUCH 
ESTABLISHMENT OR LOCATION ON THE BASIS OF SUCH REFUSAL AND OTHER RELEVANT 
FACTORS.". 

(B) IMPLEMENTATION OF AUTHORITY; PLAN.-THE SECRETARY OF HEALTH AND 
HUMAN SERVICES 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 SECTION CONSISTENT WITH SUCH PLAN. 
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APPROPRIATIONS mnited States Senate 

LABOR AND HUMAN RESOURCES WASHINGTON, DC 20510-2003 

February 10, 1998 

Dear Colleague: 

I am writing to invite you to join me in cosponsoring tlie Srfety of Imported Food Act. 
Tlus le i r t i Z T L j o r com^nt of the Administration's food safety miuauve amends the 
Mer^ F Z Drug and Cosrnetic Act to provide for improved safety of unpoted foods. 

Thousands of food-related deaths andmiUioos of food-related iltoesses "''""^^f ̂ eai 
the Umted States alone. Tl.es. numbers are expected to rise m the commg y=»;J" " 
Ihe health consequences, the financial costs of these illnesses are staggenng - over $3 bdhon 
each year is spent in hospital costs alone. 

The percentage of imported food in the country has almost doubled in the past decade 
Almost 40o/!of fruits consumed in the U.S. are imported from foreign countnes. It is imperative 
^those charged with ensuring the safety of our food are given the tools necessary to prevent 
the importation of unsafe food. 

This bill gives the FDA authority to exclude food items from the United States that were 
produced under a system, or subject to controls or conditions Aat do not meet US J vel of 
protection The bill would amend current law to provide that food imported mto the Umted 
S s S bfconsidered adulterated if it has not been prepared, packed and held under a system 
or conditions, or otherwise achieve the level of protection required ^̂^̂  
domestically. In determining whether such requirements have been achieved, the bill authonzes 
the Secretary to consider whether the FDA has requested, but been denied, access to inspect a 
fecility wh^e a food was prepared, packed or held. The World Trade Orgamzation agreements 
^ ^ T O r.cm .̂.rs, includLg the U.S., to set individual levels of protection and to exchid 
imported food that does not meet those standards. This legislation exphcitly endows FDA with 
this authority. 

Please join me in sponsoring this important legislation which ensures the safety of the 
imported foods we all consume. For more information, or to cosponsor this legislation, please 
contact Bonnie Kirkland in my office at x47962. 

Sincerely, 

Barbara A. Mikulski 
United States Senator 
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105TH CONGRESS 
2D SESSION s. 

IN THE SENATE OF THE UNITED STATES 

Ms. MIKULSKI introduced the foUowing bill; which was read twice and referred 
to the Committee on . 

A B I L L 
To amend the Federal Food, Drag, and Cosmetic Act to 

provide for improved safety of imported foods. 

1 Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled, 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the "Safety of Imported 

5 Food Act of 1998". 

6 SEC. 2. CRITERIA FOR DEEMING IMPORTED FOOD ADUL-

7 TERATED. 

8 (a) AMENDMENT TO THE FEDERAL FOOD, DRUG, 

9 AND COSMETIC ACT.—Section 402 of the Federal Food, 

10 Drag, and Cosmetic Act (21 U.S.C. 342) is amended by 

11 adding at the end the following: 
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1 "(h) I f it is a food offered for import into the United 

2 States that has not been prepared, packed, and held under 

3 a system or conditions, or subject to measures, that meet 

4 the requirements of this Act or that otherwise achieve the 

5 level of protection required, as determined by the Sec-

6 retary, for such food prepared, packed, or held in the 

7 United States. In determining whether a system, condi-

8 tions, or measures meet the requirements of this Act or 

9 otherwise achieve the level of protection required, the Sec-

10 retary may consider whether an officer or employee duly 

11 designated by the Secretary has requested, and has been 

12 refused, access to the establishment or location where such 

13 food was prepared, packed, or held for the purpose of in-

14 speetion (including sample collection), testing, or other rel-

15 evant procedures, at a reasonable time and in a reasonable 

16 manner, and may deny the importation of such food from 

17 such establishment or location on the basis of such refusal 

18 and other relevant factors.". 

19 (b) IMPLEMENTATION OF AUTHORITY; PLAN.—The 

20 Secretary of Health and Human Services shall develop a 

21 plan for the initial implementation of the authority under 

22 section 402(h) of the Federal Food, Drag, and Cosmetic 

23 Act, as added by subsection (a), and shall carry out the 

24 authority of such section consistent with such plan. 



KEY STATISTICS ON FOODBORNE ILLNESS 
IN THE UNITED STATES 

. D.SEASBDEATH STATISTICS: UP to 9^00 f̂ ^̂ ^̂ ^ 
million illnesses are estimated to ocojr each year (these numoer̂  y 
be much higher-50-100 times higher) 

. ECONOM.C IMPACT OF FOODBORNE ILL i l^S :^ 
estimated at over $3 billion per year-wth costs for lost proaucuvity 
several billion dollars 

. FOOD POISONING MAY CAUSE MORE THAN VOMiriNG AND DIARRHEA. 

INCLUDING: 
•spontaneous abortion 
*irth defects, including mental retardation 
iJu^ l^ la™-s^»me (induding life^reatenina pa-^ysis) 
^Ss^hisWy .^Miseaie in *«dren »usinfl kidney (a,lure) 

. FDA'S RESPONSIBILITIES ARE ENORMOUS. AND GROWING.. 

manlifacturers, warehouses, and distnbutore 

More than 1.6 million food p~ducts are imported Into the U.S. each year-and 

that number is growing 

. ...BUT FDA'S RESOURCES HAVE DECUNED OVER THE LAST DECADE 

FDA food inspections have fallen fromJI.OOO in 1981 to 5.000 inj_996. 

FDA inspects the average plant about once every 10 years. 

* ̂ «..w«H in the last 5 years-the number of inspectors has Imports have almost doubled in tne lasi o yo««-u 
remained the same. 

conditions in the plants they inspect. 
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THE WHITE HOUSE 

W A S H I N G T O N 

October 2, 1997 

MEMORANDUM FOR̂ THE SECRETARY OP HEALTH AND HUMAN SERVICES 
THE SECRETARY OF AJGRICULTURE 

SUBJECT: Initiative to Ensure the Safety of imported 
and Domestic Fruits and Vegetables 

American conaumers today enjoy the aafest food supply in 
the world, and I am proud of my Administration's record in -
this area. We have taJcan significant steps to ensure that 
we maintain the safest food possible. We have put in place 
improved safety standards for meat, poultry, and seafood 

f; T the process of developing enhanced 
safety standards for fruit and vegetable juices. We have also 
expanded research, education, and surveillance activities 
through coordinated efforts of a l l agencies involved in food 
thl^lLif^'^^tzJ'^i^^^^''' ^^^^^ measures will greatly improve the safety of the Nation's food supply. ' >^ 

we need to build on these efforts, and today I kak you to do so 
by focusing on the safety of fruits and vegetables. Although 
w^S^ Americans eat is very safe, we can and must do even 
better, especially at a time when Americans are eating more 
fruits and vegetables from a l l over the world. Last year, <~ 
38 percent of the fruit and 12 percent of the vegetables 
consumed by Americans came from overseas. We must ensure that 
fruits and vegetables coming from abroad are as safe as those 
produced in the United States, especially as we upgrade our 
own domestic standards. 
I^^iJ^iL*?'^'''^'^^'^^? ^^^^ ^ to send to the Congress 
proposed legislation that will require the Fodci and Drug < ^ 
Adminxstration (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 
United States. This legislation, which will be similar to 

^̂ '̂  the importation of meat 
and poultry from auch countries, will enable the FDA to prevent 
the importation of potentially unsafe foreign produce. My 

Jt^^'^t^^ ^^^1 provide the nelessary funds to 
? n ^ i ! ^ • V^^ ^° expand dramatically Its international food 
tJ^SffJ S ^^^^ ̂ ^^^ greatly increased ability to 

safety conditions abroad and at points of entry 
the PDA will be able to determine when to hal? the impoSa^iin 
of fruits and vegestables from foreign countries. 
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Today, I hereby direct two administrative actions that will 
better ensure the safety of fruits and vegetables coming from 
abroad, while continuing to improve the safety of domestic 
produce. 

First, I direct" the Secretary of Health and Human Services, 
in partnership with the Secretary of Agriculture and in close 
cooperation with the agricultural community, to issue within 
1 year from the date of this memorandum, guidance on good 
agricultural practices and good manufacturing practices for 
fruits and vegetables. This guidance should address ways to 
prevent potential sources of contamination, ihould take into 
account differences in both crops and regions, and should 
address food safety isaues throughout th* food production and 
distribution system. By providing the first-ever specific 
safety standards for fruits and vegetables, the guidance will 
improve the agricultural and manufacturing practices of a l l 
those seeking to s e l l produce in the U.S. market. To ensure 
that this guidance has the widest possible effect, I also 
direct the development of coordinated outreach and educational 
activities. 

Second, I direct the Secretary of Health and Human Services 
and the Secretary of Agriculture, to report back to me within 
90 days from the date of this memorandum with a status report 
and complete schedule for the good agricultural and manufac­
turing practices, and a plan on how to in^rove the monitoring 
of agricultural and manufacturing practices abroad, to assist 
foreign countries to in^rove those practices where necessary, 
and to prevent the importation of unsafe produce, including by 
detecting unsafe food at the dock or border. l ©specially urge 
you to consider the best ways to target inspection and testing 
toward those areas where problems are most likely to occur. 

In addition to taking these actions, you should accelerate 
whatever food safety research i s necessary to support them. You 
should also call upon the Environmental Protection Agency, the 
Department of Labor, and other agencies as necessary to provide 
you with assistance in achieving this goal. These steps, taken 
together and in coordination with the proposed legislation I 
will send to the Congress, w i l l iinprove the safety o£ fruits 
and vegetables for a l l Americans. 
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Congrê g of tije n̂iteb ataUg 

JSaartington. 3BC 20515 

CONTACT: Lewis Roth/Eshoo 
FOR IMMEDL\TE RELEASE (20Z) 225-8104 
November l * . 1997 Loud/Pallone^ 

Eshoo and PaUone Move To Boost Imported Food Safety 

prepaial. pacte*. SJ*" ^ C ^ ! ; ™ ™ ^ bv AmciiauB caim from overseas. The 

i ^ t i v e developed t T ' ^ ' ^ m U e » e ^ d t c ^ ' s food ŝ e<y program u, 

o l f o ^ ' S d ^ r e - r c o r ^ be.d .r ^ House. 

COQBUIIICTS. 

Both EAoo and P.110.- « c menders of tt» Hou.e Commerce Comminee. whkh has 

jurisdicaon over the FDA. 

grown a3>d processed in the U.S.A. 

• *nt>M'mihUc eve because of wme recent cases of contaxninated 

terms of food handling." 
(moic) 

-We 
The 
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Under the legislanon. if an FDA inspector has requested and been denied access to the 
establishiMnl or location where a food product is prepared, packed, or stored for the purpose 
of inspection (including sample collection), testing, or other relevant procedures, at a 
reasonable tinie and in a reasonable manner, the agency can stop the importation of thai food 
into the United States. Further, tiie legislation authorizes the FDA to develop a plan for 
implememing this oversea* food inspection program. 

On October 2nd. Presided ainion anaouBced a new initiative to cnsuns the safety-of imported 
and domestic fniits and vegetables. At that time, he said be would ask Congress to enact 
legislation that will re<iuire the FDA to bait imports of foreign fruits, vegetables, and other 
fbod products that do not meet U.S. food safety requirements. This legislation is comparable 
to existing Uw that requires the U.S. Dcpattmeni of Agriculnire to ball the importation of 
potential̂  unsafe meat and poultry. 

The President also directed the Departmenl of Health and Human Services and the Department 
of Agriculnire to work cooperatively with the agriculture community to develop guidance on 
good agriculniral and manufacmring practices for ftuits and vegetables within one year. This 
guidance will take into account differences in both crops and regions and will address potential 
food safety problems throughout the fbod production and distribution system, such as 
sanitation, worker health, and water quality. The guidaijce-the first safety standards ever 
developed specifically for fruits and vegetables-will improve farming and manufacairing 
practices for anyone who wants to sell produce in the U.S. 

Finally, the President directed the Deparanent of Health and Human Services and the 
Agriculnire Department to develop a plan on how to improve the monitoring of agricultural 
and manufacmring practices abroad, to assist foreign countries in improving tbese practices 
where wcessary, and to prevent the iiiq>ortation of unsafe produce, including the detection of 
unsafe fbod at docks and the border. The President's FY99 budget request will include the 
necessary fiinds for the FDA to expand dramatically its international food inspection force. 



Page 26 

19TH STORY of Level 1 printed i n FULL format. 

Copyright 1997 The Washington Post 
The Washington Post 

July 08, 1997, Tuesday, Final Edition 

SECTION: HEALTH; Pg. ZIO 

LENGTH: 298 9 words 

HEADLINE: Forbidding Fruit;.H6w Safe i s Our Produce? 

BYLINE: Sandra G. Boodman 

BODY: 

Of a l l the foods that harbor germs that can make people sick, f r u i t s and 
vegetables have long been regarded as r i s k - f r e e . 

Not anymore. 

In the past several years public health o f f i c i a l s have investigated a spate 
of outbreaks of produce-associated i l l n e s s . Hepatitis A virus contaminated 
batches of frozen strawberries imported from Mexico that were served to 
schoolchildren i n Michigan. In the past year, salmonella invaded bean sprouts i n 
the Midwest and e a r l i e r had been found on cantaloupes and a l f a l f a sprouts. 
Escherichia c o l i 0157:H7, an untreatable i n f e c t i o n usually associated with 
undercooked hamburger, taint e d lettuce i n Connecticut. And shigella, a 
waterborne parasite, was found on scallions. 

Last month Food and Drug Administration o f f i c i a l s warned people s u f f e r i n g 
from diarrhea who had recently eaten fresh raspberries to seek medical treatment 
and to be tested f o r Cydospora cayetanensis, an unusual waterborne parasite 
found i n Nepal, H a i t i , Peru and other developing countries. 

So far t h i s year, more than 1,300 cases of cydospora i n f e c t i o n have been 
reported, according to the federal Centers f o r Disease Control and Prevention 
(CDC). Symptoms include severe, prolonged diarrhea, considerable weight loss, 
vomiting, c h i l l s and fatigue. Most cases appear to have been caused by 
Guatemalan raspberries, CDC o f f i c i a l s said. 

Some cases have been l o c a l . I n Maryland, health o f f i c i a l s investigated two 
small outbreaks involving eight people that were traced to two private dinner 
parties i n Montgomery County i n early May. On both occasions, fresh raspberries 
were served f o r dessert. 

In addition, lettuce appears to have been the c u l p r i t i n at least 72 cases of 
cyclosporiasis reported since A p r i l . Two outbreaks that sickened 27 people have 
been linked to mesclun lettuce that was served i n two Florida restaurants l a s t 
spring. Some of the lettuce was grown i n the United States and some i n Peru, 
where cydospora i s endemic. CDC o f f i c i a l s say that a mixed green salad served 
on a Miami-based cruise ship appears to be responsible for at least 45 cases of 
an i l l n e s s consistent with cydospora i n f e c t i o n ; that outbreak i s s t i l l being 
investigated. 
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Unlike E. c o l i 0157, which has k i l l e d f i v e children i n the United States 
since 1992, no deaths have been a t t r i b u t e d to cydospora i n f e c t i o n , and the 
i l l n e s s can be successfully treated with sulfa drugs. 

That does not mean that cydospora i n f e c t i o n i s t r i v i a l , public health 
o f f i c i a l s caution. "Cydospora i s a serious public health problem," said David 
Portesi, an epidemiologist with the Maryland Department of Health. "We're not 
t a l k i n g about a 24-hour bug here, but something that can disable you f o r 30 days 
or more with serious diarrhea and dehydration." 

So f a r , most of the concern has centered on Guatemalan raspberries. O f f i c i a l s 
at the FDA say the parasite has not been conclusively linked to fresh 
raspberries grown i n any country but Guatemala, nor has i t been found i n frozen 
raspberries. 

The current outbreak i s especially f r u s t r a t i n g f o r public health o f f i c i a l s 
because they confronted a similar epidemic l a s t year and thought they had 
devised a system to prevent the problem. Last summer 1,465 cases of cydospora 
i n f e c t i o n were reported to the CDC; most were linked to Guatemalan raspberries. 
Tracking the source of that outbreak was complicated by an erroneous 
announcement by o f f i c i a l s i n Texas that California strawberries were to blame. 
At the time, some health o f f i c i a l s suggested that raspberries, 20 percent of 
which are imported from Guatemala, were a safe a l t e r n a t i v e . 

American health o f f i c i a l s had thought that a recurrence had been prevented 
when inspectors f o r the FDA and CDC worked with growers to improve sanitation 
practices on farms i n Guatemala, which began growing raspberries i n 1987. 

Even though raspberry imports from Guatemala have been suspended since May 
28, Barbara Herwalt, a misdical epidemiologist f o r the CDC who headed l a s t year's 
cydospora in v e s t i g a t i o n and i s tracking t h i s year's epidemic, expects new cases 
may continue to surface f o r several weeks because the lag time between i n f e c t i o n 
and diagnosis averages about four weeks. 

The FDA, which i s charged with overseeing the safety of much of the nation's 
food supply, has scheduled a meeting i n Washington on July 23 to review 
s c i e n t i f i c information about cydospora. FDA deputy commissioner Mary Pendergast 
said that the agency i s expected to decide s h o r t l y whether to permit Guatemala 
to resume raspberry shipments i n the f a l l . 

The problems with fresh produce come as a growing number of Americans are 
heeding the federal government's exhortations to eat f i v e servings of f r u i t s or 
vegetables every day to cut t h e i r r i s k of developing cancer or heart disease. 
While cases of produce-associated i l l n e s s are rare, public health o f f i c i a l s say 
they appear to be increasing. 

"What we do know i s that we've got a l o t of f r u i t s and vegetables imported 
from countries where we're warned not to eat them [raw] or to drink the water," 
said Caroline Smith DeWaal, director of food safety f o r the Center fo r Science 
i n the Public Interest, a Washington-based consumer advocacy group. "The 
question i s , why i s i t safe to eat i t when i t ' s imported?" 

Traveler's Diarrhea at Home 
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In the past decade the quantity of produce imported from Mexico, Central 
America and other Third World countries has increased dramatically. A recent 
e d i t o r i a l i n the New England Journal of Medicine by Michael T. Osterholm, 
chief epidemiologist f o r the state of Minnesota, notes that i n some seasons as 
much as 70 percent of produce sold i n t h i s country i s grown elsewhere, often i n 
developing countries where travelers are routinely warned to be careful about 
what they eat. 

"One no longer needs to leave home to contract traveler's diarrhea caused by 
an exotic agent," Osterholm wrote, warning that the globalization of the 
nation's food supply has "led to a new range of problems for the 
ga s t r o i n t e s t i n a l t r a c t . " 

Those warnings were echoed i n a report to President^ Clinton on food safety 
released i n May by the Environmental Protection Agency and the Departments of 
Agriculture and Health and Humsui Services. The report notes that the annual 
number of food inspections conducted by the FDA has plummeted since 1981 from 
21,000 to 5,000, c h i e f l y as a re s u l t of budget cuts. 

According t o the report, a plant regulated by the FDA i s inspected only about 
once every 10 years. And while there has been a dramatic increase i n the number 
of imported foods sold to American consumers -- 2.2 m i l l i o n shipments were 
received l a s t year compared to 1.5 m i l l i o n f i v e years ago inspections have 
dropped by 50 percent since 1992. Currently only about 1 or 2 of every 100 
shipments of imported food i s inspected. 

"Given the l i m i t e d inspection coverage," the report states, "FDA i s finding 
an increasing number of problems -- the number of products recalled f o r . 
l i f e - t h r e a t e n i n g microbial contamination has increased almost f i v e - f o l d since 
1988." 

Food-borne illnesses are among the most xinderreported maladies, according to 
the CDC. About 100,000 cases and 9,000 deaths are reported annually, but CDC 
o f f i c i a l s believe that the actual t o l l i s exponentially higher: They estimate 
that the annual case count i s between 6.5 m i l l i o n and 33 m i l l i o n . I n a recent 
a r t i c l e about the 1996 cydospora outbreak i n the New England Journal of 
Medicine, Herwalt and her colleagues noted that only about 1 to 5 percent of 
infections caused by salmonella, a much more recognizable and easily diagnosed 
malady, are reported t o the CDC annually. 

Parasite Packs a Big Punch 

The problem with cydospora i s not l i m i t e d to imported f r u i t s and vegetables, 
health o f f i c i a l s say. The f i r s t mass outbreak of cydospora i n f e c t i o n was 
reported i n 1990 at a Chicago hospital dormitory; 21 people were sickened by 
contaminated tap water. 

Yet because cydospora i s an "emerging pathogen" -- a disease-causing germ 
that was f i r s t i d e n t i f i e d i n Papua New Guinea, i n 1979 -- l i t t l e i s known about 
the one-celled parasite and many problems remain detecting and tracking i t . 

There i s no way to test f o r cydospora i n food or water; stool t e s t i n g i s the 
only method and, as Herwalt notes, the bug i s hard to detect and may require 
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multiple samples. Not everyone exposed to cydospora gets sick. The amount 
necessary to cause i l l n e s s appears to be small. Herwalt said some of those who 
contracted cyclosporiasis l a s t summer t o l d epidemiologists that they ate only 
one raspberry. 

A routine stool culture does not test for cydospora; i t must be specially 
requested by a physician, many of whom have never heard of the i n f e c t i o n . In 
addition, many commercial laboratories cannot or do not test f o r the parasite. 
Cydospora i s resistant to disinfectants; chlorination does not k i l l i t . 
Scientists don't yet know what temperature or how much time i s necessary to k i l l 
the parasite by freezing or cooking. 

Washing, although always advised to remove d i r t and pesticides, does not 
appear to be s u f f i c i e n t to k i l l cydospora on raspberries, possibly because the 
germ hides i n the f r u i t ' s numerous crevices. And health o f f i c i a l s say that many 
people do not wash raspberries because the f r u i t i s so delicate. 

Tracking outbreaks of the i l l n e s s ia complicated'by i t s long inc\ibation 
period and by the lack of a uniform national system of surveillance. Unlike 
other food-borne illnesses, some of which develop w i t h i n a few hours or days, i t 
takes on average a week f o r symptoms of cydospora i n f e c t i o n to show up. By that 
time, most people have forgotten what they ate and the packaging v i t a l to 
tracing has been discarded by a store or restaurant. 

Unlike E. c o l i 0157 and many other food-borne infections that can be 
transmitted from person to person, cydospora does not appear to be contagious. 
And even f o r those who do not receive treatment, or who cannot take sulfa drugs, 
the i l l n e s s appears to be s e l f - l i m i t i n g ; i t may wax and wane, but i t w i l l go 
away a f t e r several months without any treatment. 

The CDC reports that 22 people were hospitalized l a s t summer, mostly f o r 
treatment of severe dehydration. The i n f e c t i o n i s more serious i n e l d e r l y 
patients, children and i n those with malfunctioning immune systems, such as 
cancer or AIDS patients. 

Jeffrey Foran, a chemical t o x i c o l o g i s t with the I n t e r n a t i o n a l L i f e Sciences 
I n s t i t u t e , a nonprofit Washington-based research group that studies, among other 
issues, food safety, contracted the i n f e c t i o n l a s t May along with l i of his 
co-workers a f t e r eating raspberries at a s t a f f lunch. 

"This was much worse" thain other bouts of food-bome i l l n e s s he has suffered, 
said Foran, a frequent t r a v e l e r . Forsm said he l o s t 12 pounds i n three weeks. 
"This was a long, drawn-out i l l n e s s . " 

Searching f o r the Elusive Source 

Last f a l l , o f f i c i a l s from the CDC and the FDA went to Guatemala to inspect 
raspberry farms to determine how the contamination occurred and why i t was 
associated with the spring crop but not with berries grown i n the f a l l . 

Because the outbreak coincided with the rainy season -- which occurs i n May 
when many Guatemalans report suffering from a g a s t r o i n t e s t i n a l i l l n e s s known ae 
mal de Mayo -- health o f f i c i a l s theorized that the parasite had somehow 
contaminated water used i n berry production -- for i r r i g a t i o n ; mixed with a 
pesticide that was sprayed on the f r u i t ; or used by workers to clean equipment 
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and to wash t h e i r hands. Another theory under investigation i s that the berries 
were contaminated by the seasonal migration of w i l d birds. 

The farms were reinspected l a s t f a l l , a f t e r a U.S. contractor helped growers 
improve t h e i r water systems. Based on the results of those inspections, health 
o f f i c i a l s c l a s s i f i e d them as low-, medium- or high-risk. Only low-risk farms 
were allowed to ship berries to the United States during the rainy season, 
Pendergast said. Medium-risk farms "couldn't ship during the bad core weeks we 
were most worried about," she added, and high-risk farms were barred from the 
U.S. market. 

This year, Pendergast noted, the f i r s t cases of cydospora were reported from 
berries harvested i n March, long before the May rainy season, which t h i s year 
occurred even l a t e r than usual. 

The CDC and FDA have been ba f f l e d that the i n f e c t i o n apparently has not 
involved berries grown i n other Central American nations, such as Costa Rica. 

To CSPI's Caroline Smith DeWaal the emergence of cyclosporiasis underscores 
the need for better inspection of food, especially imported food. 

"The more we ship food around the globe, the more we're subject to food 
hazards not i n our environment," she said. "How can we v e r i f y that foreign 
countries are l i v i n g up to our food safety standards? We have no enforcement 
cap a b i l i t y . There i s no good trade reason to expose American consumers to large 
quantities of contaminated food." 

To the FDA's Pendergast, the issue l i e s not i n improved inspections i n the 
United States but i n r a i s i n g standards with i n countries that export food here. 

"We never have enough inspectors," Pendergast said. "But having said that, 
t h i s i s n ' t the solution i n the long run. We have to have a system i n place i n 
the country of o r i g i n . " 

Increasingly health o f f i c i a l s are considering a t h i r d option: i r r a d i a t i o n , a 
method of s t e r i l i z a t i o n . After i t i s packaged, food i s run through a machine 
that resembles an a i r p o r t conveyer b e l t on which luggage i s inspected. As food 
moves down the b e l t , i t passes through a chamber li n e d with impenetrable 
concrete walls and i s bombarded with ionizing r a d i a t i o n i n the form of gamma 
rays or from electron beams. I r r a d i a t i o n has been approved by the FDA for use on 
poultry and i s widely used on medical equipment. The process k i l l s many 
bacteria, parasites, molds euid fungi but leaves no residual r a d i a t i o n on the 
product i t s e l f . 

In his e d i t o r i a l i n the New England Journal, Osterholm wrote that "the time 
has come to use i r r a d i a t i o n . . . [which] provides the greatest l i k e l i h o o d of 
substantially reducing b a c t e r i a l and p a r a s i t i c causes of food-borne disease 
associated with numerous foods, including fresh f r u i t s and vegetables. . . . 
This may be the most c r u c i a l lesson to be learned from the story of 
cyclosporiasis and imported raspberries." 

But Osterholm notes that the food industry, fearing protests by environmental 
groups and mistrust by consumers, has been reluctant to embrace the expensive 
technology. 
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"The other problem," Osterholm added i n an interview, " i s that we i n public 
health have not done a good job of pushing i t . " 

CSPI's Caroline Smith DeWaal said that her group has misgivings oJsout 
i r r a d i a t i o n , not because of safety concerns, but because of the expense and 
uncertainties surrounding the new technology. "We're not i n the camp that says 
i t makes your food glow i n the dark," she said. But i r r a d i a t i o n , she added, i s 
"no magic b u l l e t " and would do nothing to combat viruses, such as the h e p a t i t i s 
A that contaminated the frozen strawberries served i n the school lunch program. 
And i t would do nothing to k i l l E. c o l i 0157 or cydospora on lettuce, a product 
too f r a g i l e to survive i r r a d i a t i o n . 

"We believe i r r a d i a t i o n i s a technique of l a s t resort, and we don't think 
we're there yet," DeWaal said. "We would advocate looking to on-farm controls 
f i r s t . " 

Simple Steps to Reduce the Risk of Contamination From Produce 

Food-bome illnesses increase i n the summer months and t y p i c a l l y peak i n 
July. Health o f f i c i a l s say that the seasonality r e f l e c t s a combination of 
factors: increased consumption of produce that may not have been washed, 
substandard food storage practices and higher temperatures i n which many 
bacteria t h r i v e . 

The chances of contracting an i l l n e s s from fresh produce can be greatly 
reduced by simple measures. Among them: 

Use cool running water to wash f r u i t s and vegetcJales. Running water has ein 
abrasive e f f e c t that soeUcing does not and may remove harmful germs from the 
crevices of berries. Discard the outer leaves of lettuce, which are more l i k e l y 
to harbor d i r t or bacteria. Peel carrots, don't j u s t scrub them. 

Wash the outside of melons before c u t t i n g them. Some cases of salmonella have 
been traced to xinwashed cantaloupe r i n d that was spread to the f r u i t when the 
melon was cut. 

Wash your hands before preparing food. More than 97 percent of food-borne 
illnesses are preventable and r e s u l t from human error. Contamination with human 
or animal feces i s one of the most frequent causes of food-bome i l l n e s s and i s 
often the r e s u l t of inadequate hand-washing - - o r none at a l l --by those 
preparing food. 

Promptly r e f r i g e r a t e cut produce. Even though fresh f r u i t s and vegetables are 
far less l i k e l y than cheese or meat to become a breeding groimd f o r harmful 
organisms, proper storage i s important. 

When i n doubt, don't eat i t . I f the skin of a f r u i t or vegetable i s broken, 
throw i t out. Organisms may have invaded the i n t e r i o r , beyond the reach of 
washing. 

Avoid cross-contaminating produce with raw meat or poultry. Wash hands, 
knives, plates and c u t t i n g boards a f t e r handling raw meat or poultry and before 
handling produce or other items. Wash cutting boards i n the dishwasher, or with 
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soap and hot water. 

Wash pre-packaged salad mix and vegetables. I t i s hard to know how well or i f 
they have been washed. The mesclun lettuce that caused an outbreak of 
cyclosporiasis i n Florida l a s t spring was not washed by the Tallahassee 
restaurant that served i t , Florida health o f f i c i a l s said, because workers 
thought the salad mix had been washed. 

Don't eschew f r u i t s and vegetables out of fear of produce-associated i l l n e s s . 
They're too important to a healthy d i e t . I f you're worried about being served 
unwashed produce i n a restaurant or at a party, eat i t at home. 

Sources: Centers f o r Disease Control and Prevention, Center f o r Science i n 
the Public Interest, Florida Dept. of Health, United Fresh F r u i t and Vegetable 
Association 
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SAFETY OF IMPORTED FOOD ACT OF 1998 
"FREE TRADE FOR SAFE FOOD" 

-SEN. MIKULSKI 

Importation of food PRODUCED in 
^wkr unsanitary conditions 

> 

JMk Importation of food from countries that 
WW deny FDA INSPECTION 

Importation of food that does not meet 
Wm the U.S. level of PROTECTIONS 



Every Year 
38% of fruits consumed in the U.S. are imported 

-K%^ufThrTegetahtes=CCTnsumcd^H:mpcrrted— 

As many as 33 million illnesses are caused hy 
contaminated meat, poultry, & produce 

Over $3 billion is spent in hospitalization due to 
food borne illness 



Least Wanted Foodbome Pathogens 

E. Coli 0157:H7 
A bacterium that can produce 

=g^ardly"foxi nrSotrrccsrrrreatr 
especially undercooked or raw 
hamburger, raw milk and pro­
duce 

Listeria monocytogenes 
Causes listeriosis, a serious disease for pregnant women, 

"TfewfeofnsnandirduhyWrth-a-weake^^ systcrnT 
Sources: soil and water. It has been found in improperly 
processed dairy products including soft cheeses as well 
as in raw and undercooked meat, in poultry and sea­
food, and in produce 

Salmonella 
Responsible for millions of cases 

^oTfoodborne iTlness a year; 
Sources: raw and undercooked 
eggs, undercooked poultry and 
meat, dairy products, seafood, 
fruits and vegetables 

Staphylococcus aureus 
Causes staph infection; 
Sources: cooked foods high in 
protein (e.g. cooked ham, sal­
ads, bakery products, dairy 
products) 

Shigella 
Causes an estimated 300,000 cases of dysentery; 
Sources: salads, milk and dairy products, and pro­
duce 

Yersinia enterocolitica 
Causes yersiniosis, a disease char­
acterized by diarrhea and/or vom­
iting; Sources: pork, dairy prod­
ucts, and produce 
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Qs and As on GAO Report on Imported Foods 

Q: What are the GAO's findings re: imported foods? 

A: The GAO has affirmed the Clinton Administration's conclusions that greater attention 
should be paid to the safety of imported foods. In particular, the report recommends that 
Congress give FDA the authority to require foreign countries to have a safety system in 
place equivalent to the U.S. system before those countries can export food to the U.S. 
The Administration submitted such legislation to Congress earlier this year. 

Q: Is Congress moving to enact the legislation that the Administration has submitted to 
give FDA greater authority over food imports? 

A:; No hearings have been scheduled and this issue does not appear to be on the 
Congressional agenda for this year. 

Q: Does FDA agree with the conclusions reached by GAO on the imported food issue? 

A: FDA agrees with the major conclusion that FDA needs additional authority. This 
conclusion is consistent with FDA's (and the Administration's) past pronouncements 
about how to strengthen protection against unsafe foods imported into the Unhed States. 
The report also strongly implies that FDA does not have sufficient resources to inspect 
imported food; the President's FY 1999 budget request now before Congress seelcs an 
additional $25 million to strengthen the regulation of imported food. 

Q: Are there some findings and recommendations that FDA disagrees with? 

A: Only relatively minor points. For example, the report notes that each year FDA plans to 
conduct a certain number of import inspections yet falls short of those plans. The 
"workplan" is merely a way of targeting resources, not a mandatory exercise whose failure 
to carry out to the letter will result in a threat to the public heahh. FDA does not expect 
to carry out 100% of the plan, as emergencies arise that pull staff off of routine duties. 

Q: The report also notes that some importers illegally distribute imported foods into 
U.S. commerce and that FDA does not have adequate deterrent power to prevent 
that. Do you agree with their recommendation that Congress give FDA civil money 
penalty authority for these violations? 

A: Yes. FDA agrees with the recommendation that Civil Money Penalties would be an 
effective tool. 



Are imported foods safe? 

In general, yes. However, recent outbreaks of ilhiess associated with imported and 
domestic foods demonstrate that there is a problem and that the government needs to 
improve food safety. Current statistics on foodborne iUness do not show conclusively that 
imported foods are riskier than domestic foods. 

Q: What safety problems have been associated with imported foods? 

A: Problems similar to those we see with domestic foods—occasional contamination with 
microbiological, physical or chemical contaminants. Some problems, such as last year's 
outbreak from raspberries containing the pathogen cydospora, have caused outbreaks of 
foodbome disease and have been difiBcult to trace and contain. 

Q:: How does FDA inspect imported foods? 

A: Under current law, which was originally enacted at the turn of the century, FDA is 
empowered to inspect foods at the border or port of entry and refixse entry to foods that 
appear to be contaminated. That system worked well earlier in the century, when food 
imports were relatively few. However, today the agency's ability to examme such imports 
is severely stressed by the volume of imports. 

Q: How many imports come into the U.S. each year? 

A: Since 1990, the volume of imports of FDA-regulated products has increased from about 
1.2 million entries to almost 4 million in 1997. That volume is expected to double again 
(to over 8 million) by the year 2000. The majority of those imports are foods, 

Q: What does FDA inspect imported food for? 

A: A variety of things related to safety-pesticides and other chemical contaminants; 
microbiological contamination; natural toxins (such as molds); unapproved food and color 
additives. Inspectors also look for inaccurate labeling or other things less directly related 
to safety. 

Q: How many inspectors does FDA have at the borders to examine these imports? 

A: There are over 300 ports of entry at which imported foods arrive from other countries, 
including seaports, border entry points, and airports. In 1997, FDA assigned 222 
inspectors to review imports entering the U.S.; about '/z of that effort was focused on food 
imports. Another 240 staff in FDA laboratories analyzed imports for their safety (202 
focused on foods). 



Q: If the legislation the President has proposed is enacted, wUl it make mandatory the 
requirement that foreign countries have equivalent food safety systems before their 
exports are allowed into the U.S. (as USDA does now for meat and poultry)? If not, 
wha^ not make the authority mandatory? 

A: The authority requested by the President would allow FDA to bar entry into the U.S. of 
imported foods that come from countries that do not meet the same level of protection 
required of U.S. food manufacturers. I f the legislation is enacted, FDA would 
immediately begin to assess the systems in other countries and would act first against food 
-coming from countries where the risk i£highest. An immediate requirement that foreign 
systems be equivalent to the U.S. would result in a ban on all food imports into the U.S., 
not because they were unsafe but because FDA would not have the time to make a 
judgement about other countries' systems. 

May 8, 1998 
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WASHINGTON (AP) More than one-third of all fresh fruit and 12 
percent of vegetables consumed in America now come from overseas. 
But a study released today by Congress' investigative agency said 
the federal government is unable to ensure that imported foods are 
safe. 

The findings by the General Accounting Office could boost 
President Clinton's efforts to strengthen the Food and Drug 
Administration's authority to require that other countries adopt 
safe practices for fruit, vegetables, fish and processed foods. 

If Congress passed pending legislation giving FDA that authority 
which the Agriculture Department already has for imported meat 

and poultry it would ' 'provide greater assurance that the 
imported foods it is responsible for are safe," the report said. 

The study did not conclude that imported foods are more 
dangerous than those produced domestically, but imports grew more 
than 50 percent since 1990 to reach some $33 billion in 1996. 

There have been some high-profile incidents of illness from 
imported foods, including Guatemalan raspberries, Mexican 
cantaloupes and alfalfa sprouts from the Netherlands. 

• "An increase of this magnitude demands more certainty that our 
food supply is safe , " said Sen. Susan Collins, R-Maine, who 
requested the GAO report as chairwoman of the Senate Permanent 
Subcommittee on Investigations. 

The study found that the FDA's reliance on port-of-entry 
inspections meant that only 46 ,395 , or 1.7 percent, of more than 
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Dear Majority Leader Lotl and Speaker Gingrich, 

Un,ted States is produced under food sa ety s y l r , °- T ™P0" 'o .he 
protection as the safety syste.ns in place X f S d s l r T " " °f 
of the need for Congress to pass the Safe v I f , '̂ ""!'',̂ ''" '̂̂ - ^ '^ '̂ Pon is further confirmation 
~ e n a t o r 3 M i k n J . . - ^ : X : ^ ^ ^ ^ 

PDA d:̂ r:Zor̂ rĵ  '? rr̂ - - .e 
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Qs and As on GAO Report on Imported Foods 

Q: What are the GAO's findings re: imported foods? 

A; The GAO has affirmed the Clinton Administration's conclusions that greater attention 
should be paid to the safety of imported foods. In particular, the report recommends that 
Congress ^ve FDA the authority to require foreign countries to have a safety system in 
place equivalent to the U.S. system before those countries can export food to the U.S. 
The Administration submitted such legislation to Congress earlier this year. 

Q: Is Congress moving to enact the legislation that the Administration has submitted to 
give FDA greater authority over food imports? 

A:: No hearings have been scheduled and this issue does not appear to be on the 
Congressional agenda for this year. 

Q: Does FDA agree with the conclusions reached by GAO on the imported food issue? 

A: FDA agrees with the major conclusion that FDA needs additional authority. This 
conclusion is consistent with FDA's (and the Administration's) past pronouncements 
about how to strengthen protection agamst unsafe foods imported into the United States. 
The report also strongly implies that FDA does not have sufficient resources to inspect 
imported food; the President's FY 1999 budget request now before Congress seeks an 
additional $25 million to strengthen the regulation of imported food. 

Q: Are there some findings and recommendations that FDA disagrees with? 

A; Only relatively minor points. For example, the report notes that each year FDA plans to 
conduct a certain number of import inspections yet falls short of those plans. The 
"workplan" is merely a way of targeting resources, not a mandatory exercise whose failure 
to carry out to the letter will result in a threat to the public heahh. FDA does not expect 
to carry out 100% of the plan, as emergencies arise that pull staff off of routine duties. 

Q: The report also notes that some importers illegally distribute imported foods into 
U.S. commerce and that FDA does not have adequate deterrent power to prevent 
that Do you agree with their recommendation that Congress give FDA civil money 
penalty authority for these violations? 

A; Yes. FDA agrees with the recommendation that Civil Money Penalties would be an 
effective tool. 



Q: Are imported foods safe? 

A: In general, yes. However, recent outbreaks of illness associated with imported and 
domestic foods demonstrate that there is a problem and that the government needs to 
improve food safety. Current statistics on foodborne ilhiess do not show conclusively that 
imported foods are riskier than domestic foods. 

Q: What safety problems have been associated with imported foods? 

A; Problems similar to those we see with domestic foods—occasional contamination with 
microbiological, physical or chemical contaminants. Some problems, such as last year's 
outbreak from raspberries containing the pathogen cydospora, have caused outbreaks of 
foodbome disease and have been difiBcult to trace and contain. 

Q:: How does FDA inspect imported foods? 

A: Under current law, which was originally enacted at the turn of the century, FDA is 
empowered to inspect foods at the border or port of entry and reflise entry to foods that 
appear to be contaminated. That system worked well earlier in the century, when food 
imports were relatively few. However, today the agency's ability to examine such imports 
is severely stressed by the volume of imports. 

Q: How many imports come into the U.S. each year? 

A: Since 1990, the volume of imports of FDA-regulated products has increased from about 
1.2 million entries to almost 4 miUion m 1997. That volume is expected to double again 
(to over 8 milhon) by the year 2000. The majority of those imports are foods, 

Q: What does FDA inspect imported food for? 

A; A variety of things related to safety-pesticides and other chemical contaminants; 
microbiological contamination; natural toxins (such as molds); unapproved food and color 
additives. Inspectors also look for inaccurate labeling or other things less direcdy related 
to safety. 

Q: How many inspectors does FDA have at the borders to examine these imports? 

A: There are over 300 ports of entry at which imported foods arrive from other countries, 
including seaports, border entry points, and ahports. In 1997, FDA assigned 222 
inspectors to review imports entering the US.; about V2 of that effort was focused on food 
imports. Another 240 staff in FDA laboratories analyzed imports for their safety (202 
focused on foods). 



Q: If the legislation the President has proposed is enacted, will it make mandatory the 
requirement that foreign countries have equivalent food safety systems before their 
exports are aUowed into the U.S. (as USDA does now for meat and poultry)? If not, 
whâ  not make the authority mandatory? 

A. The authority requested by the President would allow FDA to bar entry into the U. S. of 
imported foods that come from countries that do not meet the same level of protection 
requhed of U.S. food manufacturers. If the legislation is enaaed, FDA would 
immediately begin to assess the systems in other countries and would act first against food 
^ming from countries where the risk ifihighest. An unmediate requhement that foreign 
systems be equivalent to the U.S. would result m a ban on all food imports into the U.S., 
not because they were unsafe but because FDA would not have the time to make a 
judgement about other countries' systems. 

May 8, 1998 



Q«&A for Presidential Announcement on Food Safety Legislation 
and Report to Ensure Safety of Imported Fruits and Vegetables 

March 4, 1998 

Q: What did the President announce today? 

A: The President announced the introduction of food safety legislation in the Senate that will 
ensure that the FDA denies the entry of imports of fruits, vegetables, or other food from 
any foreign country or facility that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required. The legislation also permits FDA to 
consider refusal of inspection as a factor in halting imports from a facility or country. 
This legislation was introduced in the House in November of last year. The President 
also armounced the release of a report on how the Secretary of Health and Human 
Services, in cooperation with the Secretary of Agriculture and the agricultural 
community, will develop guidance on good agricultural and good manufacturing practices 
for any fruits and vegetables that are sold in the U.S. market. 

Q: Why is your Administration 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, the chances are that there are 400 or more items in 
the produce section and they are there all year round. Last year, 38 percent of the fruit 
and 12 percent of the vegetables Americans ate were imported. 

We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, and our nation's health experts tell us we will live longer, better quality lives 
as a result. Our environment is also changing. We are finding "new" exotic bugs such as 
cydospora 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 
my actions accord with their recommendations. 

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 foodbome illness have been traced back 
to imports, and it is important to ensure that foreign fmits and vegetables meet U.S. food 
safety requirements or otherwise achieve the level of protection required. The steps we 
are taking today are adding additional layers of protection. We am 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. 

What steps is the Administration taking to improve food safety? 

Last year we launched a new Presidential food safety initiative, and added more than $40 
million to the FY '98 budget. With that money we started putting in place new science-
based preventive systems to improve the safety of seafood, meat and poultry and began 
work on a new early warning system to help detect and respond to outbreaks of foodborne 
illness. This year, our budget seeks an even more substantial increase in resources, $101 
million, to irnprove food safety. The resources will go to a variety of initiatives, 
including: giving FDA authority to prevent the import of produce from countries without 
safety precautions equivalent to our own; hiring FDA inspectors to improve the safety of 
our nation's fmits and vegetables, both domestic and imported; developing new ways for 
federal inspectors to detect food-bome illnesses in meat and poultry and determine the 
source of contamination; improving educational outreach on proper food handling; and 
further expanding our early waming system and strengthening state surveillance activities 
for foodborne illnesses. 

Questions on Food Safety Legislation 

Q: What does the legislation do? 

A: This legislation helps ensure that the FDA will refuse imports of any food regulated by 
the FDA, including fruits and vegetables, from any country or facility that does not meet 
U.S. food safety requirements or otherwise achieve the level of protection required. The 
legislation also permits FDA to consider refusal of inspection as a factor in halting 
imports from a facility or country. 

Q: How is this different from current authority? 

A: This legislation increases the FDA's authority to refuse imports for foods from countries 
or facilities that do not meet U.S. food safety requirements or otherwise achieve the level 
of protection required. Currently, the FDA can only refuse imports after inspection or 
testing at the border when the FDA determines that the food appears to be unsafe or 
otherwise violates U.S. law. This new legislation will enable the FDA to ensure that food 
products entering this country were grown and processed in conditions that meet U.S. 
food safety requirements or otherwise achieve the level of protection required. This 
authority is necessary because experience has shown that inspection and testing of 
products at the border may not be sufficient in all cases to ensure the safety of food 
products. It may be necessary to identify and address the source of potential 



contamination to ensure that products offered for sale in the United States meet domestic 
food safety requirements or otherwise achieve the level of protection required. FDA 
currently has such authority with respect to domestic production. 

Q: Does this legislation give FDA additional authority to inspect in other countries? 

A: No. Foreign inspections will continue to be done by consent. In making the 
determination that a food offered for import into the U.S. is adulterated, the legislation 
does permit the Secretary to consider whether FDA has been refused access to conduct 
inspection of the places where such food has been prepared, packed or held. The 
Secretary may deny importation to foods from such location or establishment on the basis 
of such refusal and other relevant factors. Because denying reasonable access is one 
factor in making that determination, the exporting country and the food establishment 
both have a strong incentive to allow such access. 

Q: There is concern that this legislation is the first step in providing FDA with the 
authority to inspect farms in the U.S. Is that next? 

A: Under current law, FDA already has authority to inspect establishments where food is 
prepared, packed, or held, which would include places where food is grown, such as 
domestic farms. While such inspections are infrequent, FDA has taken action against a 
U.S. farmer when a violation occurs. When FDA is involved in a food safety problem 
that is found to originate on a farm, the agency's focus generally is on identifying the 
source of the problem and removing the unsafe food from commerce. 

Q. Doesn't this legislation impose trade barriers to food imports at a time when you are 
saying you want to lower them? Is this legislation consistent with free trade? 

A. This legislation is consistent with free trade 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 and international obligations. 

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: The new legislation would give the FDA the same kind of responsibility that the USDA 
already has for meat and poultry. The USDA system has worked well to ensure that 
unsafe meat and poultry, produced in foreign facilities which do not provide the same 
level of protection that is required in domestic facilities, will not be imported. The FDA 
should be able to mn a similarly effective system that ensures food safety and prevents 



imports from any foreign country or facility that does not meet U.S. food safety 
requirements or otherwise achieve the level of protection required. 

Questions Related to Report on Guidance 

Q: Why has this report been prepared? 

A: On October 2, 1997, President Clinton announced an initiative to ensure the safety of 
imported and domestic fmits and vegetables which included the development of good 
agricultural practices and good manufacturing practices for fresh fruits and vegetables 
that would include ways to prevent potential contamination. This voluntary guidance 
will address potential food safety problems throughout the production and distribution 
system and help ensure the sanitation and safety practices of all those seeking to sell 
produce in the U.S. market. The guidance effort will include outreach and education, 
reflecting the Administration's commitment to direct resources toward improving food 
safety and the availability of food safety technologies. 

The President requested this status report about progress made toward providing industry 
with good agricultural and good manufacturing practices guidance for fresh fhiits and 
vegetables. It also presents a plan for outreach to the domestic and foreign industry. 

Q: When you say good agricultural practices (GAPs) and good manufacturing 
practices (GMPs), are you talking about mandatory GAPs and GMPs? 

A: No, the GAP/GMP guidance is voluntary. We are developing this science-based 
guidance with input from USDA, states, the agricultural community, industry, academia, 
consumers, and organizations representing the foreign produce industry. The guidance is 
intended for appropriate use by growers, packers, manufacturers of minimally processed 
products and produce distributors. Because the guidance is broad-based, it may be used, 
where applicable, by both the domestic and foreign produce industry to reduce the risk of 
microbial contamination. 

Q: Does the report give a timeline for publishing the guidance? 

A: Yes, we anticipate publishing the draft guidance in late March with a 75-day comment 
period. We anticipate that the guidance will be available in final form in October 1998. 

This may come up because the deadline for the importation of Guatemalan 
raspberries is March 15. 

Q: What is the status of the Guatemalan raspberries? 



A: On November 20, 1997, FDA notified the Guatemalans that fresh raspberries will not be 
allowed entry into the U.S. during the period of March 15 through August 15, 1998. 
However, if the source of Cydospora contamination is found and corrected or if 
intervention technologies are developed that will prevent cyclosporiasis in humans, we 
will revisit this decision. FDA has assisted Guatemala in seeking a resolution to this 
problem since 1996. In fact, we currently have people in Guatemala reviewing the 
interventions they have reportedly put in place. 
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FDA Statement on GAO Food Safety Report ^ ' 

The General Accounting Office's study is a wake up call to Congress to \ ^ y c e ^ ^ ^ 

pass legislation to help ensure the safety of imported foods. While FDA believes 

that imported foods are generally safe, recent outbreaks of food-borne illnesses 

demonstrate that Imported foods can introduce new risks and the increased 

consumption of imported foods heightens those risks. The President has called 

for increased resources, better coordination, more scientific research and greater 

authority for the FDA. 

GAO recommends legislation that gives FDA new authority that requires 

food-exporting countries to have in place essentially the same food safety 

system as the United States. The Department of Agriculture already has such ^ 

legal authority over imported meats and poultry. In October 1997, President 

Clinton proposed legislation to give FDA similar authority and the Administration 

has expressed its support for the "Safety of Imported Food Act" currently 

languishing in Congress. 

While most of GAO's recommendations mirror solutions FDA already is 

implementing, the Agency rejects GAO's criticism that the agency fails to use its 

resources appropriately. The agency has faced a steadily rising woridoad with 

the number of food imports more than doubling in the last five years and FDA 

has warned that it was in danger of being overwhelmed by the volume of 

products reaching U.S. ports. The Agency is doing all it can with available 

resources and continues to recommend that additional resources are needed to 

ensure that the food Americans set on their table - both domestic and imported 

- is safe, wholesome and nutritious. 
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GAO's conclusion that the work plans have failed. Inspectors do not 
complete all the items on their annual list because they get reassigned 
as new problems and emergencies arise. It does not mean they are 
not working 100 percent of the time. FDA is re-evaluating how it 
constructs the annual wori< plans. 

Overall, there is much in the GAO report with which FDA agrees. The 
agency shares GAO's concerns about the magnitude of the task it faces in 
regulating the rapidly rising volume of imported foods. The wori<load threatens to 
ovenwhelm FDA because it has historically received too few resources to 
adequately manage the quantity of products entering this country. FDA agrees 
with GAO that it needs additional legislative authority to safeguard the nation's 
food supply. The American public deserves - and expects - nothing less. 
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FDA Backgrounder on GAO Food Safety Report 

The food supply in the United States is among the safest in the world. In 
recent years, however, there have been a number of serious outbreaks of food­
borne illnesses, some of which have been associated with imported foods. Last 
year. President Clinton launched two separate food safety initiatives designed to 
lower the risk of food-borne disease from both domestic and imported foods. In 
his budget submission to Congress for FY '99, the President asked for an 
additional $100 million for the national food safety program. 

Now, the General Accounting Office has released its evaluation of the 
safety of imported foods. In its report, "Food Safety: Federal Efforts to Ensure 
Safety of Imported Foods Are Inconsistent and Unreliable." GAO concludes that 
some of FDA's import control activities are inadequate. The agency agrees that 
more needs to be done to safeguard the quality of imported foods and already 
has undertaken many of the steps outlined in the GAO report. To achieve some 
of the improvements, however, FDA will require additional legal authority and 
resources. The GAO itself has recommended legislation to give FDA additional 
authority. 

The major concerns raised by GAO, and FDA's responses, include: 

Equivalency Authority. GAO proposes that FDA be given authority to 
require that food-exporting countries have in place a food safety 
system that is essentially equivalent to those in the United States. 
GAO notes that the Department of Agriculture's Food Safety and 
Inspection Sen/ice (FSIS) already has that authority and blocks the 
importation of meat and poultry from any country whose food safety 
system does not measure up to the U.S. standard. Decouoo F D A - l a e k s - p ^ ^ ^ ^ 
thai aulliuiily, it ulluwa food imports liuiii j l i i iu^l any uuuiiliy lu leadi " - "Q^ . 

the nation's pufla ofmiliy and llien assumes the burderi of ensuring 
tho oafoty and wholesomonocc of t^w fuud products. Ncorly cvoryone 
- from the President to FDA to GAO—agrooc that this io not tho bost 
aiJpiuaUi. The Presifffent̂ prot̂ oSfed leyiblaliuii yininy FDA llie autl ' i^^^V^^^fj^vy 
lu prevent food importa fiuiii tuuiiliius wllh6ul equi>/almil bafety \^^'^cA-
systems. FDAsuppoita Uiatpiupo&al. - ^ - a T ^ ' p * ' ^ ' * ^ 

A A Vvg, m — v _ _ A 
Civil Money Penalties. When food importers or brokers bring in 

shipments, they are required to post a $1,250 bond. If the brokers do lo^ ^ - g W 
not hold the product uii Ihe doclts while FDA conducts its tests, they 
may forfeit their bonds. GAO observed that many brokers and 
importers distribute their products even when ordered to wait and 
simply include the bond as the cost of doing business. Once the 
p r o d u c t e n t e r s U .S d i s t r i bu t i on , F D A h a s a d i f f i cu l t t i m e g e t t i n g it b a c k . 
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There are cases where contaminated foods have been distributed. 
FDA lacks the legal authority to then penalize brokers who violate the 
law. GAO recommends ~ and FDA agrees ~ that it should have legal 
authority to seek sufficiently large civil money penalties (fines) to make 
it too costly for brokers to flout U.S. law. Legislation will be required to 
give FDA this authority. 

Private Laboratories. FDA automatically detains imported foods that, on 
the basis of prior violations, have a high probability of being 
contaminated. Importers have the option of hiring private laboratories 
to test their products and certify that they meet U.S. standards. If the 
lab report clears the product, it can enter distribution. FDA, however, 
does not control the choice of samples or laboratories, raising 
questions about the validity of these reports. FDA lacks the authority to 
restrict brokers to certain laboratories, but the agency is issuing a new 
guidance to the district offices, emphasizing that results must come 
from reliable labs and, in some cases, the results should be verified. 

OASIS Computer Update. Last year, OASIS, the Operational and 
Administrative System for Import Support, became fully operational in 
every U.S. port of entry where FDA-regulated products come into the 
country. This computerized system electronically links all FDA 
inspection offices with the brokers who import foreign products. Based 
on the information supplied by the broker, OASIS can give automated 
and immediate clearance for the imports or trigger an inspection by a 
FDA official. GAO noted that the current computer system requires 
inspectors to switch between OASIS and other related data bases, 
such as the FDA Import Alert Retrieval System and the low acid 
canned food database. Because it takes time to shut down one 
program and open another, many inspectors do not check all of the 
necessary databases. FDA has recognized the problem and is 
already moving to link OASIS to all of the other relevant databases. 

Error Rates. FDA agrees with GAO that action should be taken against 
importers who continue to submit erroneous entry data to FDA. Most 
of the en-ors result from the complexity and the recent introduction of 
the OASIS system. FDA expects to require error-prone brokers to file-v 
both electronic and paper copies of their import documents until they / 
learn to use the electronic system correctly. 

Work Plans. FDA agrees with GAO that the work plans developed each 
year for the inspectors in regional offices do not always reflect how 

/ ^ e y actually spend their time, but Ihcy are not designed te specifically-
^ accmiipli&li lliiJ> taak. Typically, only about 80 percent of the tasks on 

t h e a n n u a l w o r k p l a n a r e c o m p l e t e d . F D A d i s a g r e e s , h o w e v e r , w i t h 
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Under current law, FDA cannot prevent food from being shipped to this country. The agency 
•ic must attempt to identify unsafe food at the port of entry, an impossible task given the enormous 

volume of imports. Thus, FDA and the Administration agree with GAO that the better approach 
\ ^ \ ^ ' is to give FDA authority to require that foreign countries ensure that the food is safely produced 

in its originating country. 
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GAO: Imported Foods May Not Be Safe 
WASHINGTON (AP) More than ooe^rd of all fresh fiuit and 12 peroMi of WKEUibies uoutimod ia Aoerica now 
cone boa overseas. Bat a itudy relaased today by Coi«ress' iavttti0iiUve agency said the federal goverameiit ii unable 
lo encura thai imported foods are «afe. 
Tlie findinss by tiie General Accoualing Oflice could boost President Clinton's efforts to strengthen the Food and Dnig 
AdministratioD's authority to require dut odier countries adopt toTc practices for fruit, vegetables, fish and processed 
foods. 
If Congretis passed pending legislation giving FDA that authority - wliich die Aghcuitive Depaitment already has tor 
imported meat and pouloy - it would "provide greater assurance that die inportcd foods it is rcapanstble for are MTV," 
the report said. 
The study did not conclude that imported foods are more dangerous thaa those produced domcctinlly, but imports Sfv*i 
more than 50 percent since 1990 to reach soma S33 billion io 1996. 
There have been some higb-proCle incidentt of illness from imported foods, including Guatemalan raspberries. Mexican 
cantaloupes and alfalfa sprauls from the Netherlands. 
'An increase of this magnitude demands more certainty that our food supply is safe." said Sen. Susan Collins. R-Mainc. 
who requested ihe GAO report u chairwonuw of die Scaaie Permanent Subcommittee on Investigations 
The study found that Ihe FDA's reliance on port-uf-enliy inspivtioiu meant dist only 46^95, or 1.7 percent, of more dian 
2.7 million imported food shipments in 1997 were actually checked by an inspector. Of those, only 16.000 underwent a 
laboratory analysis for disease-causing organisms or other problems. 
The Agriculture Department, on die odmr bond, visually checked every shipment and did inspections on about 20 percent 
of 118,000 oieat and poultry imports. In addition, USDA oQlctals visited 30 oountries and checked 336 foreign planU to 
ensure their safety practices were equal to diosc in Ihis country. 
In a written response lo the audit. FDA Assodale Comiussiofler Diane Thompson said tbe agency is seeking 
coi\gEessional approval for authority to check foreign practices. But to prevent disruptions in foreign trade, Thompson 
said they should net bc a requirement for all imported foods. 
"Such a requirement could h»ve Ihe undesirable dTcet of forcing FDA lo bar entry to imports torn most of the world' 
until each countries' practices were ccrtifted. she wrote. 
Tbe FDA also has proposed safety rules regarding seafood and juioe proccuing diat would apply to imports. Tba agency 
IS pushing voluaiary agricuhure practices for both foreign and domestic firuit and vegetable growers and processon. 
The GAO report found odier gaps in die imported food safely system, induding: 
-USDA's food inspection service focuses too much on violations such as missiag shipping labels that "bear little 
relationship to food safety" and should instead use healdi daU to /<ro in oo foods likely to pose die pcatest hazards. 
-Importers, not dio FDA. choose which laboratories do sompling when a shipment is held up over food saAty questions 
In addition, importers often retain conUol of sliipinenls even if the FDA decides to inspect diem and. in some cases, gpes 
ahead and maricets diem anyway. 
-The FDA was able to conduct only about half lU planned inspections and about 6S percent of its planned laboratory 
analyses on imported foods in 1996 and 1997. The agency said diese plans are only projections and dial inspectors oAen 
are caliea upon ui do emergency work ilui leaves louUnc uisks unoonc. 
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White House Press Release 

PRESIDENT CLINTON ANNOUNCES INITIATIVE TO ENSURE THE SAFETY OF 
IMPORTED AND DOMESTIC FRUITS AND VEGETABLES 

THE WHITE HOUSE 

O f f i c e of the Press Secretary 

For Immediate Release October 2, 1997 

PRESIDENT CLINTON ANNOUNCES INITIATIVE TO ENSURE THE SAFETY OF 
IMPORTED AND DOMESTIC FRUITS AND VEGETABLES 
October 2, 1997 

Today President C l i n t o n w i l l announce an i n i t i a t i v e t o upgrade domestic 
food s a f e t y standards and t o ensure t h a t f r u i t s and vegetables coming 
from overseas are as safe as those produced i n the United States. The 
President w i l l ask Congress t o enact l e g i s l a t i o n t h a t w i l l r e q uire the 
Food and Drug A d m i n i s t r a t i o n (FDA) t o h a l t imports of f r u i t s , vegetables 
and other food products produced i n co u n t r i e s t h a t do not meet U.S. 
food s a f e t y requirements. The President w i l l d i r e c t the Department of 
Health and Human Services (HHS) and the Department of A g r i c u l t u r e (USDA) 
to work c o o p e r a t i v e l y w i t h the a g r i c u l t u r a l community t o develop 
guidance on good a g r i c u l t u r a l and manufacturing p r a c t i c e s f o r f r u i t s 
and vegetables. 

Enhanced FDA Oversight f o r Imported Foods. The President w i l l send 
l e g i s l a t i o n t o Congress t h a t w i l l r e q u i r e the FDA t o h a l t imports of 
f r u i t s , vegetables and other food products from any f o r e i g n country 
w i t h food s a f e t y systems and standards t h a t are not on par w i t h those 
of the United States. The l e g i s l a t i o n also w i l l r e q u i r e the FDA t o 
h a l t imports from countries or f a c i l i t i e s t h a t do not al l o w FDA 
ins p e c t i o n s t o occur. This l e g i s l a t i o n -- comparable t o e x i s t i n g law 
t h a t r e q u i r e s the USDA to h a l t the i m p o r t a t i o n of meat and p o u l t r y from 
such c o u n t r i e s — w i l l enable the FDA t o prevent the i m p o r t a t i o n of 
p o t e n t i a l l y unsafe f o r e i g n produce. The President w i l l also commit t o 
p r o v i d i n g the necessary funds i n h is F i s c a l Year 1999 budget to enable 
the FDA t o d r a m a t i c a l l y expand i t s i n t e r n a t i o n a l food i n s p e c t i o n force. 
With t h i s g r e a t l y increased a b i l i t y t o inspect food s a f e t y conditions 
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abroad and a t p o i n t s of en t r y , the FDA w i l l be able t o make e f f e c t i v e 
use of i t s new a u t h o r i t y . 

Development of Guidance on Good A g r i c u l t u r a l and Manufacturing 
P r a c t i c e s . The President w i l l d i r e c t the Secretary of Health and Human 
Services, i n p a r t n e r s h i p w i t h the Secretary of A g r i c u l t u r e and i n 
cooperation w i t h the a g r i c u l t u r a l community, t o develop guidance on 
good a g r i c u l t u r a l and manufacturing p r a c t i c e s w i t h i n one year. This 
guidance w i l l take i n t o account d i f f e r e n c e s i n both crops and regions 
and w i l l address p o t e n t i a l food s a f e t y problems throughout the food 
p r o d u c t i o n and d i s t r i b u t i o n system such as s a n i t a t i o n , worker h e a l t h , 
and water q u a l i t y . The guidance — the f i r s t - e v e r s p e c i f i c s a f e t y 
standards f o r f r u i t s and vegetables — w i l l improve the a g r i c u l t u r a l 
and manufacturing p r a c t i c e s of a l l those seeking t o s e l l produce i n 
the U.S. market. To ensure t h a t t h i s guidance has the widest p o s s i b l e 
e f f e c t , the President w i l l also d i r e c t the FDA and USDA t o develop 
coordinated outreach and educational a c t i v i t i e s . 

Improvement of Monit o r i n g and Inspec t i o n A c t i v i t i e s Abroad. I n 
a d d i t i o n t o committing s u b s t a n t i a l resources t o expand the FDA's 
i n t e r n a t i o n a l food i n s p e c t i o n f o r c e , the President w i l l d i r e c t the 
Secretaries of Health and Human Services and A g r i c u l t u r e t o re p o r t 
w i t h i n 90 days on how t o improve the monitoring of a g r i c u l t u r a l 
and manufacturing p r a c t i c e s abroad, t o a s s i s t f o r e i g n c o u n t r i e s t o 
improve these p r a c t i c e s where necessary, and to prevent the i m p o r t a t i o n 
of unsafe produce. The President w i l l urge c o n s i d e r a t i o n of ways t o 
t a r g e t i n s p e c t i o n and t e s t i n g toward those areas where problems are 
most l i k e l y t o occur. 

Clinton Administration Accomplishments In Improving Food Safety 

The President's announcement b u i l d s on a strong record of food s a f e t y 
i n i t i a t i v e s , ensuring t h a t Americans eat the safe s t p o s s i b l e food. The 
A d m i n i s t r a t i o n has put i n t o place improved s a f e t y standards f o r meat, 
p o u l t r y and seafood products-, and has begun the process of developing 
enhanced standards f o r f r u i t and vegetable j u i c e s . The A d m i n i s t r a t i o n 
also has expanded research, education and s u r v e i l l a n c e a c t i v i t i e s 
throughout the food s a f e t y system. 

* October, 1997. President announces new i n i t i a t i v e t o enhance FDA 
ove r s i g h t over imported foods and develop guidance on good a g r i c u l t u r a l 
and manufacturing p r a c t i c e s f o r f r u i t s and vegetables. 

* May, 1997. A d m i n i s t r a t i o n announces comprehensive new i n i t i a t i v e t o 
improve the s a f e t y of nation's food supply -- Food Safety from Farm t o 
Table -- d e t a i l i n g a $43 m i l l i o n food s a f e t y program, i n c l u d i n g 
measures t o improve s u r v e i l l a n c e , outbreak response, education, and 
research. 
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* January, 1997. President announces new Early-Warning System t o 
gather c r i t i c a l s c i e n t i f i c data t o help stop food borne disease 
outbreaks q u i c k l y and t o improve prevention systems f u r t h e r . 

* August, 1996. President signs Safe Drinking Water Act of 1996. The 
law r e q u i r e s d r i n k i n g water systems t o p r o t e c t against dangerous 
contaminants l i k e Cryptosporidium, and gives people the r i g h t t o know 
about contaminants i n t h e i r tap water. 

* August, 1996. President signs Food Q u a l i t y P r o t e c t i o n Act of 1996, 
which streamlines r e g u l a t i o n , of p e s t i c i d e s by FDA and EPA and puts 
important new p u b l i c - h e a l t h p r o t e c t i o n s i n place, e s p e c i a l l y f o r 
c h i l d r e n . 

* J u l y , 1996. President C l i n t o n announces new re g u l a t i o n s t h a t 
modernize the nation's meat and p o u l t r y i n s p e c t i o n system f o r the 
f i r s t time i n 90 years. New standards help prevent E . c o l i b a c t e r i a 
contamination i n meat. 

* December, 1995. A d m i n i s t r a t i o n issues new rules t o ensure seafood 
s a f e t y . U t i l i z e s HACCP r e g u l a t o r y programs t o req u i r e food i n d u s t r i e s 
t o design and implement pr e v e n t i v e measures and increase the 
i n d u s t r i e s ' r e s p o n s i b i l i t y f o r and c o n t r o l of t h e i r s a f e t y assurance 
a c t i o n s . 

* 1994. CDC embarks on s t r a t e g i c program t o detect, prevent, and 
c o n t r o l emerging i n f e c t i o u s disease t h r e a t s , some of which are food 
borne, making s i g n i f i c a n t progress toward t h i s goal i n each 
successive year. 

* 1993. Vice-President's N a t i o n a l Performance Review issues r e p o r t 
recommending government and i n d u s t r y move toward a system of p r e v e n t i v e 
c o n t r o l s . 

iamnitllimtimtmi\t.mii m 
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fiXECimVE SUBOIART 

Each year, millions of Americoss become ill after eating tainted bods and thousands 

die. Ensuria? the safety of domeBtieany produoed foode is a daunting task, hat the 

challenge of enauring tbe safety of the entire food supply ia even mow difficult a» 

Americana conaume more Jboda imported firom other countries. Hie primazy 

reaponaibility fcr enaoring the safety of imported fcods is *>pUt betpreen two &dex«l 

agBDciaB-thce U.S. DepaitiDent of Agrifiulture's Food Safety and Inspection Service 

and the Department of Health and Human Service's Food and Drug Adainistratioa 

(FOA), 

r ^ ^ T T ^ about the safety of imported finds, the Chairman of the Pennanent 

Subcommittae on Ihvestisationa, Senate Committee on Governmental AOairs, aaked 

GAO to review federal proe™o>' efforts to enauie the safety of feed imports. 

SpedficaUy, this report diacusaea (1) diflbrencea in tha agencies* authoritiea and 

approadies fcr ensuring the safety of imported feeds and (2) the agendas' efinta to 

target their reaooroea on feoda poaing risks. In addition, the report diacuaacs 

weakneasefi in the eonOuls over is^ortad food. 

Foodbome illoeaeea in the United SUtes are widespread and costly. The magnitude 

of the problem is uncertain, however, because these illneaeBB are underreported and 

health offidala often cannot datemiae their source. As GAO reported in M«y 1996,* 

•FoodSafciV: Wc»r.«rim. on Prŷ hrî T.̂  nim îies (QAOfUCEMMfi, May 8. 1996)-

2 
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up CO SI miUion cases of foodbome illnesses and as many as 9.100 deaths each year 

result in costs for medical treatment and productivity losseK ranging from S6.6 billion 

to S3T,1 billion. Recent outbreaks of foodbome illnesses demonstrate that imported 

ioods have introduced new ri&lu or intensified with familiar illnesses- The increased 

consumption of imported foods in the United States heightens the risks of illness. 

The Food Safety and Inspection Service and the FDA have the primary responsibiUty 

for ensuring the safety of imported foods. The Fckod Safety and Inspection Service 

has jurisdiction over meat, poultry, and some egg product.":, while FDA regulates ail 

other foods. The Inspection Service and FDA work closely with the Customs Service 

and the Centers for Disease Cdatrol and Prevention. The Customs Service refers 

imponad foods to the Inspection Service or FDA fer their approval befere releasing 

the shipment into U.S. commerce. The Centers for Difieaae Control and Prevention 

moxutors the incidence of foodbome illness and works with the Pood Safety and 

Inspection Service and FDA to investigate outbreaks of illx^esses and conduct research 

oa foodbome diseases. 

REStTTS TH BRIEF 

Federal agencies cannot ensure that the growing amount of imported foods are safe 

for consumers. Although the Food Safety and Inspection Service and FDA require 

imponad foods to meet the same siandard:! as doaesiic fbods. their approaches zo 

enforcing these reqiiirements differ. By the Inspection Service places ihe 

principal burden of safety on the exponing countries by allowing import<? only frQ!:» 

those countries u-iih food safety sysiems ii deems lu be equivalent lo the U.S. «y2t&rr. 

FDA. larking such leg^ authority, allows fbod iaporu from almosc any coixntry and 

lAkes on the burden of ensuring the safety of imponed foods a^ they arrive at U.S. 

ports ox flntr>'. Kelymg solely on port-of̂ encry inspections lo detect and prevent 

DRAFT 
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unsafe foods is Ineffective, giv̂ n chat vl • Lhis approach does not ensure cS-ir food̂  .̂r;:-

produeed under proper conditions and i'2i F D A currently inspeccs less ĥan 2 peri:enc 

of all foreign shipznenia. 

The In$pe«don Service and FOA are not deploying their inspection resources LO 

maTiTnyif" advantage. The Inspection Service focuses its inspection and testing 

resources on shipments from exporting firms with a history of violations, such as 

contamination, processing defects, and incorrect or missing shipping labels. However, 

many of the violations, such aa the incorrect or missing shipping labels, bear little 

relationship to food safety. Using available data en health-related risks from 

shipments that do not meet U.S. standards could help the Inspection Service focus 

more closely on the imports posing the greater risks. FDA*8 azmual workplan does 

not set dear or achievable priorities fer conducting inspeetioBa. For example, in fiscal 

year 1997, FDA only conducted half of the planned imported food inspections in its 

workplan because other activities, such as investiĵ ations of emergencies and 

consiuner complaints took priority, Furthermore, FDA does not make health risk 

data readily available to guide inspectors' selertioaa. In addition, when making 

decisions on which shipments to inspect, FDA reliea on importers' descriptions of 

flhipmeot oonteata, i ^ c h are often ineorrect. As a reault̂ r̂eaourcaa may not be 

focused on iinportad feoda posing the greatest safety risk. 

FDA's pmcedurea for fr«»"ing that unsafe imported fbods do not reach U.S. 

eonsumcTB are vulnerable to abuse by unscrupulous importera. For example, FDA 

automatically detains ahipmenta when the exporting firm has a history of violations. 

However, FDA allows importers to select the laboratories tha,t perform sampling and 

analysis that it accepts as proof of safety. For other shipments, importera retain 

control of the goods while FDA decides whacher to inspect the shipment or while tests 

are being conducted on it. In some eases, when FDA decides to inspect a shipment. 

DRAFT 
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ih* importers have already marketed the goods. In other cases, when FDA finds j 

contammauon and calls for importers to return shipments to the Customs Service f<T 

destruction or reexport, importers ignore this requirement or are found to have 

substituted other goods for the original shipment- Such cases of noncompliance 

seldom result in a significant penalty. 

FHA'a AbflitV to Ptflteiit U.a 

The Inspection Service has the statutory authority to require the exporters of meat 

and poultry products to have food safety systems equivalent to syatcms in the United 

States. In enforcing this requirement, the Inspection Serrice has datermined th t̂ 37 

countries have food safety systems equivalent to the United States' and are therefore 

eligible to export meat and poultry products to this country. (See app. II fer list of 

the eligible countries > FDA's authority, on the other hand, requires imported foods 

to meet U.S. standards, but FDA does not have the authority to require the exporting 

country to have an equivalent safety system in place. In 1997, administration 

initiatives on food safety proposed equivalency authority for FDA-

The Inipeccion Serriea has used equivalency anthority to shift the primary 

responsibility fcr food safety to the exporting country. In so doing, the agency can 

leverage ita rasouiosfl by reviewing exporting wuntries' compliance with U.S. 

requirements rather than by depending on nwourwintenaive port inspections. fPA^ 

i L - I L J Imil. Hill I " ' i ^ ' " " ^ " • • T ' m 
ensure that fixA'ift'ifi&i^-'Such an approach has been widely discredited by thfl 

United Nations Food and Agriculturt Organisation, an FDA Advisory Committee, and 

DRAFT 
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GAO i.* an effective protective measure bvjcauae. .i.tcong jtiwr :h:-»:.T. 

protiucia tested at the ports•of.enlr̂ • iu:iy not repreieni the Kcaltn M erj 

shipment- ¥he ind&ctiveneas of FDA'* approach is magnified by its inabilicv co keep 

pace with a rising level of imports. FDA's coverage of import shipment? ha» fallen 

from an estimated 8 percent in fiscal year 1992 to an estimated 1.7 percent in llical 

year 1997. 

ftgr^""* M*̂ *" Target 

Although both agencies use computer systems to screen each impart shipment and to 

help identify the import shipments reqinring inspector action, naithezCa^D^ has 

designed its system to take the best advantage of available data so that they can 

target those imparted foods poaing the greater health risks. The Inspection Service 

rehes primarily on the violation history of previous shipments from the exporting 

firm to target entries for inspector action, which may not always indicate the 

shipments more likely to pose health threats. For example, many violations, such as 

incorrect shipping labels, do not directly afiFect consumer safety. However, 

information is available on the relative health risks of specific typea of imported 

foods, such as ground or deboned beef, 

FDA's Byetan fer aelectang importa for examination reliea primarily on inspectors' 

judgment and FDA guidance and information to aid their dedsions are often lun 

useiuL FDA'a annual workplans which identify, among other things, the number of 

imported food inspections and tests each district is expected to conduct are supposed 

to guide inspectors' judgment, but the workplans are unrealistic because they do not 

set aside time for investigating emergencies and consumer complaints. Because the 

workplan activities are generally not attainable, inspectors said they are not useful 

6 
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.vh#n. -njkiflf mspevtion axid - estinf ieci*ion.v Tn addition, f DA'3 computer iysiam 

for screening imported food ahipmenis is not programmed to help inspectors 

effectively use laboratory test results, viohmon histories, and other information to 

identify shipments posing the greatest food safety risiks. Finally, the information 

identifying tha contents of imported food shipments is entered directly into FDA's 

computer system by importers, some of whom have an incentive to misrepresent their 

goods in the interest of avoiding inspectors' attention, FDA retrospectively verifies a 

sample of the importer-provided information, but although it frequently identifies 

errors it takes no corrective action when it discovers errors, ThuafFDA has no 

assurance that importera are accurately describing their goods and that FDA is 

identifying shipmencs that should be seruaiiixed. 

W,.ftknA«ftB ip Import ContrelaAlImB 

FDA and Customs hava histnricaily had problems stopping importera from 

distributing unsafe foods under FDA's jurisdiction. Recent investigations by Customs 

confirm that these problems conrinue. Neverthelesa, pcooaduTBS for controlling 

suspect shipments continue to permit importera to eaaily dreumvent tham. 

In particular, FDA does not maintain effective control over products it has 

automatically detained because of past violations. In lieu of requiring that these 

•ihipments be destroyed or reexported, FDA requires importera to establish that the 

consents are safe. As proof; {pA aUows them to pz«aeat privsta Ubomtoir test 

results to show that the shipment meets U.S. safety standards, ^wovar, tke a^ncy 

does not have guidalinas to omcral the seLectson of cfae aamples tasted by the private 

laboratories or to certify aeoaptaUe private labonitorMB to perform these tests. FDA 

has found numerous discrepancies between its teat results and those from private 

DRAFT 
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;;ib>-.riicone= for the same jhipaenw. •̂,;iCon:.> otT.c.n:.- jnd FD.A -r.̂ cvCMr? :oj.2 KtX.̂  

::iat '.Tiporters havt? wwn known c.; ihare 5h;pm#nEii ihit have bcon cerced is r.i;e 

aubsiiiacing ih«m for aamples of other ̂ fhipments. 

Unlike the Inspection Service, which controls the storage oi" imported fogds after they 

are presented for inspection until their release into U.S. domestic markets, fDA 

usually allows importara Co retain poaaassion of tiieir shipments until FDA and the 

Customa Service clear them fer entry into U S. commerce. According to FDA and 

Customs officials, imported food shipments under FDA'a jurisdiction ar» often not 

made avaiiabie for FDA inspection as required or are not properly diapoaed of when 

refused entry into U S. commerce. Customs and FDA inspectors have found many 

instances in which importers substituted safe products for inspection, rather than the 

actual imported products. In other instances, uapoctera substitute^ other products 

for destruction, rather than the actual imported products, when the tested products 

failed laboratnry tests. In each situation. FDA inspectors believe the original 

imported food was sold in U.S. markets and prcBumably eonaumed. 'A joint Custome-

FDA operation to test controls over foods at one port found that evasion was common. 

Evasion probably oocura becauae it is seldom effectively punished. While FDA and 

the Customs Service rely on the bonds presented by the importer aa the principal 

deterrent against noncompliance with laws. Customs' eelleetion of damages against 

violators by Customs ia uneven and uncertain. For example, at one port, the 

Customs Service collected about 2 percent of the damages originally assessed in '24 

cases in 1997. In pi«vious reports, GAO found that aveo if tho wnximnm damages 

hod been cnllscted the impocter would still have made a profit on the sale of the 

shipment. Thus the bonds do not represent an effective deterrent. 

RECQMMEWDATIONS 
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„ \ i - Os and As on GAO Report on Imported Foods 

'̂ îẑ  v̂ V̂ " 
\^hat are the GAO's findings re: imported foods? ^'^^b'^^ 

The GAO has afiBmed the Clinton Administration's conclusions that greater attention Z^"" 
should be paid to the safety of imponed foods. In panicular. the report recommends that ^ ^ 
Congress give FDA the authority to require foreign countries to have a safety system m ^ 
place equivalent to the U.S. system before those countries can export food t o ^ U.b, ( -
p l a c e C U U l v a J C i i i " 'vy v j . " - - . - / 1 U ) 

The Administration submitted such legislation to Congress earher this year. 

6> 
Q: is Congress moving to enact the legislation that the Administration has submitted to^^ 

give FDA greater authority over food imports? ^ys^ 

No hearings have been scheduled and this issue does not appear to be on the ^(^^ 
Congressional agenda for this year. 

Does FDA agree with the conclusions reached by GAO on the miported food issue? 

^k^lh^ major conclusion thai FDA needs additional authority is consistem with FDA's ^ 
(and the Administration's) past pronouncements about how to strengthen protection 
against unsafe foods imported into the United States, f ^ (Z) 

Are there some findings and recommendations that FDA disagrees wUh? 

Only relatively minor points. For example, the report notes that each year FD A plans to 
conduct a certain number of import inspections yet faUs short of those plans. The 
"workplan" is merely a way of targeting resources, not a mandatory exercise whose failure 
to car^ out to the letter will result in a threat to the public health. HDA does not expect 
to cany out 100% of the plan, as emergencies arise that pull staff off of routme duties. 

The report also notes that some importers illegally distribute imported foods into 
U.S. commerce and that FDA does not have adequate deterrent power to f rev^t 
that Do you agree with their recommendation that Congress g.ve FDA c.v.1 money 
penalty authority for these violations? 

A: Yes. FDA agrees with that recommendation, that CMPs would be an effective tool.. 

Q: Are imported foods safe? 

A In general yes. However, recent outbreaks of illness associated with imported and 
?oLt ic foods demonstrate that there is a problem and that the gov^ent needs to 
Z Z c food safety.; Cunent statistics on foodborne Ulness do not show conclusively that 
imported foods are rikier than domestic foods. 
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Q: What ,afe„ problems have been associated with imported food,̂  

• u J fXnHe occasional contamination with 
^. The same kinds of problems we see ̂ th ' ^ ^ ^ ^ l ^ ^ ^ ^ ^ ^ such as last year's 

nucrobiological. physical or chemica " . ^ J , ^ ^^^^ 
outbreak from raspbemes ^^"^^"^^S/^^"^^ Jtrac; and contain, 
outbreaks of foodbome disease and have been difficult 

Q: How does FDA inspect imported foods? 

A. under current law, which was odg,n* - - " ^ " o f ^ r j d ' f r s l t ^ l " ^ ^ ^ ^ the empowered to mspec* foods at .he bcrd̂ ô ^̂ ^̂ ^̂ ^̂ ^ 

rns"̂ ;̂f-Hrtrd;°̂  
is overwhelmed by the volume of imports. 

Q. How many imports come into the U.S. each year? 

, Since . . 0 , the volume..PÔ ^̂ ^̂ ^̂ ^ 
^ ^ ^ ^ ^ V Z ^ ^ r " ^ ^ ^ ™.ionty of those ^pons are foods 

Q: What does FDA inspect imported food for̂  

^vari=tyofthit,ssre,atedtosafety..pest̂ ^^^^^^^ 

to safety. 

Q. Ho« many inspector does .DA have a. the border to examine these imports7 

A There are over 300 ports of e«,y at which imponed f - f , ^ - ^ ^ J ^ T " 
* Ltodmg seaports, border emc, pomts and a,T.onŝ  ^ . ' ^ X lTfocused on food 

focused on foods). 

May 8, 1998 
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Talking Points on GAG Food Safely Report 
Friday, May 8, 1998 

* While our food supply remains among the world's safest, Americans are increasingly eating 
more food from around the world and we need to do all we can to ensure the safety of our food • 
supply from whatever source. 

+ Since taking office, the President recognized the importance of protecting the wholesomeness 
and safety of our food supply and launched a major cross-Departmem mitiative. The President 
has also called for an additional $50 million in his FY'99 budget for food safety. ($25 M would 
be for imports.) 

* The GAO report echoes the Administration's call to Congress to promptly pass legislation 
giving FDA greater authority to ensure the safety of imported foods,. 

le volume of imports having doubled in the past five years and anticipated to double 
again by the end of the decade, the Agency has long recognized that it needs greater authority 
and more resources and hopes this report is a catalyst for Congressional action. Moreover, many 
of GAO's recommendations minor solutions FDA has championed for more than a year. ^ 

(Quote given to the AP on 5/8: "Although the Agency has not seen the fmal report, it appears to 
echo the Administration's call to Congress to promptly pass legislation giving FDA greater 
authority to ensure the safety of imported foods. With the volume of food imports having 
doubled in the past five years, the Agency has long recognized that it needs greater authority and 
more resources and hopes this report is a catalyst for Congressional action. Moreover, many of 
GAO's recommendations minor solutions FDA has championed for more than a year") 

We are also sending you draft Qs and As. On Monday mormng. you will receive a one page 
statement from FDA and most likely a backgrounder that gets into more of the specifics. 



What safety problems have been associated With imported foods? 

^^T^ ĉtir foods-occasional contamination with 
A. The same kinds of problems we see with ̂ ^^^^^^^^^^^^ such as last year's 

microbiological, physical or chemical ^^'^^^^^spll have caused major 
outbreak from raspbemes contaming the ^^^^^^^^^^^^^^ contain, 
outbreaks of foodbome disease and have been difficult 

Q How does FDA inspect imported foods? 

, Undercurrentla«,which™n^^^^^^^^^^^ 

empowered to inspect ''"'^^^^^^^ „eU earUer in the century, when food 

S s w r r S ^ ^ f t ^ H i r ^ ^ ^ ^ ^ 
is overwhelmed by the volume of imports. 

Q. How many imports come into the U.S. each year? 

. Sinceimtbevolumeofimponsof^^^^^^ 

(rô  o t i T S T h l l i - t y of those Sports are foods 

Q: What does FDA inspect imported food for ' 

A- A variety of things related to safety-pesticides 'jSj™^̂ ^̂ ^̂ ^̂  color 

Sd£'t̂ rsT;̂ sri=:r̂ ^̂  
Q: 

to safety. 

HOW many inspectors does FDA have a. the border, to examine these imports? 

There are over 300 potts of entty at which .mpo.ed ̂ -ds ^ v ^ — 
including seaports, border enliy pomts and aiiTortŝ  ta 1J , ^ ^ ^ ^ 

'-:rMor̂ ^̂ rin=—̂ ^̂ ^̂  
focused on foods). 

Mays, 1998 
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Qs and As on GAO Report on Imported Foods 

Q: What are the GAO's findings re: imported foods? 

A- The GAO has affinned the Clinton Administration's conclusions that greater attention 
should be paid to the safety of imported foods. In particular, the report recommends that 
Congress give FDA the authority to require foreign countries to have a safety system m 
place equivalent to the U.S. system before those countries can export food to the U S, 
The Administration submitted such legislation to Congress earlier this year. 

Q: Is Congress moving to enact the legislation that the Administration has submitted to 
give FDA greater authority over food imports? 

No hearings have been scheduled and this issue does not appear to be on the 
Congressional agenda for this year. 

Q: Does FDA agree with the conclusions reached by GAO on the unported food issue? 

A- Yes The major conclusion that FDA needs additional authority is consistem with FDA's 
(and the Administration's) past pronouncements about how to strengthen protection 
against unsafe foods imported into the United States. 

Q: Are there some findings and recommendations that FDA disagrees whh? 

A Only relatively minor points For example, the report notes that each year FD A plans to 
condua a certain number of import inspections yet faUs short of those plans. The 
"workplan" is merely a way of targeting resources, not a mandatory exercise whose failure 
to cany out to the letter will result in a threat to the public health FDA does not expea 
to carry out 100% of the plan, as emergencies arise that pull staff off of routme duties. 

O- The report also notes that some importers illegally distribute imported foods into 
U.S. commerce and that FDA does not have adequate deterrent power to prevent 
that Do you agree with their recommendation that Congress g.ve FDA civil money 
penalty authority for these violations? 

A Yes. FDA agrees with that recommendation, that CMÎ s would be an effective tool.. 

Q: Are imported foods safe? 

A In general yes. However, recent outbreaks of illness associated with imported and 
domestic foods demonstrate that there is a problem and that the govemment needs to 
improve food safety. Cunem statistics on foodborne illness do not show conclusively that 
imported foods are riskier than domestic foods. 
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Q&A for GAO Report on Imported Foods 
May 11,1998 

What are the GAO's major findings regarding imported foods? 

The GAO affirmed the Clinton Administration's conclusions that greater attention should 
be paid to the safety of imported foods. In particular, the report states that "[i]n order to 
strengthen FDA's ability to ensure the safety of imported foods, GAO recommends that 
the Congress require food eligible for import to the United States, not just meat and 
poultry, be produced under equivalent food safety systems." The Administration 
submitted legislation to Congress earlier this year which addresses this concern. The 
major conclusion that FDA needs additional authority is fiilly consistent with the 
Administration's position about how to strengthen protection against unsafe foods 
imported into the United States. 

Q: The report also notes that some importers illegally distribute imported foods into 
U.S. commerce and that FDA does not have adequate deterrent power to prevent 
those imports. Does the Administration agree with GAO's recommendation that 
Congress give FDA civil money penalty authority for these violations? 

A: Yes, FDA agrees with the recommendation that civil monetary penalties would be an 
effective tool. 

Q: What does the Administration's legislation do? 

A: This legislation ensures that FDA will refuse imports of any food regulated by the FDA, 
including fruits and vegetables, from any country or facility that does not meet U.S. food 
safety requirements or otherwise achieve the level of protection required. The legislation 
also permits FDA to consider refusal of inspection as a factor in halting imports from a 
facility or country. In essence, it would do exactly what the GAO says is necessary to 
ensure the safety of imported food. 

Q: Is Congress moving to enact the legislation that the Administration has submitted to 
give FDA greater authority over food imports? 

A: No hearings have been scheduled, and this issue does not appear to be on the 
Congressional agenda for this year. The President today called on Congress to take action 
on this legislation. 

Background Ouestions and Answers: 
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Office caWsjfof the Food and The/Teport to be released today by the General Accounting . 
Drug Adrmnistration be giveff-tli^jauthority tOH=eqtltre that food eligible for import to the United 
States be produced under food safety systems eooontiaHf̂ cquivater 
United States. This report should .ftc^ further confirmation of the need for Congress to promptly 
pass l«gi^toT»fi( the Safety of Imported Food Act, which I called for in October 1997, and bas-
bp̂ gn intrndiirgfl hy Senators Mikulski and Kennedy, and Representatives Eshoo and Pallone/u*>/i- \ulv«iu«i.. 
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This important legislation.will ensure that the FDA denies the entry of imports of fruits, 

vegetables, or other food from a foreign country or facility that does not meet U.S. food safety 
requirements or otherwise achieve the level of protection required/ It will give FDA the 
authority it urgently needs, comparable to USDA's existing authority to prevent the importation 
of unsafe meat and poultry, to protect the safety of the food Americans eat. 

I have taken several/further steps to begin implementing standards to ensure the safety of 
imported food. My FY '9;9 budget committed approximately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in order to implement the pending 
legislation. In March or this year I released a report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture, and in cooperation with the 
agricultural community, will develop '̂guidance on good agricultural and manufacturing 
practices^J^ i-U«V t̂ x̂̂ V— .̂-̂ -yS ^ " " ^ 4.t-t^\V\^ OAA.'I- (̂ .̂-tyiiiA p^^i ^ t M ' X 

v Z ^ t _ ^ 
I -want ty atroos that |here is no more important task our government faces than ensuring 

the safety of tlie American food supply. That is why last year I announced my comprehensive 
new initiative, "Food Safety from Farm to Table ~ which detailed a comprehensive program 
including sy/veillance, outbreak response, education and research. The Safety of Imported Food 
Act is another vital step in working to protect the safety of all the food Americans eat, and 1 urge 
you to pass it promptly. 

Sincerely, 
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Q: Why did your Administration propose new legislation? 

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, the chances are that there are 400 or more items in 
the produce section and they are there all year round. Last year, 38 percent of the fruit 
and 12 percent of the vegetables Americans ate were imported. 

We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, and our nation's health experts tell us we will live longer, better quality lives 
as a result. Our environment is also changing. We are finding "new" exotic bugs such as 
cydospora and E. coli 0157:H7 on our food that once were not there. 

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

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 to ensure that foreign fruits and vegetables meet U.S. food 
safety requirements or otherwise achieve the level of protection required. 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: What steps is the Administration taking to improve food safety? 

A: Last year we launched a new Presidential food safety initiative, and added more than $40 
million to the FY '98 budget. With that money we started putting in place new 
science-based preventive systems to improve the safety of seafood, meat and poultry and 
began work on a new early warning system to help detect and respond to outbreaks of 
foodborne illness. This year, our budget seeks an even more substantial increase in 
resources, $101 million, to improve food safety. The resources will go to a variety of 
initiatives, including: giving FDA authority to prevent the import of produce from 
countries without safety precautions equivalent to our own; hiring FDA inspectors to 
improve the safety of our nation's fruits and vegetables, both domestic and imported; 
developing new ways for federal inspectors to detect food-bome illnesses in meat and 
poultry and determine the source of contamination; improving educational outreach on 
proper food handling; and further expanding our early warning system and strengthening 
state surveillance activities for foodborne illnesses. 



Proposal Would Bar Food 
Exported by Some Nations 
Accounting Office Seeks to Prevent Illi 

By TIM WEINER 
WASHINGTON, May 10 - Federal 

investigators are calling on the Unit­
ed States to stop importing food from 
nations that do noi meet American 
health and safety standards. They 
say the Clinton Administration and 
Congress have failed to create a sys­
tem to prevent imponed food-bome 
diseases from sickening and killing 
people. 

The tact that booming global Im-
ports have overwhelmed Federal ef-
fons to protect the public against, 
food-borne disease is well-recog-
niied, say investigators from the 
General Accounting Office. So is the 
tact that the present system of stop̂  
ping tainted food at the nation's bor-: 
ders is outdated and ineffective, a 
new repon by the agency said. And 
scientists are seeing, outbreaks 
caused by little known pathogens, 
like a dimly understood parasite 
called cydospora, which sickened 
about 2,500 Americans who ate im. 
ported Guatemalan raspberries in 
the last two years. 

One solution is to demand that 
foreign nations create food-safety 
systems that meet American stand-
ards, said the accounting office, the 
investigatory arm of Congress. But 
Federal officials fear this would dis­
rupt trade, and have not made that 
demand. 

Federal scienUsts are recognUing 
that "free trade may present prob-
lems that are associated with food 
poisoning," said Dr. Marguerite A. 
NeUl, a member of a Federal food, 
safety advisory board. But what 
American officials see'as a safety 
issue, foreign nations see as a tree, 
trade Issue. And tree trade, with the 
billions of dollars of commerce it 
brings to exporting and importing 
nations, may have the power to 
trump food safety when it comes to 
laws and regulations, some Federal 
scientists said. 

Most of the food imported to the 
United States Is wholesome. Con-
sumers, knowing that fresh produce 
Is good for their health, can now buy 
reasonably priced fruits and vegeta­
bles imported from around the 
worid. reganlless of the season and 
without ill effect 

In 1993, the Food and Drug Admin­
istration, citing "enormous inetfi-
ciencies in the current food-protec­
tion system" and the problems posed 
by ever.increasing food imporis 
asked the Clinton Administration for 
the power to bar fruits, vegetables, 
grains, fish and other food from a 
country with an Inferior food-safety 
system. 

The Department of Agriculture 
has that power over imported meat 
and poultry. The power is called 
equivalency — requiring a country 
that exports food to have a food-
safety system equal to that ol the 
United States. Last year, the Clinton 
Administration, in the heat of the 
battle to win "fast-track" free-trade 
authority, proposed giving the F.D.A 
the power to demand equivalence. 

But nothmg has happened on that 
front — not by executive order, not 
by legislation. 

The General Accounting Office, In 
its new report on the flawed Federal 
food-safety system,to be published 
this week, recommended that "Con­
gress require all foods eligible for 
import to the United States, not just 
meat and poultry, to be produced 
under equivalent food safety svs-
tems. 

But senior Federal food safety offi­
cials disagreed with that recommen-
daiion, arguing that "such manda­
tory authority would disrupt trade if 
implemented at one time," the re­
port said. F.D.A. officials now believe 

nesses 
that the authority should be discre­
tionary, not mandatory, the report 
said. 

The Centers for Disease Control 
and Prevention has confirmed thou-' 

. sands of cases of people sickened by 
pathogens in fruits and vegetables 
imponed from abroad in recent; 
years. These diseases may be caused 
by polluted water used to irrigate' 
fields, poor sanitary practices at̂  
warehouses, a lack of regulation by; 
ineffective governments or other 

', factors. 1 
Some food growers say that the,' 

risks from imports are insignificant,' 
and that the Centers for Disease Con-' 
trol has exaggerated them. ; 

But roughly 99 percent of food-j 
bome diseases are never traced to' 
their source, the C,D,C. said, so the' 
actual number of illnesses or deaths; 
attributable to Imported food-bome; 

Free trade tests the 
country's system of 
protecting its food 
from disease. 

disease is unknown. The number is 
probably far greater than, for exam.̂  
pie, the number of Americans In.j 
jured or killed by terrorism abroad.' 
Overall, the centers said, domestic' 
and imported food.bome disease, 
kills thousands of Americans and, 
sickens millions, perhaps tens of mil.' 
lions, every year. I 

The F.Dj^.'s Inspectors test an̂  
ever^jwindling fraction of the 30 bll-; 
lion tons of food now Imponed Into' 
the United States. The responslbi|.| 
ities of individual inspectors have; 
Increased, but their resources have' 
dwindled. ; 

The agency Inspects less than 2! 
percent of foreign food shipments,! 
down from 8 percent In 1992. In 1997,' 
it conducted only half the inspections i 
it planned to conduct. The system of | 
inspecting foods where they enter' 
the United Slates is an anachronism. ' 
an F.D.A. advisory panel reported! 
seven years ago. 

In any case, the Inspections cannot' 
detect some (ood-borne pathogens in- ^ 
troduced abroad by unhealthy links : 
in the chain of imported food. And' 
unscrupulous importers can easily' 
circumvent the hispection system;! 
according to the report by the ac-' 
counting office. 

Senator Susan Collins, Republican ! 
of Maine, requested the report and 
will hold the first of four Senate,' 
hearings on the food-safety system-
this week. She called the report "a' 
serious indictment that raises very 
alarming concerns." 

Ms. Collins said Americans ate 
more than $33 billion of imported 
foods in 1996, an increase of almost 
50 percent over 1990 Imports. While 
food imports were booming, she said; 
F.D.A. inspections of those foods; 
were declining, a situation she called 
"an Invitation to trouble." The nation 
now spends Jl billion trying to pro-' 
tect the safety of the food supply, bur 

may not be spending the money wise-! 
ly, she said. ; 

"Congress can strengthen the law* 
and it should," Ms. Collins said. "I'nv 
not certain yet what direction we're! 
going, but we need more Inspectors.' 
and we need a better system too, a' 
system that will allow consumers to! 
be confident in the safety of the food! 
they eat." 

0 0 
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PRESIDENT CLINTON ANNOUNCES INITIATIVE TO ENSURE THE SAFETY OF 
IMPORTED AND DOMESTIC FRUITS AND VEGETABLES 
October 2, 1997 

Today President C l i n t o n w i l l announce an i n i t i a t i v e t o upgrade domestic 
food s a f e t y standards and t o ensure t h a t f r u i t s and vegetables coming 
from overseas are as safe as those produced i n the United States. The 
President w i l l ask Congress t o enact l e g i s l a t i o n t h a t w i l l r e q u i r e the 
Food and Drug A d m i n i s t r a t i o n (FDA) t o h a l t imports of f r u i t s , vegetables 
and other food products produced i n countries t h a t do not meet U.S. 
food s a f e t y requirements. The President w i l l d i r e c t the Department of 
Health and Human Services (HHS) and the Department of A g r i c u l t u r e (USDA) 
to work c o o p e r a t i v e l y w i t h the a g r i c u l t u r a l community t o develop 
guidance on good a g r i c u l t u r a l and manufacturing p r a c t i c e s f o r f r u i t s 
and vegetables. 

Enhanced FDA Oversight f o r Imported Foods. The President w i l l send 
l e g i s l a t i o n t o Congress t h a t w i l l r e q u i r e the FDA t o h a l t imports of 
f r u i t s , vegetables and other food products from any f o r e i g n country 
w i t h food s a f e t y systems and standards t h a t are not on par w i t h those 
of the United States. The l e g i s l a t i o n also w i l l r e q u i r e the FDA t o 
h a l t imports from countries or f a c i l i t i e s t h a t do not allow FDA 
ins p e c t i o n s t o occur. This l e g i s l a t i o n -- comparable t o e x i s t i n g law 
t h a t requires the USDA to h a l t the i m p o r t a t i o n of meat and p o u l t r y from 
such c o u n t r i e s -- w i l l enable the FDA to prevent the i m p o r t a t i o n of 
p o t e n t i a l l y unsafe f o r e i g n produce. The President w i l l also commit t o 
p r o v i d i n g the necessary funds i n his F i s c a l Year 1999 budget t o enable 
the FDA t o d r a m a t i c a l l y expand i t s i n t e r n a t i o n a l food i n s p e c t i o n force. 
With t h i s g r e a t l y increased a b i l i t y t o inspect food s a f e t y conditions 
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abroad and at p o i n t s of ent r y , the FDA w i l l be able t o make e f f e c t i v e 
use of i t s new a u t h o r i t y . 

Development of Guidance on Good A g r i c u l t u r a l and Manufacturing 
P r a c t i c e s . The President w i l l d i r e c t the Secretary of Health and Human 
Services, i n p a r t n e r s h i p w i t h the Secretary of A g r i c u l t u r e and i n 
cooperation w i t h the a g r i c u l t u r a l community, t o develop guidance on 
good a g r i c u l t u r a l and manufacturing p r a c t i c e s w i t h i n one year. This 
guidance w i l l take i n t o account d i f f e r e n c e s i n both crops and regions 
and w i l l address p o t e n t i a l food s a f e t y problems throughout the food 
pro d u c t i o n and d i s t r i b u t i o n system such as s a n i t a t i o n , worker h e a l t h , 
and water q u a l i t y . The guidance — the f i r s t - e v e r s p e c i f i c s a f e t y 
standards f o r f r u i t s and vegetables — w i l l improve the a g r i c u l t u r a l 
and manufacturing p r a c t i c e s of a l l those seeking t o s e l l produce i n 
the U.S. market. To ensure t h a t t h i s guidance has the widest p o s s i b l e 
e f f e c t , the President w i l l also d i r e c t the FDA and USDA t o develop 
coordinated outreach and educational a c t i v i t i e s . 

Improvement of Monitoring and Inspection A c t i v i t i e s Abroad. I n 
a d d i t i o n t o committing s u b s t a n t i a l resources t o expand the FDA's 
i n t e r n a t i o n a l food i n s p e c t i o n force, the President w i l l d i r e c t the 
Secretaries of Health and Human Services and A g r i c u l t u r e t o r e p o r t 
w i t h i n 90 days on how to improve the monitoring of a g r i c u l t u r a l 
and manufacturing p r a c t i c e s abroad, t o a s s i s t f o r e i g n c o u n t r i e s t o 
improve these p r a c t i c e s where necessary, and to prevent the i m p o r t a t i o n 
of unsafe produce. The President w i l l urge c o n s i d e r a t i o n of ways t o 
t a r g e t i n s p e c t i o n and t e s t i n g toward those areas where problems are 
most l i k e l y t o occur. 

Clinton Aciministration Accomplishments In Improving Food Safety 

The President's announcement b u i l d s on a strong record of food s a f e t y 
i n i t i a t i v e s , ensuring t h a t Americans eat the safest possible food. The 
A d m i n i s t r a t i o n has put i n t o place improved s a f e t y standards f o r meat, 
p o u l t r y and seafood products> and has begun the process of developing 
enhanced standards f o r f r u i t and vegetable j u i c e s . The A d m i n i s t r a t i o n 
also has expanded research, education and s u r v e i l l a n c e a c t i v i t i e s 
throughout the food s a f e t y system. 

* October, 1997. President announces new i n i t i a t i v e t o enhance FDA 
ove r s i g h t over imported foods and develop guidance on good a g r i c u l t u r a l 
and manufacturing p r a c t i c e s f o r f r u i t s and vegetables. 

* May, 1997. A d m i n i s t r a t i o n announces comprehensive new i n i t i a t i v e t o 
improve the s a f e t y of nation's food supply -- Food Safety from Farm t o 
Table -- d e t a i l i n g a $43 m i l l i o n food s a f e t y program, i n c l u d i n g 
measures t o improve s u r v e i l l a n c e , outbreak response, education, and 
research. 
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* January, 1997. President announces new Early-Warning System t o 
gather c r i t i c a l s c i e n t i f i c data t o help stop food borne disease 
outbreaks q u i c k l y and t o improve prevention systems f u r t h e r . 

* August, 1996. President signs Safe Drinking Water Act of 1996. The 
law requires d r i n k i n g water systems t o p r o t e c t against dangerous 
contaminants l i k e Cryptosporidium, and gives people the r i g h t t o know 
about contaminants i n t h e i r tap water. 

* August, 1996. President signs Food Q u a l i t y P r o t e c t i o n Act of 1996, 
which streamlines r e g u l a t i o n , of p e s t i c i d e s by FDA and EPA and puts 
important new p u b l i c - h e a l t h p r o t e c t i o n s i n place, e s p e c i a l l y f o r 
c h i l d r e n . 

* J u l y , 1996. President C l i n t o n announces new re g u l a t i o n s t h a t 
modernize the nation's meat and p o u l t r y i n s p e c t i o n system f o r the 
f i r s t time i n 90 years. New standards help prevent E . c o l i b a c t e r i a 
contamination i n meat. 

* December, 1995. A d m i n i s t r a t i o n issues new rules t o ensure seafood 
s a f e t y . U t i l i z e s HACCP r e g u l a t o r y programs t o req u i r e food i n d u s t r i e s 
t o design and implement preventive measures and increase the 
i n d u s t r i e s ' r e s p o n s i b i l i t y f o r and c o n t r o l of t h e i r s a f e t y assurance 
a c t i o n s . 

* 1994. CDC embarks on s t r a t e g i c program t o detect, prevent, and 
c o n t r o l emerging i n f e c t i o u s disease t h r e a t s , some of which are food 
borne, making s i g n i f i c a n t progress toward t h i s goal i n each 
successive year. 

* 1993. Vice-President's National Performance Review issues r e p o r t 
recommending government and i n d u s t r y move toward a system of pr e v e n t i v e 
c o n t r o l s . 

I 1111111- i i i 

To comment on this service: feedback&ymw. whitehouse. gov 
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES THE 
SECRETARY OF AGRICULTURE 

THE WHITE HOUSE 

Of f i c e of the Press Secretary 

For Immediate Release October 2, 1997 

October 2, 1997 

MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES 
THE SECRETARY OF AGRICULTURE 

SUBJECT: I n i t i a t i v e t o Ensure the Safety of Imported and Domestic 
F r u i t s and Vegetables 

American consumers today enjoy the safest food supply i n the world, and 
I am proud of my Admi n i s t r a t i o n ' s record i n t h i s area. We have taken 
s i g n i f i c a n t steps t o ensure t h a t we maintain the safest food p o s s i b l e . 
We have put i n place improved s a f e t y standards f o r meat, p o u l t r y , and 
seafood products, and we have begun the process of developing enhanced 
s a f e t y standards f o r f r u i t and vegetable j u i c e s . We have also expanded 
research, education, and s u r v e i l l a n c e a c t i v i t i e s through coordinated 
e f f o r t s of a l l agencies involved i n food s a f e t y issues. Together, 
these measures w i l l g r e a t l y improve the s a f e t y of the Nation's food 
supply. 

We need t o b u i l d on these e f f o r t s , and today I ask you t o do so by 
focusing on the s a f e t y of f r u i t s and vegetables. Although the produce 
Americans eat i s very safe, we can and must do even b e t t e r , e s p e c i a l l y 
at a time when Americans are eating more f r u i t s and vegetables from a l l 
over the world. Last year, 38 percent of the f r u i t and 12 percent of 
the vegetables consumed by Americans came from overseas. We must 
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ensure t h a t f r u i t s and vegetables coming from abroad are as safe as 
those produced i n the United States, e s p e c i a l l y as we upgrade our own 
domestic standards. 

To help accomplish t h i s task, I plan t o send t o the Congress proposed 
l e g i s l a t i o n t h a t w i l l r e q uire the Food and Drug Aciministration (FDA) t o 
h a l t imports of f r u i t s , vegetables, or other food from any f o r e i g n 
country whose food s a f e t y systems and standards are not on par w i t h 
those of the United States. This l e g i s l a t i o n , which w i l l be s i m i l a r 
t o e x i s t i n g law r e q u i r i n g the USDA t o h a l t the i m p o r t a t i o n of meat 
and p o u l t r y from such co u n t r i e s , w i l l enable the FDA t o prevent the 
i m p o r t a t i o n of p o t e n t i a l l y unsafe f o r e i g n produce. My F i s c a l Year 1999 
budget w i l l provide the necessary funds t o enable the FDA t o expand 
d r a m a t i c a l l y i t s i n t e r n a t i o n a l food i n s p e c t i o n force. With t h i s 
g r e a t l y increased a b i l i t y t o inspect food s a f e t y conditions abroad and 
at p o i n t s of en t r y , the FDA w i l l be able t o determine when t o h a l t the 
i m p o r t a t i o n of f r u i t s and vegetables from f o r e i g n c o u n t r i e s . 

Today, I hereby d i r e c t two a d m i n i s t r a t i v e actions t h a t w i l l b e t t e r 
ensure the s a f e t y of f r u i t s and vegetables coming from abroad, while 
c o n t i n u i n g t o improve the s a f e t y of domestic produce. 

F i r s t , I d i r e c t the Secretary of Health and Human Services, i n 
pa r t n e r s h i p w i t h the Secretary of A g r i c u l t u r e and i n close cooperation 
w i t h the a g r i c u l t u r a l community, t o issue w i t h i n 1 year from the date 
of t h i s memorandum, guidance on good a g r i c u l t u r a l p r a c t i c e s and good 
manufacturing p r a c t i c e s f o r f r u i t s and vegetables. This guidance 
should address ways t o prevent p o t e n t i a l sources of contamination, 
should take i n t o account d i f f e r e n c e s i n both crops and regions, and 
should address food s a f e t y issues throughout the food production and 
d i s t r i b u t i o n system. By p r o v i d i n g the f i r s t - e v e r s p e c i f i c s a f e t y 
standards f o r f r u i t s and vegetables, the guidance w i l l improve the 
a g r i c u l t u r a l and manufacturing p r a c t i c e s of a l l those seeking t o s e l l 
produce i n the U.S. market. To ensure t h a t t h i s guidance has the 
widest p o s s i b l e e f f e c t , I also d i r e c t the development of coordinated 
outreach and educational a c t i v i t i e s . 

Second, I d i r e c t the Secretary of Health and Human Services and the 
Secretary of A g r i c u l t u r e , t o repo r t back t o me w i t h i n 90 days from the 
date of t h i s memorandum w i t h a status report and complete schedule f o r 
the good a g r i c u l t u r a l and manufacturing p r a c t i c e s , and a plan on how 
to improve the monitoring of a g r i c u l t u r a l and manufacturing p r a c t i c e s 
abroad, t o a s s i s t f o r e i g n countries t o improve those p r a c t i c e s where 
necessary, and t o prevent the im p o r t a t i o n of unsafe produce, i n c l u d i n g 
by d e t e c t i n g unsafe food at the dock or border. I e s p e c i a l l y urge you 
to consider the best ways t o t a r g e t i n s p e c t i o n and t e s t i n g toward those 
areas where problems are most l i k e l y t o occur. 

I n a d d i t i o n t o t a k i n g these a c t i o n s , you should accelerate whatever 
food s a f e t y research i s necessary to support them. You should also 
c a l l upon the Environmental P r o t e c t i o n Agency, the Department of Labor, 
and other agencies as necessary to provide you w i t h assistance i n 
achieving t h i s goal. These steps, taken together and i n c o o r d i n a t i o n 
w i t h the proposed l e g i s l a t i o n I w i l l send to the Congress, w i l l improve 
the s a f e t y of f r u i t s and vegetables f o r a l l Americans. 
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REMARKS BY THE PRESIDENT 
ON FOOD SAFETY REGULATIONS 

The Rose Garden 

10:59 A.M. EDT 

THE PRESIDENT: Thank you, Mr. Vice President, Secretary 
Shalala, Deputy Secretary Rominger, Cathie Woteki, Dr. Friedman, a l l 
the representatives of the groups t h a t have helped us come t o t h i s 
day. 

Our government made a fundamental promise t o the American people 
of a b o u n t i f u l and safe food supply way back at the beginning of t h i s 
century. I t i s a promise t h a t we have had to renew our commitment t o 
p e r i o d i c a l l y over the years, and a promise t h a t needed a l o t of work 
when I became President. From the day I took o f f i c e , I worked very 
hard t o honor t h a t commitment, t o make our food supply -- the world's 
s a f e s t -- even safer. 

I n 1993, the Vice President's n a t i o n a l performance 
review recommended an overhaul of our food s a f e t y procedures so t h a t 
we could use the best s c i e n t i f i c technology a v a i l a b l e i n i n s p e c t i o n 
methods, t o make sure t h a t we had put i n the best preventive c o n t r o l s 
t o keep our food supply the world's safest. 

Since then, we have taken major steps. We f i r s t put i n 
place rigorous new s a f e t y standards f o r seafood, meat and p o u l t r y 
products, throwing out archaic and i n e f f e c t i v e methods of i n s p e c t i o n 
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t h a t had not been updated f o r nearly a century. We've req u i r e d 
slaughterhouses t o t e s t f o r deadly E. C o l i and salmonella b a c t e r i a . 
We've begun developing new sa f e t y standards f o r f r u i t and vegetable 
j u i c e s . We've strengthened'Our system of guaranteeing t h a t our 
d r i n k i n g water w i l l remain safe, and improved p u b l i c h e a l t h 
p r o t e c t i o n s f o r p e s t i c i d e uses on food. And we brought a host of 
f e d e r a l agencies together t o boost food s a f e t y research, education 
and s u r v e i l l a n c e e f f o r t s around our nat i o n . I n so doing, we're using 
the world's best science t o help prevent food contamination tragedies 
before they happen, t o make sure our supply of food i s as safe as i t 
can be. 

Today, our food supply remains the world's s a f e s t , but 
we can't r e s t on those accomplishments. We have t o do more. At the 
time when Americans are eat i n g more and more food from around the 
globe, we must spare no e f f o r t t o ensure the s a f e t y of our food 
supply from whatever source. 

Today, I want t o t e l l you the new steps we're t a k i n g t o 
ensure t h a t our f r u i t s and vegetables, i n c l u d i n g those imported from 
other c o u n t r i e s , meet the highest h e a l t h and s a f e t y standards. 
F i r s t , I'm asking Congress t o give the Food and Drug A d m i n i s t r a t i o n 
the power and the o b l i g a t i o n t o ban the i m p o r t a t i o n of f r u i t s , 
vegetables and other foods from countries whose s a f e t y precautions do 
not meet American standards. This new law would be s i m i l a r t o a law 
t h a t already requires the United States Department of A g r i c u l t u r e t o 
keep meet and p o u l t r y from countries w i t h i n f e r i o r food s a f e t y 
systems out of our stores. 

I n my next budget, I w i l l provide enough funds t o ensure 
t h a t the FDA can f u l l y implement t h i s new l e g i s l a t i o n by d r a m a t i c a l l y 
expanding i t s i n t e r n a t i o n a l food i n s p e c t i o n force. With these 
e f f o r t s , we can make sure t h a t no f r u i t s and vegetables cross our 
borders, enter our p o r t s , or reach our dinner tables w i t h o u t meeting 
the same s t r i c t standards as those grown here i n America. Our food 
s a f e t y system i s the strongest i n the world, and t h a t ' s how i t ' s 
going t o stay. 

I'm also d i r e c t i n g the Secretary of Health and Human 
Services and the Secretary of A g r i c u l t u r e t o work together i n close 
cooperation w i t h the a g r i c u l t u r a l community t o develop the f i r s t - e v e r 
s p e c i f i c s a f e t y standards f o r the growing, processing, shipping and 
s e l l i n g of f r u i t s and vegetables. These standards w i l l address 
p o t e n t i a l food s a f e t y problems throughout the production and 
d i s t r i b u t i o n system, and t h e y ' l l improve the s a n i t a t i o n and s a f e t y 
p r a c t i c e s of a l l those seeking t o s e l l produce i n the United States 
market. 

I'm asking Secretary Shalala and Glickman t o re p o r t back 
t o me w i t h i n 90 days w i t h a complete schedule f o r developing these 
standards w i t h i n a year. I ' l l also ask them t o submit a 
comprehensive plan t o improve the monitoring of food s a f e t y programs 
abroad, t o help f o r e i g n countries upgrade t h e i r s a f e t y precautions 
and toughen food inspections at the border. 

Being a parent i s perhaps the toughest job i n the world. 
Our parents deserve the peace of mind t h a t comes from knowing the 
food they set before t h e i r c h i l d r e n i s safe. With today's new 
ac t i o n s , we can help make t h e i r jobs much easier. 
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And, again, l e t me thank a l l of those who were i n v o l v e d 
i n t h i s e f f o r t as I sign t h i s order. Thank you very much. 

(The order i s signed.) 

THE PRESIDENT: Thanks. (Applause.) 

Q Mr. President, w i l l you be using the l i n e item veto 

THE PRESIDENT: Excuse me? 

Q W i l l you be using the l i n e item veto on any of the 
a p p r o p r i a t i o n s b i l l s t h a t you've j u s t passed — t h a t you've j u s t 
signed? 

THE PRESIDENT: Well, l e t me say, I have received only 
-- I've received one memorandum f o r my s t a f f on one b i l l . And t h a t 
came i n l a t e l a s t n i g h t , so I haven't read i t . But I w i l l consider 
i t — as the b i l l s come i n , I w i l l ask f o r a review of the p o t e n t i a l 
uses by s p e c i f i c b i l l and make judgments as we go along. I have 
nothing t o r e p o r t a t t h i s time, because I have received only one 
memorandum and I haven't read i t . 

Q What about the census, s i r ? Do you have any 
concerns concerning the Commerce b i l l and the p a r t i c u l a r ways t h a t 
the money w i l l be used f o r the census? 

THE PRESIDENT: Well, my f e e l i n g i s t h a t we ought t o do 
the census as w e l l as we can. I don't t h i n k t h i s i s a complicated 
issue. The Nat i o n a l Science Foundation has recommended t h i s 
s t a t i s t i c a l sampling method. The man who d i d President Bush's census 
says t h a t i t ' s the only way to get the most accurate count. I j u s t 
want to do whatever the Census Bureau believes, the f u l l - t i m e 
p r o f e s s i o n a l s , b e l i e v e i s the most accurate t h i n g t o do. 

I t h i n k t h a t ' s a heavy c o n s t i t u t i o n a l r e s p o n s i b i l i t y we 
have, t o conduct a census t h a t i s as accurate as possible based on 
what the p r o f e s s i o n a l s say. This ought to be a p r o f e s s i o n a l , not a 
p o l i t i c a l judgment. And tha t ' s the p o s i t i o n I w i l l take throughout. 

Q Mr. President, d i d the Democratic Party send money 
t o the s t a t e s because of fe d e r a l e l e c t i o n law r e s t r i c t i o n s ? 

Q Mr. President, there are fresh f r u i t and vegetables 
producers t h a t are saying 

THE PRESIDENT: Well, wait a minute. I ' l l take both of 
them. Go ahead f i r s t . 

Q There are f r e s h f r u i t and vegetable producers t h a t 
are saying t h a t you're a c t i n g w i t h t h i s a c t i o n as the world food 
p o l i c e and t h a t your actions here today are unwarranted and th a t ' s 
going t o complicate the trade environment. 

THE PRESIDENT: Well, I hope i t doesn't complicate the 
trade environment. But, you know, i t seems to me t h a t we have no 
higher r e s p o n s i b i l i t y than t o p r o t e c t the h e a l t h and s a f e t y of our 
c i t i z e n s , and everyone who has been f o l l o w i n g a l l of your r e p o r t i n g 
over the l a s t four or f i v e years knows t h a t we have had con t i n u i n g 
challenges i n food s a f e t y . We have m i l l i o n s of people who get s i c k 
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every year. And we're not t r y i n g to u n f a i r l y t a r g e t f o r e i g n 
producers of food i n t o our market; we don't ask them t o meet any 
standards we don't meet. And indeed, i f you look at the actions of 
t h i s a d m i n i s t r a t i o n over the l a s t four years, when we s t a r t e d , I 
t h i n k you can make a compelling case t h a t we s t a r t e d working on 
thi n g s t h a t were problems coming out of the American market f i r s t . 
So I j u s t don't t h i n k t h a t ' s r i g h t . 

I don't want i t t o complicate the trade environment, but 
I'm not i n t e r e s t e d i n trade i n things t h a t w i l l make the American 
people s i c k . 

Q Mr. President, d i d the Democratic National 
Committee send money t o the states i n order t o get around the f e d e r a l 
spending l i m i t s t h a t went along w i t h accepting f e d e r a l money f o r the 
n a t i o n a l campaign, s i r ? 

THE PRESIDENT: I t ' s my understanding t h a t everything 
the Democratic National Committee d i d had the p r i o r approval of the 
lawyers. I f they cleared i t a l l i n advance, then i t was p e r f e c t l y 
l e g a l . And when t h i s issue was raised about a year ago, the exact 
issue, I b e l i e v e t h a t t h a t was c l a r i f i e d a t t h a t time. I'm sure t h a t 
they had l e g a l advice t h a t they followed, and I beli e v e the 

• Republicans sa i d t h a t they d i d some of the same things and also had 
p r i o r l e g a l clearance. 

Q Mr. C l i n t o n , do you t h a t Mrs. Reno -- she's been advised 
t o go forward w i t h the 90-day i n v e s t i g a t i o n i n t o the f u n d r a i s i n g 
c a l l s of the Vice P r e s i d e n t — and perhaps Mr. Gore would l i k e t o 
comment, too 

THE PRESIDENT: I t h i n k t h a t -

Q -- do you f e e l t h a t the 90-day i n v e s t i g a t i o n would 
be h e l p f u l ? 

THE PRESIDENT: Well, i f you read the s t a t u t e , she can 
consider c e r t a i n things i n the 90-day perio d t h a t are not p e r m i t t e d 
i n the 30-day period. But I t h i n k t h i s i s a l e g a l question and i t 
should be done based on an independent l e g a l review w i t h no pressure 
from the outside, from me or from anyone else. And th a t ' s the way I 
in t e n d t o keep i t , at l e a s t on my p a r t . 

Thank you. 

END 11:09 A.M. EDT 
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES 
THE SECRETARY OF AGRIOn^TURE 

StraJECT: I n i t i a t i v e t o Ensure the Safety of Imported 
and Domestic Fruits and Vegetables 

American consumers today enjoy the safest food supply i n 
the world, and I am proud of my Administration's record i n 
t h i s area. We have taken s i g n i f i c a n t steps t o ensure that 
we maintain the safest food possible. We have put i n place 
improved safety standards f o r meat, p o u l t r y , and seafood 
products, and we have begun the process oiE developing enhanced 
safety standards f o r f r u i t and vegetsQ^le j u i c e s . We have also 
expanded research, education, and surveillance a c t i v i t i e s 
through cooirdinated e f f o r t s of a l l agencies involved i n food 
safety issues. Together, these measures w i l l g r e a t l y improve 
the safety.of the Nation's food supply. 

We need t o b u i l d on these e f f o r t s , and today I ask you t o do so 
by focusing on the safety of f r u i t s and vegetables. Although 
the produce Americans eat i s very safe, we can and must do even 
better, especially at a time when Americans are eating more 
f r u i t s and vegetables from a l l over the world.. Last year, 
38 percent of the f r u i t smd 12 percent of the vegetables 
consumed by Americans came from overseas: Wei must ensure that 
f r u i t s euid vegetables coming from abroad are as safe as those 
produced i n the United States, especially as we upgrade our 
own domestic standards. 

To help accomplish t h i s task, I plan t o send t o the Congress 
proposed l e g i s l a t i o n that w i l l require the Food and Drug 
Administration (FDA) to h a l t imports of f r u i t s , vegetables, 
or other fobd from any fore i g n country whose food safety 
systems and st:andards are not on par w i t h those of the 
United States. This l e g i s l a t i o n , which w i l l be si m i l a r t o 
ex i s t i n g law re q u i r i n g the USDA to h a l t the importation o f meat 
and po u l t r y from such countries, w i l l enable the FDA to prevent 
the importation of p o t e n t i a l l y unsafe fo r e i g n produce. My 
Fiscal Yeiar 1999 budget w i l l provide the necessary funds t o 
enable the FDA t o expand dramatically i t s i n t e r n a t i o n a l food 
inspection force. With t h i s greatly increased a b i l i t y t o 
inspect food safety conditions abroad and at points of entry, 
the FDA w i l l be able t o determine when t o h a l t the importation 
of f r u i t s and vegetables from foreign countries. 

Today, I hereby d i r e c t two administrative actions that w i l l 
b e tter ensure the safety of f r u i t s and vegetables coming from 
abroad, while continuing t o improve the safety of domestic 
produce. 

more 



F i r s t , I d i r e c t the Secretary of Health and Human Services 
i n partnership w i t h the Secretary of Agriculture and i n close 
cooperation with the a g r i c u l t u r a l community, to issue w i t h i n 
1 year from the date of t h i s memorandum, guidance on good 
a g r i c u l t u r a l practices and good manufacturing practices f o r 
f r u i t s and vegetables. This guidance should address ways to 
prevent p o t e n t i a l sources of contamination, should take i n t o 
account differences i n both crops and regions, and should 
address food safety, issues throughout the food production and 
d i s t r i b u t i o n system. By providing the f i r s t - e v e r s p e c i f i c 
safety standards f o r f r u i t s and vegetables, the guidance w i l l 
improve the a g r i c u l t u r a l and manufacturing practices of a l l 
those seeking t o s e l l produce i n the U.S. market. To ensure 
tha t t h i s guidance has the widest possible e f f e c t , I also 
d i r e c t the development of coordinated outreach and educational 
a c t i v i t i e s . 

Second, I d i r e c t the Secretary of Health and Human Services 
and the Secretary of Agric u l t u r e , t o report back to me w i t h i n 
90 days from the date of t h i s memorandum wi t h a status report 
and complete schedule f o r the good a g r i c u l t u r a l and manufac­
t u r i n g practices, and a plan on how to improve the monitoring 
of a g r i c u l t u r a l and manufacturing practices abroad, t o assist 
f o r e i g n countries t o improve those practices where necessary, 
and t o prevent the importation of unsafe produce, in c l u d i n g by 
detecting unsafe food at the dock or border. I especially urge 
you t o consider the best ways t o target inspection and t e s t i n g 
toward those areas where problems are most l i k e l y t o occur. 

I n a d d i t i o n to t a k i n g these actions, you should accelerate 
whatever food safety research is. necessary t o support them. You 
should also c a l l upon the Environmental Protection Agency, the 
Department of Labor, and other agencies as necessary t o provide 
you w i t h assistance i n achieving t h i s goal. These steps, taken 
ttogether and i n coordination w i t h the proposed l e g i s l a t i o n I 
w i l l send to the Congress, w i l l improve the safety of f r u i t s 
and vegetables f o r a l l Americans. 

WILLIAM J. CLINTON 

# # # 
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THE PRESIDENT: Thank you, Mr. Vice President, Secretary 
Shalala, Deputy Secretary Rominger, Cathie Woteki, Dr. Friedman, a l l 
the representatives of the groups t h a t have helped us come t o t h i s 
day. 

Our government made a fundamental promise t o the 
American people of a b o u n t i f u l and safe food supply way back at the 
beginning of t h i s century. I t i s a promise t h a t we have had t o renew 
our commitment t o p e r i o d i c a l l y over the years, and a promise t h a t 
needed a l o t of work when I became President. From the day I •took 
o f f i c e , I worked very hard t o honor that commitment, t o make our food 
supply — the world's safest — even safer. 

I n 1993, the Vice President's national performance 
review recommended an overhaul of our food safety procedures so tha t 
we could use the best s c i e n t i f i c technology,available i n inspection 
methods, t o make sure that,we had put i n the best preventive controls 
t o keep our food supply the world's safes-t.. 

Since then, we have •taken major steps. We f i r s t put i n 
place rigorous new safety standards f o r seafood, meat and pou l t r y 
products, throwing out archaic and i n e f f e c t i v e methods of inspection . 
t h a t had not been updated f o r nearly a century. We've required 
slaughterhouses t o t e s t f o r deadly E. Coli and salmonella bacteria. 
We've begun developing hew safety standards for. f r u i t and vegetable 
j u i c e s . We've strengthened our system of guaranteeing t h a t our 
drink i n g water w i l l remain safe, and improved public health 
protections f o r pesticide uses on food. And we brought a host of 
federal agencies together t o boost food safety research, education 
and surveillance e f f o r t s around our nation. I n so doing, we're using 
the world's best science t o help prevent, food contamination tragedies 
before they happen, t o make sure our supply of food i s as safe as i t 
can be. 

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

Today, I want t o • t e l l you the new steps we're taking t o 
ensure t h a t our f r u i t s and vegetables, including those imported from 
other countries, meet the highest health and safety standards. 
F i r s t , I'm asking Congress t o give the Food and Drug Administration 
the power and the o b l i g a t i o n t o ban the importation of f r u i t s , 
vegetables and other., foods from countries whose safety precautions do 
not meet American standards. This new law would be s i m i l a r t o a law 
th a t already requires the United States Department of Ag r i c u l t u r e t o 
keep meet and p o u l t r y from countries w i t h i n f e r i o r food safety 
systems out of our stores. 

In my next,budget,^ I w i l l provide, enough funds t o ensure 
t h a t the FDA can f u l l y implement •this new'leigislation by dramatically 
expanding i t s i n t e r n a t i o n a l food inspection force. With these 
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efforts, we can make sure that no f r u i t s and vegetables cross our 
borders, enter our ports, or reach our dinner tables without meeting 
the same s t r i c t standards as those grown here i n America. Our food 
safety system is the strongest i n the world, and that's how i t ' s 
going to stay. 

I'm also directing the Secretary of Health and Human 
Services and the Secretary of Agriculture to work together in close 
cooperation with the agricultural community to develop the f i r s t -
ever specific safety standards fbr the growing, processing, shipping 
and selling of f r u i t s and vegetables. These standards w i l l address 
potential food safety problems throughout the production and 
distribution system, and t h e y ' l l improve the sanitation and safety 
practices pf a l l those seeking to s e l l produce in the United States 
market. 

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

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

And, again, l e t me thank a l l of those who were involved 
in t h i s . e f f o r t as I sign.this order. Thank you very much. 

(The order i s signed.) 

THE PRESIDENT: Thanks. (Applause.) 

Q Mr. President, w i l l you be using the line item veto 

THE PRESIDENT: . Excuse .me? 
Q Will you be using the line item veto on any of the 

appropriations b i l l s that you've just passed — that you've just 
signed? 

THE PRESIDENT: Well, l e t me say, I have received only 
— I've received one memorandum for my staff on one b i l l . And that 
came in late last night, so I haven't read i t . But I w i l l consider 
i t — as. the b i l l s come i n , I w i l l ask for a review of the potential 
uses by specific b i l l and make judgments as we go along. I have 
nothing to report at t h i s time>: because I have received only one 
memorandum and I haven't read i t . ' . 

Q What about •the census,' sir? Do you have any 
concerns concerning the Commei-ce b i l l and the particular ways that 
the money w i l l be used for the census? 

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

I think that's a heavy constitutional responsibility we 
have, to conduct a census that is as accurate as possible based on 
what the professionals say. This ought to be.a professional, not a 
p o l i t i c a l judgment. And that's the ppsj t;lon I w i l l take throughout. 

MORE 
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Q Mr. President, d i d the Democratic Party send money 
to the states because of federal e l e c t i o n law r e s t r i c t i o n s ? 

Q Mr. President, there are fresh f r u i t and vegetables 
producers t h a t are saying — 

THE PRESIDENT: Well, wait a minute. I ' l l •tiake both of 
them. Go ahead f i r s t . 

Q There are fresh f r u i t and vegetable producers that 
are saying t h a t you're acting w i t h t h i s action as the world food 
police and t h a t your alctions here today are unwarranted and that's 
going t o complicate the trade environment. 

THE PRESIDENT: Well, I hope i t doesn't complicate the 
trade environment. But, you know, i t seems t o me t h a t we have no 
higher r e s p o n s i b i l i t y than t o protect the health and safety of our 
c i t i z e n s , and everyone who has been fol l o w i n g a l l of your reporting 
over the l a s t four or f i v e years knows t'.i'&t we have had continuing 
challenges i n food safety.. We have m i l l i o n s of people who get sick 
every year. And we're not t r y i n g t o u n f a i r l y t a r g e t f o r e i g n 
producers of food i n t o our market; we dcn't ask them t o meet any 
standards we don't meet. And indeed, i f you look at the actions of 
t h i s administration over the l a s t four yaars, when we s t a r t e d , I 
t h i n k you can make a compelling case th a t we s t a r t e d working on 
things t h a t were problems coming out of the American market f i r s t . 
So I j u s t don't t h i n k that's r i g h t . 

I don't want i t t o complicate the trade environment, but 
I'm not interested i n trade i n things t h a t w i l l make the American 
people sick. 

Q Mr. President, d i d the Democratic National 
Committee send money t o the states i n order to get around the federal 
spending l i m i t s t h a t went along w i t h accepting federal money fo r the 
national campaign, s i r ? 

THE PRESIDENT: I t ' s my understanding t h a t everything 
the Democratic National Committee did,had the p r i o r approval of the 
lawyers. I f they cleared i t a l l i n advance, then i t was p e r f e c t l y 
l e g a l . And when t h i s issue was raised about a year ago, the.exact 
issue, I believe t h a t t h a t was c l a r i f i e d at t h a t time. I'm sure that 
they had l e g a l advice t h a t they followed, and I . believe the 
Republicans said t h a t they d i d some of the same things and also had 
p r i o r l e g a l clearance. 

Q Mr. Clinton, do you t h a t Mrs. Reno — she's been 
advised t o go forward with the 90-day i p v e s t i g a t i o n i n t o the 
fundraising (balls of the Vice President ~ and perhaps Mr. Gore would 
l i k e t o comment, too — 

THE PRESIDENT: I t h i n k t h a t — 

Q -- do you f e e l t h a t the 90-day i n v e s t i g a t i o n would 
be helpful? 

THE PRESIDENT: Well, i f you read the s.tatute, she can 
consider c e r t a i n things i n the 90-day period t h a t are not permitted 
i n the 3 0-day period. But I t h i n k t h i s i s a l e g a l question and i t 
should be done based on an independent le g a l review w i t h no pressure 
from the outside, from me or from anyone else. And that's the way I 
intend t o keep i t , at least on my part. 

Thank you. 

END 11:09 A.M. EDT 
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Questions and Answers on Food Safety 
January 19,1998 

Q: What steps is the Administration taking to improve food safety? 

A: Last year we launched a new Presidential food safety initiative, and added more than $40 
million to the FY '98 budget. With that money we started putting in place new 
science-based preventive systems to improve the safety of seafood, meat and poultry and 
began work on a new early waming system to help detect and respond to outbreaks of 
foodbome illness. This year, our budget will seek an even more substantial increase in 
resources to improve food safety. The resources will go to a variety of initiatives, 
including: giving FDA authority to prevent the import of produce from countries without 
safety precautions equivalent to our own; hiring FDA inspectors to improve the safety of 
our nation's fruits and vegetables, both domestic and imported; developing new ways for 
federal inspectors to detect food-bome illnesses in meat and poultry and determine the 
source of contamination; improving educational outreach on proper food handling; and 
further expanding our early waming system and strengthening state surveillance activities 
for foodbome illnesses. 

Q. A recent story revealed that USDA did not close down a plant despite 1,700 
violations. What are you doing to make sure our meat and poultry are safe to eat? 

A. We have to keep improving our food safety systems. And I am committing more 
resources than ever to the problem, and modernizing food safety for meat and fruits and 
vegetables and the water we drink. There are several important facts to remember in 
regard to this specific story. First, although the inspectors did not close the plant ~ and in 
my view that was a wrong decision ~ they did take actions to correct the plant's bad 
practices and to prevent all unsafe food they found from reaching the public. Second, 
those events occurred in 1996 ~ before my Administration began implementing the 
Hazard Analysis and Critical Control Point (HACCP) system for meat. Under this 
system, inspectors will document food safety violations; they will shut down the plant 
where there are repeat failures; and they will insist that the plant take a wide range of 
measures to prevent any future contamination before the plant can reopen. Finally, the 
Administration has asked Congress for additional enforcement authority to fine 
companies for violations of food safety standards. Currently, USDA can't fine companies 
that violate food safety standards. 
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Questions and Answers on Food Safety 
January 12,1998 

What steps will the Clinton Administration take to improve food safety? 

Last year we were able to increase spending on food safety by approximately $40 million. 
This year, our budget will seek an even more substantial increase in resources to improve 
food safety. The resources will go to a variety of initiatives, including: giving FDA 
authority to prevent the import of produce from countries without safety precautions 
equivalent to our own; hiring FDA inspectors to improve the safety of our nation's fruits 
and vegetables, both domestic and imported; developing new ways for federal inspectors 
to detect food-borne illnesses in meat and poultry and determine the source of 
contamination; improving educational outreach on proper food handling; and expanding 
CDC's surveillance activities for food-borne illnesses. 

Q. Is this a new issue for the Administration? 

A. No, our actions are part of a continuing effort that has seen real accomplishment every 
year: 

* October, 1997. President announces new initiative to enhance FDA oversight 
over imported foods and to develop guidance on good agricultural and manufacturing 
practices for truits and vegetables; to seek legislation to give FDA the same authority that 
USDA has to inspect imports; and to seek funds to greatly expand FDA's inspection 
force. 

* January, 1997. Administration announces comprehensive new initiative to 
improve the safety of nation's food supply detailing a $43 million food safety program, 
including measures to improve surveillance, outbreak response, education, and research. 

* 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. 
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* 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 govemment and industry move toward a system of preventive controls. 
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Q&A for Presidential Initiative to Improve the Safety of Imported Fruits and Vegetables 
October 10,1997 

Q: What did the Administration propose with regard to food safety? 

A: I proposed 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 fmits, vegetables, or other food from any foreign country 
whose food safety systems and standards are not on par with those of the U.S. I will back 
up this legislation by providing the necessary funds in my 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, I directed the Secretaries of Health and Human Services and Agriculture to 
take additional steps to improve the safety of both imported and domestic fmits and 
vegetables. Specifically, I asked the Secretaries to issue within one year guidance on good 
agricultural practices and good manufacturing practices for fmits and vegetables. By 
providing the first-ever specific safety standards for fmits 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. 

Q: Why is your Administration 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, 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 fmit 
and 12 percent of the vegetables Americans ate were imported. 

We have changed as well. Americans are eating more fresh fmits 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 
cydospora 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 fiirther improvements, and 
my actions accord with their recommendations. 

Q: Are you saying that imported produce is unsafe? 

A: There is no data indicating that imported fhiits and vegetables are more unsafe than 
domestic products. But some recent outbreaks of foodborne illness have been traced back 
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to imports and it is important that foreign fmits and vegetables be held to the same safety 
standards as American products. The steps we are taking today are adding additional 
layers of protection. I am 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 fmits and 
vegetables as well as to meat, poultry, and seafood. 

Q: Will foreign countries have to comply with Good Agricultural and Manufacturing 
Practices if they want to export fmits and vegetables to the U.S.? 

A: We expect that exporting countries will develop similar practices that address potential 
food safety problems in their countries for one simple reason: they want to be able to sell 
food in our market, and they want that food to be safe. 

We do not know whether a country that does not comply with the new guidance will be 
able to import fmits and vegetables into the United States. The answer to this question 
depends on the exact content of the guidance, as well as on intricate legal determinations 
regarding equivalency between different countries' food safety systems. What is clear is 
that the FDA will have to cut off" imports from countries that do not comply with existing 
legal standards applicable to domestic produce. 

Q. Doesn't this legislation impose trade barriers to food imports at a time when you are 
saying you want to lower them? Is this legislation consistent with free trade? 

A. This legislation is consistent with free trade 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. 

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. This is a part of my broad food safety agenda — my 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: My 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 well to ensure 
that countries with inferior safety standards can't import their meat and poultry. The FDA 
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should be able to mn a similarly effective system that inspects food safety systems and 
standards abroad and prevents imports from countries that do not provide the protections 
that the U.S. does. 



Clinton Administration Accomplishments In Improving Food Safety 

* October, 1997. President announces new inifiafive to enhance FDA oversight over 
imported foods and develop guidance on good agricultural and manufacturing practices for fmits 
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 crifical 
scientific data to help stop food borne disease outbreaks quickly and to improve prevention 
systems fiirther. 

* 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 Protecfion 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 mles 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 bome, making significant progress toward this 
goal in each successive year. 

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



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

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 
legislafion will require the FDA to halt imports of fmits, 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 internafional 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 sunmier. Today, no matter where you live in the United States, the 
chances are that there are 400 or more items in the produce section and they are there all 
year round. Last year, 38 percent of the fruit and 12 percent of the vegetables Americans 
ate were imported. 



We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, and our nation's health experts tell us we will live longer, better quality lives 
as a result. Our environment is also changing. We are finding "new" exotic bugs such as 
cydospora and E. coli 0157:H7 on our food that once were not there. 

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

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 inifiatives following the publicafion 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 fime, and this 
same initiafive 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 acfions were suggested by Commissioner Kessler years ago, but 
that no acfion 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 foodborne 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? 



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 effecfive 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 publicafion 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 legislafion 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 posifion 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 fmits and vegetables are more unsafe than 
domestic products. But some recent outbreaks of foodbome illness have been traced back 
to imports and it is important that foreign fmits 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 fmits 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 exisfing, 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 
Practices if they want to export fruits and vegetables to the U.S.? 

A: We expect that exporting countries will develop similar practices that address potential 
food safety problems in their countries for one simple reason: they want to be able to sell 
food in our market, and they want that food to be safe. 

We cannot yet know whether a country that does not comply with the guidance will be 
able to import fmits and vegetables into the United States. The answer to this question 
depends on the exact content of the guidance, as well as an intricate legal determinations 
regarding equivalency between different countries' food safety systems. What is clear is 
that the FDA will have to cut off imports from countries that do not comply with existing 
legal standards. And at the very least, the FDA will target countries that do not comply 
with the Good Agricultural and Manufacturing Practices for increased inspection and 
tesfing. 



Clinton Administration Accomplishments In Improving Food Safety 

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

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



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

Today President Clinton announced an initiative to ensure that fmits 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 Dmg Administration (FDA) to halt imports of fmits, 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 fmits, 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 inspecfions 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 fijnds 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 fmits and 
vegetables ~ will improve the agricultural and manufacturing practices of all those seeking to sell 
produce in the U.S. market. To ensure that this guidance has the widest possible effect, the 
President also directed the FDA and USDA to develop coordinated outreach and educational 
activities. 

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



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



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
and 

U.S. DEPARTMENT OF AGRICULTURE 
Washington, D.C. 

FEB 24 1998 

The Honorable William Jefferson Clinton 
The White House 
Washington, DC 20500 

Dear Mr. President: 

Attached is our report, as requested in your October 2, 1997 Directive, on progress made on the 
Initiative to Ensure the Safety of Imported and Domestic Fmits and Vegetables. The report is a 
synopsis of the progress we have made in providing Good Agricultural Practices and Good 
Manufacturing Practices guidance to domestic and international growers, harvesters, handlers, 
and transporters of fresh fmits and vegetables. 

The report also discusses our plans for extending existing programs in order to improve the 
monitoring of agricultural and manufacturing practices domestically and abroad, to assist 
domestic and foreign producers to improve those practices, where necessary, to prevent the 
distribution and importation of unsafe produce, and to accelerate research to support these 
activities. 

Sincerely, 

Donna E. Shalala 
Secretary of Health and Human Services 

)an Glickman 
Secretary of Agriculture 

Enclosure 



Initiative to Ensure the Safety of Imported and Domestic Fresh Fruits 
and Vegetables: Status Report 

Background 

American consumers enjoy one of the safest food supplies in the worid. However, over the last 
several years there has been an increase in reported outbreaks of foodbome illness associated with 
both domestic and imported fresh fmits and vegetables. In May 1997, as part of the President's 
Food Safety Inifiafive, the Department of Health and Human Services (DHHS), the Department of 
Agriculture (USDA), and the Environmental Protection Agency (EPA) sent to the President a 
report that idenfified produce as an area of concern. On October 2, 1997, President Clinton 
announced a new initiative to ensure that our fmits and vegetables, including those imported from 
other countries, meet the highest health and safety standards. 

The President called on Congress to give the Food and Dmg Administration (FDA) the authority to 
better assure that food imports meet exisfing United States food safety laws and regulations. 
Legislafion has been introduced in the House of Representatives that would enhance FDA's ability 
to ensure the safety of all foods imported into the U.S. The legislation would enhance FDA's 
ability to protect U.S. consumers while being consistent with U.S. trade rights and obligations. 

In addition, the President directed the Secretary of Health and Human Services and the Secretary of 
Agriculture to work together in close cooperation with the agriculmral community to develop the 
first-ever safety guidance for the growing, processing, shipping, and selling of fmits and 
vegetables. This voluntary guidance will address potential food safety problems throughout the 
production and distribution system and help ensure the sanitation and safety practices of all those 
seeking to sell produce in the U.S. market. This second component of the President's Directive — 
voluntary guidance — is an important outreach and education effort, reflecting the Administration's 
commitment to direct resources toward improving food safety and the availability of food safety 
technologies. 

The President's FY 1999 budget includes funds necessary to expand FDA's international 
capabilities; full implementation in FY 1999 will be contingent on receiving adequate 
appropriations. 

This Report 

The President asked the two Secretaries to report back to him with a plan and schedule for 
developing this guidance. This report presents the progress made to develop voluntary guidance 
for the growing, processing, shipping, and selling of fmits and vegetables and the schedule and 
plans to accomplish tiiese and tiie other elements of the President's produce initiative. To meet the 
President's goal that our produce meet the highest health and safety standards, the Departments 
will develop voluntary Good Agricultural Practices (GAPs) and Good Manufacturing Practices 
(GMPs) guidance for produce (henceforth referred to as guidance). GAPs cover production 
practices including growing, harvesting, handling, and transportation. GMPs primarily address 
harvesting and transportation, but also include aspects of manufacturing such as processing and 
packaging. GAPs and GMPs by necessity, overiap and are interrelated. 
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This report also describes interdependent activities that will help industiy successfully apply the 
voluntary guidance. For example, the domestic and foreign industiy may require technical 
assistance from U.S. agencies to effectively apply the voluntary guidance. Education and outreach 
efforts will be provided to the domestic and foreign industry and these activities will be based on a 
strong underiying, accelerated research program. In the long-term, research and risk assessment 
on fresh produce will be incorporated in the multi-year Food Safety Initiative research planning 
process. Development of this interagency research planning process is being facilitated by the 
White House Office of Science and Technology Policy. 

The U.S. produce industry, states, and many countries exporting fresh fmits and vegetables to the 
U.S. have already taken significant steps to develop and implement improved agricultural practices 
and guidelines. Activities in this initiative, particularly in developing the voluntary GAP/GMP 
guidance, recognize this effort and build on it. 

I. Good Agricultural Practices/Good Manufacturing Practices Guidance 

Status: FDA, working with the USDA, is preparing a general GAP/GMP guidance document. 
FDA plans to publish the document as proposed voluntary guidance with opportunity for public 
comments. This guidance, titled "Guide to Minimizing Microbial Food Safety Hazards for Fresh 
Fmits and Vegetables", describes science-based good agricultural practices that farmers and 
producers may use for water quality, manure management, sanitation (both field and facility 
sanitafion, as well as worker hygiene), and handling and transportation. The guidance also 
describes use of producer identification and information on the flow of the product through 
distribution channels. This information can facilitate source identification, should a commodity be 
associated with a foodbome illness outbreak. This guidance can be used by both domesfic and 
foreign fresh fmit and vegetable producers to help ensure the safety of their produce. The 
guidance, which is a science-based evaluation of risks, will be consistent with World Trade 
Organization obligations and will not impose unnecessary or unequal restrictions or barriers on 
either domestic or foreign producers. The agencies recognize that appropriate use of pesticides and 
related antimicrobial agents play an important role in controlling microbial contamination, but 
caution that excessive or inappropriate use of these substances does not take the place of 
GAPs/GMPs. 

FDA and USDA sponsored, with states, a series of public meetings from mid-November to mid-
December, 1997, in which the agricultural community, the international trade community, 
consumers, and the scientific community participated. The purpose of these meetings was to give 
participants the opportunity to offer their perspective on the working draft guidance and provide 
comments, technical information, and suggested modifications to the draft guidance. The National 
Advisory Committee on Microbiological Criteria for Foods' Fresh Produce Subcommittee (a 
USDA/FDA advisory committee) was present at the first public meeting. Based on information 
exchanged at tiiat first public meeting and Subcommittee members' expertise, the Subcommittee 
provided recommendations that were incorporated into the working draft guidance document. This 
revised working draft document was subsequentiy used as the basis of discussion at a series of 
meetings for the agricultural community. These "grassroots" meetings were held at six regional 
locations around the country during December. The agencies also presented the draft guidance to 
representatives of embassies and individuals associated with importing produce into the U.S. at an 
international meeting in December. Feedback from the agricultural community through the 
"grassroots" meetings and other fora is essential to be sure that the guidance being developed is 
practical and applicable. Development of the final guidance will draw on scientific data and 
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otherinformation that describes the fresh fmit and vegetable industry domestically and in countries 
exporting products to the U.S. 

FDA, with USDA, will oversee a task force (with representation from other federal agencies and 
states) to assist in developing additional guidance if sound science, risk, or experience with general 
guidance indicate a need. The additional guidance may be tailored to reduce the potential for 
microbial contamination with specific pathogens (e.g., E. coli 0157:H7, Cydospora) and to 
reduce contamination associated with particular hazards (e.g., microbially-derived toxins) and 
commodities. This type of guidance can also be designed to minimize microbial contamination 
through particular pathways, such as control of water quality, worker sanitation and health, field 
and facility sanitation, and transportafion and handling of produce. Opfions are being explored to 
determine tiie most efficient ways to provide industry with effective guidance that yields the most 
benefit for the resources expended. Any additional guidance will be developed through an open 
process involving industry, consumers, academia, states, and public health professionals, 
including the FDA public review and comment process. 

The general guidance may be augmented as information about scientific advances and risks 
associated with fresh produce received from a variety of sources, (e.g., foodbome illness 
outbreaks and research) indicates the need for targeted guidance or refinement of the general 
guidance. 

Timeline: 
Short-term — October - December 1997 

a. FDA drafted proposed voluntary GAP/GMP guidance 
b. FDA and USDA held a pubUc meeting and a meeting of the National 

Advisory Committee on Microbiological Criteria for Foods to solicit 
comments and recommendations on the guidance 

c. FDA and USDA conducted grassroots and intemational meetings to receive 
comments and information from the public 

Mid-term — January - May 1998 
a. FDA, working with representatives from USDA, EPA, Occupational Safety 

and Healtii Administration (OSHA), and the State Departments of Agriculture 
and of Health from California, Florida, and Michigan, will analyze comments 
and information from the public, grassroots, and intemational meetings and 
revise guidance incorporating that information 

b. Publish revised guidance as a proposal in the Federal Register 
c. Comment period of 75 days for public to submit comments and information 

pertaining to the guidance 

Long-term — June 1998 and beyond 
a. Evaluate comments and revise guidance into final guidance 
b. Publish final guidance in the Federal Register by October 2, 1998 
c. Create an interagency committee to evaluate the need for additional guidance 

and, if additional guidance is needed, oversee and direct the development of 
tiiat guidance 

d. Develop a strategy to refine exisfing guidance, incorporating advances in 
science and knowledge about produce safety and information about new risks 

e. Develop risk assessment techniques to use in evaluating the effectiveness of 
and refining (based on that evaluation) implemented food safety control 
strategies 
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Supporting Information: To complement data and information being developed 
domestically, comparable data and country information, such as epidemiologic data on human 
health and food safety legislafion and regulafions affecting production, handling, and storage of 
produce for selected countries that export produce to the U.S. will be compiled by mid-July, 1998. 

Timeline: 

Short-term — November 1997 - June, 1998 
a. Idenfify and compile current data concerning primary sources of fresh fmits 

and vegetables 
b. Identify and compile available data about domestic agricultural practices and 

foreign food safety legislafion and regulation for selected countries that export 
produce to the U.S. This information will support the scientific (including 
evaluafion of risks) approach. 

c. Idenfify gaps in current data 

Mid-term — June - August 1998 
Federal and state govemment agencies will develop a proposal to fill data 
gaps in consultation with industry 

Long-term — September 1998 and beyond 
Using available funding, implement a plan to fill gaps. 

II. Technical Assistance and Education and Outreach 

Technical Assistance: 

Technical expertise and resources must complement the voluntary guidance to achieve 
improvement in the safety of fresh fmits and vegetables. The guidance will be most effective when 
safety is bolstered at every step in the process, from in-field operations through distribution to the 
consumer. U.S. govemment agencies, FDA and USDA in particular, will work with appropriate 
U.S. and foreign govemment public health and agricultural agencies, as well as with industry 
groups, to provide technical assistance needed to support appropriate application of the guidance 
by the produce industry. If a foreign govemment is interested in leaming more about the U.S. 
guidelines and systems for assuring the safety of domestically produced and imported fresh fmits 
and vegetables, overseas personnel from USDA and State Department will collaborate as necessary 
to facilitate these visits. Likewise, in order to provide technical assistance or followup to 
foodbome illness outbreaks, these overseas personnel will facilitate visits of FDA and/or Centers 
for Disease Control and Prevention (CDC) investigators or scientists to foreign operations to 
ascertain the source of problems that may pose a safety hazard in produce exported to the U.S. 

USDA and FDA plan to work with a broad spectmm of representatives from the public and private 
sector in foreign countries and in the U.S. to promote appropriate application of the guidance and 
improve production and processing practices. These include officials from the health and 
agriculture agencies in foreign countries, the Food and Agriculture Organization, the World Health 

, Organization, and subsidiary organizations (e.g.. Pan American Health Organization), as well as 
exporter associations and multinational banks. In the U.S., the agencies will work with 
appropriate land grant colleges and universities, state agencies, and industry associations. In 
working with domestic and foreign groups, it is critical that in addition to technical assistance, we 
provide clear guidance on the legal requirements for offering fresh food for sale in the U.S. With 
this understanding, the foreign and domestic government, industry, and academic groups can 
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guide producers' decisions about what, if any, modifications of current practices are appropriate 
for industry to safisfy U.S. legal requirements for foods. As part of this effort, USDA and FDA 
will share new technologies as they are developed to enhance the safety of fresh fmits and 
vegetables, such as improved manure treatment methods, more sensitive analytical methods, and 
post-harvest treatments to reduce levels of or eliminate pathogens on produce. 

Timeline: 

Short-term — November 1997 - September 1998 
a. Form an interagency cadre to establish procedures to develop technical 

assistance and education outreach programs, to identify gaps in data to 
understand agricultural practices, and to assess effectiveness of the programs 

b. Identify ongoing programs providing technical assistance to domestic 
producers and selected foreign countiies that export to the U.S. related to 
produce safety 

c. Integrate the goals of the President's Directive into ongoing programs where 
appropriate 

d. Identify gaps where technical assistance may not be available 

Long-term —September 1998 and beyond 
a. Develop and implement a strategy to provide technical assistance necessary to 

achieve the goals of the President's Directive 
b. Evaluate effectiveness of GAP/GMP guidance and update the guidance 

accordingly 

Education and Outreach: Education and outreach programs are essential to foster appropriate 
application of the guidance by the domestic and intemational fresh fmit and vegetable industry. 
These programs are pivotal to industry's understanding of the essential principles of the guidance, 
as well as the scientific and practical reasons for application of the guidance as everyday production 
and processing practice. Others in the distribution chain from the fmit and vegetable producers to 
the final user— the consumer — must be reached by these programs in order to assure that the care 
taken to prevent microbial contamination in growing, harvesting, processing, and transporting is 
not thwarted by later mishandling. 

USDA, through its partnership with State Cooperative Extension Services in the United States, 
will provide leadership for the Directive's producer outreach and educational strategy. USDA, 
FDA and CDC will plan a national food safety scientific and education conference in 1998 
to share current scientific and educational information on food safety risks that can further enhance 
the microbiological safety of fresh fmits and vegetables, to apprise scientific experts and extension 
professionals of the voluntary general guidance document, and to discuss methods for promoting 
appropriate application of the guidance. The guidance will be incorporated into extension 
programs focused on the best management practices in fmit and vegetable production. It will also 
serve as a basis for directing program resources to help assure appropriate application of 
production practices which minimize contamination of fmits and vegetables. State and local 
extension agents can play a vital role in the successful appUcation of the guidance, since they are 
knowledgeable about on-farm production practices and can provide expert advice on how 
producers can incorporate interventions recommended in the guidance to reduce the risk of 
microbial contamination at the farm level. 
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To reach the domestic produce industry workforce, the guidance and associated educational 
materials must be available in native languages and must use terms understood by this diverse 
community. Multi-lingual materials are also needed for use in foreign countries. To meet these 
needs, FDA and USDA will work with industry and foreign governments to provide translations 
of the guidance documents, as well as associated training and information materials, as the 
documents are finalized. 

We anticipate that education and outreach activities will reach beyond the immediate needs of the 
growers, harvesters, processors, and distributors of fresh produce to the wholesale and retail 
segments of the industry and to the consumer. Expanded education efforts will be directed to 
increasing awareness of how to enhance the safety of fresh fmits and vegetables, as well as about 
use of safe practices for handling and storing fresh produce. 

The information provided at the grassroots and intemational meetings will help the agencies 
prioritize outreach activities and preparation of materials. FDA and USDA anticipate drawing on 
the resources and expertise of other agencies and industry groups to provide outreach and 
education, particularly targeted to specific regional needs in the U.S. The agencies have met with 
representatives of state agriculture departments and the industry to begin discussions of how best 
to make available needed training and information. We anticipate that industry itself will be a 
primary vehicle for outreach and education activities. 

In the intemational arena, USDA will be instmmental in facilitating the development of education 
and training programs. The USDA's Intemational Cooperation and Development staff can 
facilitate development of cooperative training programs on the guidance, in collaboration with other 
agencies capable of providing funding for these activities. The State Department will facilitate FDA 
and USDA contacts with foreign govemments and industry groups to inform them of the guidance 
and provide technical assistance. USDA will also explore mechanisms to obtain the resources and 
expertise from other intemational organizations, such as the Food and Agriculture Organization and 
the Inter-American Institute for Cooperation on Agriculture, in order to facilitate discussions on 
produce safety issues. FDA and USDA will evaluate the scope of GAP/GMP education programs 
and materials needed to educate foreign govemments and organizations, factoring in information 
provided at the intemational meeting. 

Timeline: 

Short-term — March - May 1998 
a. Working with industry, develop a program to provide growers, harvesters, 

distributors, and other aspects of the industry with background and 
information about the hazards, particularly microbial, associated with fresh 
produce 

b. FDA and USDA will convene a National food safety and education 
conference on fmits and vegetables to discuss the draft guidance 

c. Pending finalization of the guidance, take preliminary steps to determine 
mechanisms for providing information and assistance to the domestic 
industry in applying guidance. Likewise, preliminary steps will be taken to 
develop a program targeted to foreign producers. 

Mid-term — July - September 1998 
a. FDA and USDA will develop a strategy to educate producers and promote the 

appropriate application of the final voluntary general guidance which involves 
federal agencies, states, and the industry. 
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b. Work with other groups (foreign govemments, foreign industry groups) to 
develop a strategy for promoting the appropriate application of voluntary 
guidance 

Long-term — October 1998 and beyond 
a. Develop a strategy for refining outreach efforts to meet needs identified by 

specific producer and industry sectors. 

I I I . Focused Inspections and Verifying Application of Guidance 

Inspection and Testing: Inspections of fresh fmit and vegetable operations in combination 
with sampling and testing provides FDA and USDA witii scientific information about the microbial 
quality of both domestic and imported products. Identification of microbiological problems allows 
implementafion of prevenfion or intervention measures before illness occurs. It also aids in 
targeting educational outreach and technical assistance. 

FDA will expand its fresh fmit and vegetable inspection and testing program for domestic and 
imported produce. Additional resources will be focused particularly on sampling products from 
areas, in the U.S. and abroad, where there is evidence that a potential hazard exists and preventive 
measures are lacking. 

Verification: Verifying the application of the guidance, particularly in segments of the industry 
where microbial foodbome illnesses have occurred, is integral to determining its effectiveness in 
reducing the risk associated with fresh fmits and vegetables. The USDA and FDA will use 
evaluation of risks and survey techniques, such as USDA's Fmit Survey and Vegetable Survey 
and FDA field surveys of processors, to determine the extent of application of the guidance by both 
the domestic and foreign industry and the effectiveness of the GAP/GMP program in reducing the 
occurrence of pathogenic microorganisms and the incidence of produce-associated illnesses. The 
first survey will be conducted to determine current practices, specifically those practices that have 
the most impact on public health and those that are covered in the general guidance. This baseline 
information will be augmented with information from other sources, such as foreign govemments 
and state agencies, on current practices. A second, more extensive, survey on practices will be 
conducted at a later date. This information — from the surveys and other sources — will be used 
to evaluate application of the guidance and to make necessary adjustments in the GAP/GMP 
program, including refinements of the guidance. 

Timeline: FDA's inspection and sample collection and analysis activities will be 
expanded. Increased inspection and testing efforts are budget dependent and 
would be desirable to help evaluate tiie effectiveness of the general and 
additional guidance. The verifying activity will begin in FY 1999. 

IV. Accelerated Food Safety Research 

Successful implementation of this initiative relies on scientific research and characterization of the 
risks to public health posed by microbial contamination. The overall research goal identified in this 
initiative is development of cost-effective intervention and prevention strategies to reduce the 
incidence of foodbome illness. Research will also support development of improved detection 
methods useful in a variety of environments and targeted to sources of contamination. These 
methods will be used to support long-term surveillance and monitoring of both domestic and 
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imported produce at the point of production and harvest (e.g., methods for detection of Cydospora 
and Hepatitis A on produce) and to support development of control and prevention strategies that 
augment use of general and additional GAP/GMP guidance. 

FDA and USDA both have vigorous research programs in areas related to development of 
pathogen detection and quantification methodology, as well as development of control and 
prevention interventions. EPA and USDA research would be conducted to assess the significance 
of pathogen concentrations in natural (free-flowing) and agricultural water supplies and potential 
subsequent contaminafion of fmits and vegetables through irrigation practices. 

FDA and USDA are individually and collecfively reviewing their respecfive FY 1998 research 
projects related to fresh fmits and vegetables to identify specific research that can be accelerated. 
USDA and FDA have held research planning meetings with other agencies conducting food safety 
related research, including the CDC, EPA, Department of Defense, Department of Energy, 
National Science Foundafion, and National Institutes of Health (NIH). In addition, the agencies 
have met with industry and consumer representatives to determine what food safety research is 
currentiy ongoing or in tiie developmental stages outside the govemment and to identify research 
needs from this outside perspective. 

The agencies are developing a coordinated research plan for reducing microbial risk in produce. 
The research plan is scheduled to be available in early 1998. Four specific areas for research focus 
have been identified as: improved detection methods, resistance to traditional preservation 
techniques, antibiotic resistance, and development of intervenfion strategies. Research is currently 
underway in all these areas. Among the areas to be further investigated are: packaging, storage, 
and preservation technologies; production practices; and use of post-harvest treatments to reduce 
levels of unavoidable microbial contamination. NIH research on pathogenicity and clinical human 
disease will support both development of detection methods and the risk assessments necessary to 
evaluate control strategies for the target pathogens. 

Research and characterization of risks is a high priority. Research on preventive technologies and 
intervention strategies to reduce or eliminate microbial contamination is a specific priority. Work 
will be conducted on manure treatment or composting techniques to assure that the manure is 
acceptable for application to a specific commodity. Post-harvest chemical (such as use of 
antimicrobial agents in wash water) and physical treatments will be investigated for fmits and 
vegetables, as will methods of preventing the persistence and growth of pathogens on both whole 
and minimally processed produce during storage and transportation. Another area of research that 
will be accelerated is methods development, specifically methods to detect Cydospora and 
Hepatitis A on produce. Studies of chemical pattern recognition (trace-element fingerprints) to 
identify where specific foods were grown or processed will also aid in tracebacks to determine 
both the source of foods and the pathogens implicated in foodbome illness outbreaks. 

Timeline: 

Short-term — September 1997 - March 1998 
a. Initiated interagency review of research related to safety of fresh fmits and 

vegetables 
b. Research plan will be available in early 1998 that will identify fresh fmit and 

vegetable-related research 
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Long-term — April 1998 and beyond 
a. Develop an ongoing process for interagency review of research progress and 

identification of new research needed 
b. Develop schedule for making the updated research plan available periodically 

V . Participants in this Initiative 

The following agencies are confi-ibufing to this initiative: the Food and Dmg Administration, the 
National Institutes of Health, and the Centers for Disease Control and Prevention in the Department 
of Health and Human Services; the Agricultural Marketing Service, the Agricultural Research 
Service, the Animal and Plant Health Inspection Service, the Cooperative State Research, 
Education, and Extension Service, the Economic Research Service, the Foreign Agricultural 
Service, the Food Safety and Inspection Service, the National Agricultural Statistics Service, the 
Natural Resources Conservation Service, and the Office of Risk Assessment and Cost Benefit 
Analysis in the U.S. Department of Agriculmre; tiie Environmental Protection Agency; the 
Department of Labor's Occupational Safety and Health Administration; and the Department of 
Defense's U.S. Army-Natick Research Development and Engineering Center are also working on 
segments of the initiative. 
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I am witmg tb invite you to join me in cosponsoring the Safety of Imported Food Act. 
ras l e g i r . i Z ^ j o r comUnt of the Administration's food safety m̂ ^̂ ^̂  
F^ertl F^tDmg aLl Cosr^tic Act to provide for improved safety of miported foods. 

n,ousands of food-related deaths andmUUons of food-related illnesses ̂ ' ^ • " ^ t y f " 
the UniS State, alone. These numbers are expected to rise in the commg ^ ^ ^ J ^ f ^ ^ ^ 
fte health consequences, the financial costs of these iUnesses are staggermg - over $3 bilhon 
each year is spent in hospital costs alone. 

The percentage of hnported food in the country has abnost doubled in the past decadê  
Ahnost 40% o f̂iuits consur^ in the U.S. are imported ftom foreign countr.es. It .s unp t̂>ve 
Cftorcharged with ensuring the safety of our food are given the «,ols necessary to prevent 
the importation of unsafe food. 

This bill gives the FDA authority to exclude food items torn the Unit̂ f States tot w«e 
produced under a system, or subject to controls or condrhons to do '»>';;^;^^'^^^^^^ 
protection. Tlie bill would amend current law to provide that food ' ^ ^ ' ^ ' ^ J ' ' ^ ^ ^ ^ ^ 
States will be considered adulterated if it has not been prepared, packed and M i ^ r a system 
or conditions, or otherwise achieve the level of protection requmd f'" 
domestically. In determining whether such requir«nenU '«'v« been '.cheved, *e b.'l 
the Secretary to consider whether the FDA has requested, but been deiued, access to ms^t a 
Mity where a food was prepared, packed or held. The World Trade Orgamzation agreements 
d ^ X o members, i n c S g th. U.S., to set individual levels of protection and to excWe 
imported food that does not meet those standanis. TOs legislation exphciUy endows FDA with 
this authority. 

Please join me in sponsoring this important legislation which ensures the safety of the 
imported foods we all consume. For more information, or to cosponsor this legislation, please 
contact Bonnie Kirkland in my office at x47962. 

Sincerely, 

Barbara A. Mikulski 
United States Senator 

4101 2W-1R0S - M i l 110.545-:: n 
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2D SESSION s 

IN THE SENATE OF THE UNITED STATES 

Ms. MIKULSKI introduced the foUowing bill; which was read twice and referred 
to the Committee on _ . 

1 

A BILL 
To amend the Federal Food, Drug, and Cosmetic Act to 

provide for improved safety of imported foods. 

Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembUd, 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the "Safety of Imported 

5 Food Act of 1998". 

6 SEC. 2. CRITERIA FOR DEEMING IMPORTED FOOD ADUL-

7 TERATED. 

8 (a) AMENDMENT TO THE FEDERAL FOOD, DRUG, 

9 AND COSMETIC ACT.—Section 402 of the Federal Food, 

10 Drug, and Cosmetic Act (21 U.S.C. 342) is amended by 

11 adding at the end the following: 
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2 

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

2 States that has not been prepared, packed, and held under 

3 a system or conditions, or subject to measures, that meet 

4 the requirements of this Act or that otherwise achieve the 

5 level of protection required, as determined by the Sec-

6 retary, for such food prepared, packed, or held in the 

7 United States. In determining whether a system, condi-

8 tions, or measures meet the reqmrements of this Act or 

9 otherwise achieve the level of protection required, the Sec-

10 retary may consider whether an officer or employee duly 

11 designated by the Secretary has requested, and has been 

12 refused, access to the estabUshment or location where such 

13 food was prepared, packed, or held for the purpose of in-

14 speetion (including sample coUection), testing, or other rel-

15 evant procedui-es, at a reasonable time and in a reasonable 

16 manner, and may deny the importation of such food from 

17 such establishment or location on the basis of such refusal 

18 and other relevant factors.". 

19 (b) IMPLEMENTATION OP AUTHORITY; PLAN.—The 

20 Secretaiy of Health and Human Services shall develop a 

21 plan for the initial implementation of the authority under 

22 section 402(h) of the Federal Food, Drug, and Cosmetic 

23 Act, as added by subsection (a), and shall carry out the 

24 authority of such section consistent with such plan. 
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KEY STATISTICS ON FOODBORNE ILLNESS 
IN THE UNITED STATES 

million illnesses are estimated to ocxajr each year ̂ mes 
be much iiigher-50-100 times higher) 

. ECONOMIC IMPACT OF FOODBORN^^ 
estimated at over $3 billion per y e a r ^ costs for lost proau 
several billion dollars 

. poODPOISONINGMAYCAUSEMORETHANVOMItlNGANDDIARRHEA. 

INCLUDING: 
-spontaneous abortion _x«^^„„ 
4)irth defects, induding mental retaniation 
-chronic reactive arthritis . . . .̂ ^̂ jhraateninfl paralysis) 

. FDA'S R E S P O N S I B I U H E S ARE ENORMOUS. AND GROVWNG-

manlifacturets, warehouses, and distnbulors 

„crBman1.6^nicnfeodprodu=.sarei.p«ted.ntomeU.S.eachyear-and 

that number is growing 

. .„BUT FDA-S RESOURCES HAVE DECUNED OVER THE LAST DECADE 

FDA fbod inspecaons have fallen f™mJ1.000 in 1981 to 6.000 inj?96. 

FOA inspects the average plant about once «»«y 10 ye«»-

. . . . w^-iin the last 5 veare-the number of inspectors has 
Imports have almost doubled In the lasi o yM"-— 
remained the same. 

conditions in the plants they inspect 
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THE WHITE HOUSE 

WASHINGTON 

October 2, 1997 

MEMORANDUM FOR'THE SECa^ARY OP HEALTH AND HDMAN SERVICES 
THE SECRETARY OP AGRICULTDRE 

SUBJECT: Initiative to Ensure the Safety of Imported 
*na Domestic Fruits and Vegetablea 

American consumars today enjoy the aafeBt food supply in 
the world, and I am proud of my Administration's record in -
this area. We have taJcen significant steps to ensure that 
we maintain the safest food possible. We have put in place 
nSS^X?** ^^^2^^ standards for meat, poultry, and seafood 

T begun the process of developing enhanced 
vegetable juices. We have also 

expanded research, education, and surveillance activities 
through coordinated efforts of a l l agencies Involved in food 
safety issues. Together, these measures will greatly improve 
the safety of the Nation's food supply. ^ i^tove 

IS build on these efforts, and today I ksk you to do so 
by focusing on the safety of fruits and vegetables. Although 
S ^ S ^ Americans eat i s very safe, we can and must do iven 
better, especially at a time when Americans are eating more 
fruits and vegetables from a l l over the world. Last year, <~ 
38 percent of the fruit and 12 percent of tho vegetables 
consumed by Americans came from overseas. We must ensure that 

^Jjetables coming from abroad are as safe as those 
produced in the United Statea, especially as we upgrade our 
own domestic standards. 

^So!5^iL*?f'*'?^}^ff ^ to the Congress 
proposed legislation that will require the Food and Drug ^ 
Adminastration (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 

States. This legislation, which will be similar to 
^H^i;??f. ''^"'^^'•^u^ ^̂ "̂  to halt the importation of meat 
and poultry from such countries, will enable the FDA to prevent 
the importation of potentially unsafe foreign produce. Sy 

t̂t̂ ^^ l̂̂ ^ ^^^1 provide the neSessary funds to 
?n2«i^?^« ^ ^ ^ ^ dramatically i t s intema^ional food 
inspection force. With this greatly increased ability to 

^??? safety conditions abroad and at points of entry 
cf%^?t.«^i^H^* determine when to hal? the i S ^ ^ ^ a ^ i i n 
of fruits and vegetables from foreign countries. 
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Today, I hereby direct two administrative actions that will 
better ensure the safety of fxrults and vegetables coming from 
abroad, while continuing to improve the safety of domestic 
produce. 

First, I direct" the Secretary of Health and Human Services, 
in partnership with the Secretary of Agricultiire and in close 
cooperation with the agricultural comniunlty, to issue within 
1 year from t:he date of this memorandum, guidance on good 
agricultxiral practices and good manufacturing practices for 
fruits and vegetables. This guidance should address ways to 
prevent potential sources of contamination, ihould take into 
account differences in both crops and regions, and should 
address food safety issues throughout th« food production and 
distribution system. By providing the first-ever specific 
safety standards for fruits and vegetables, the guidance w i l l 
improve the agricultural and manufacturing practices of a l l 
those seeking to s e l l produce in the U.S. market. To ensure 
that this guidance has the widest possible effect, I also 
direct the development of coordinated outreach cuid educational 
activities. 

Second, I direct the Secretary of Health and Human Services 
and the Secretary of Agriculture, to report back to me within 
90 days from the date of this memorandum with a status report 
and complete schedule for the good agricultural and mauiufac-
turing practices, and a plan on how to improve the monitoring 
of agricultural and manufacturing practices abroad, to assist 
foreign coiintries to in^rove those practices where necessary, 
and to 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 
toward those areas where problems are most likely to occur. 

In addition to teJcing these actions, you should accelerate 
whatever food safety research i s necessary to support them. You 
should also c a l l upon the Environmental Protection Agency^ the 
Department of Labor, and other agencies as necessary to provide 
you with assistance In achieving this goal. These steps, taken 
together and in coordination with the proposed legislation I 
will send to the Congress, w i l l In^rove the safety of fruits 
cind vegetables for a l l Americans. 

IOCS 
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ConateSS of flje m m fttateg 
f̂ oû e of Sqiteltntatitiĉ  

SUDiinpm. BC 20519 

CONTACT: Lewis KoA/Eihoo 
FOR IMMEDIATE KELEASE (20?) 22S-8i04 

(202)225-4671 0 ' " ' * " 

Eshoo and PaUone Move To Boost Imported Food Safety 

? X r J f t ^ t «»i 12ft of the «e«Al« ^ " ^ y ^ ^ U« 
w« d^eUvol w â. " X ^ i t S^^r^c »n<a's food af«y ptogtam u. 

. I T < S ^ r e . f : l « « ^ W«» House. 

consnQincts. 

Boa. . .^ P.no« mc-hhcrs of fl» H » » Co»™« Conm>i«^^ 

jurisdiction over the FDA. 

grown and processed in the U.S. A." 

tenns of food handling.- ^^^^ 
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Under ihe -legislalion. if an FDA inspector has requested and been denied acce« to ihe 
e s S S L W ^ o c a k o n where al^pxoduct is prepared, padced. or stored for the purpose 
of inspccnon (Inctading sample collcciioa), testing, or other relevant procedures. ^ « 

t i i T ^ a V ^ b l e xnanner. the agency can stop ^ importation of that food 
U the United Slates. Further, tbe legislation authorises the FDA to develop a plan for 
implemcming this overseas food inspection program. 

On October 2nd. President Ointon announced a new initiative to ensure the safety-of imported 
and d o S : fhiits and vegetables. At that time, he said be would ask Congress to enact 
Z s S ^ r e q u i ^ F D A to halt imports of foreign fhrits, vegetables, and other 
food rroducts that do not meet U.S. food safety requirements. This legislahon is comparable 
to exiting Uw that requires the U.S. Department of Agricalmre to ball the unportauon of 
potendally unsafe meat and poulny. 

The President also direcKd the Depaitment of Health and Human Services and the Departmenl 
of Agriculnire to work cooperatively with the agriculmre commumty to develop guidance on 
good agriculmral and manufacmring practices for fruits and vegetables withm one year. This 
fliidanoe will take into account differences in both crops and regions and wiU address potenual 
food safety problems throughout the Ibod production and distiibution system, such as 
sanitation, worker hcalih, and water quality. The guidaiice-the first safety standards ever 
developed specificaUy for ftuits and vegetables-will improve fanning and manufacoinng 
practices for anyone who wants to sell produce in tbe U.S. 

FinaUy the President directed the Department of Health and Human Services and the 
Agricuimie Deparanent to develop a plan on how to improve the monitoring of agricultural 
and manufacturing practices abroad, to assist foreign countries in improving these practices 
where Kcessary, and to prevent the imporution of nnsafc produce, including the detccuon of 
unsalfc fbod at docks and tbe border. The President's FY99 budget request wiU mclude the 
necessary fimds for the FDA ID expand dramatically its international food inspecuon force. 
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HEADLINE: Forbidding Fruit,-.HOw Safe i s Our Produce? 

BYLINE: Sandra G. Boodnuui 

BODY: 

Of a l l the foods that harbor germs that can make people sick, fruits and 
vegetcJales have long been regarded as risk-free. 

Not anymore. 

In the past several years public health o f f i c i a l s have investigated a spate 
of outbreaks of produce-associated ill n e s s . Hepatitis A virus contaminated 
batches of frozen strawberries imported from Mexico that were served to 
schoolchildren in Michigan. In the past year, salmonella invaded bean sprouts in 
the Midwest and earlier had been found on cantaloupes and a l f a l f a sprouts. 
Escherichia c o l i 0157:H7, an untreatable infection usually associated with 
undercooked hamburger, tainted lettuce in Connecticut. And shigella, a 
waterborne parasite, was foxind on scallions. 

Last month Food and Drug Administration o f f i c i a l s warned people suffering 
from diarrhea who had recently eaten fresh raspberries to seek medical treatment 
and to be tested for Cydospora cayetanensis, an unusual waterborne parasite 
found in Nepal, Haiti, Peru and other developing countries. 

So far this year, more than 1,300 cases of cydospora infection have been 
reported, according to the federal Centers for Disease Control and Prevention 
(CDC). Symptoms include severe, prolonged diarrhea, considerable weight loss, 
vomiting, c h i l l s and fatigue. Most cases appear to have been caused by 
Guatemalam raspberries, CDC o f f i c i a l s said. 

Some cases have been local. In Maryland, health o f f i c i a l s investigated two 
small outbreaks involving eight people that were traced to two private dinner 
parties in Montgomery County in early May. On both occasions, fresh raspberries 
were served for dessert. 

In addition, lettuce appears to have been the culprit in at least 72 cases of 
cyclosporiasis reported since April. Two outbreaks that sickened 27 people have 
been linked to mesclun lettuce that was served in two Florida restaurants last 
spring. Some of the lettuce was grown in the United States and some in Peru, 
where cydospora i s endemic. CDC of f i c i a l s say that a mixed green salad served 
on a Miami-based cruise ship appears to be responsible for at least 45 cases of 
an illn e s s consistent with cydospora infection; that outbreak i s s t i l l being 
investigated. 
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Unlike E. c o l i 0157, which has kil l e d five children in the United States 
since 1992, no deaths have been attributed to cydospora infection, and the 
illness can be successfully treated with sulfa drugs. 

That does not mean that cydospora infection i s t r i v i a l , public health 
o f f i c i a l s caution. "Cydospora i s a serious public health problem," said David 
Portesi, an epidemiologist with the Maryland Department of Health. "We're not 
talking about a 24-hour bug here, but something that can disable you for 30 days 
or more with serious diarrhea and dehydration." 

So far, most of the concern has centered on Guatemalan raspberries. Officials 
at the FDA say the parasite has not been conclusively linked to fresh 
raspberries grown in any country but Guatemala, nor has i t been found in frozen 
raspberries. 

The current outbreak i s especially frustrating for public health o f f i c i a l s 
because they confronted a similar epidemic last year and thought they had 
devised a system to prevent the problem. Last summer 1,465 cases of cydospora 
infection were reported to the CDC; most were linked to Guatemalan raspberries. 
Tracking the source of that outbreak was complicated by an erroneous 
announcement by o f f i c i a l s in Texas that California strawberries were to blame. 
At the time, some health o f f i c i a l s suggested that raspberries, 20 percent of 
which are imported from Guatemala, were a safe alternative. 

American health o f f i c i a l s had thought that a recurrence had been prevented 
when inspectors for the FDA and CDC worked with growers to improve sanxtatxon 
practices on farms in Guatemala, which began growing raspberries m 1987. 

Even though raspberry imports from Guatemala have been suspended since May 
28 Barbara Herwalt, a medical epidemiologist for the CDC who headed last year's 
cydospora investigation and i s tracking this year's epidemic, expects new cases 
may continue to surface for several weeks because the lag time between infection 
and diagnosis averages about four weeks. 

The FDA, which i s charged with overseeing the safety of much of the nation's 
food supply, has scheduled a meeting in Washington on July 23 to review 
sc i e n t i f i c information about cydospora. FDA deputy commissioner Mary Pendergast 
said that the agency i s expected to decide shortly whether to permit Guatemala 
to resume raspberry shipments in the f a l l . 

The problems with fresh produce come as a growing number of Americans are 
heeding the federal government's exhortations to eat five servings of fruits or 
vegetables every day to cut their risk of developing cancer or heart disease. 
While cases of produce-associated illness are rare, public health o f f i c i a l s say 
they appear to be increasing. 

"What we do know i s that we've got a lot of fruits and vegetables imported ^ 
from countries where we're warned not to eat them [raw] or to drink the water, 
said Caroline Smith DeWaal, director of food safety for the Center for Science 
in the Public Interest, a Washington-based consumer advocacy group. "The 
question i s , why i s i t safe to eat i t when i t ' s imported?" 

Traveler's Diarrhea -- at Home 



Page 28 
The Washington Post, July 08, 1997 

In the past decade the quantity of produce Imported from Mexico, Central 
America and other Third World countries has increased dramatically. A recent 
editorial in the New England Journal of Medicine by Michael T. Osterholm, 
chief epidemiologist for the state of Minnesota, notes that in some seasons as 
much as 70 percent of produce sold in this country i s grown elsewhere, often in 
developing countries where travelers are routinely warned to be careful od)out 
what they eat. 

"One no longer needs to leave home to contract traveler's diarrhea caused by 
an exotic agent," Osterholm wrote, waming that the globalization of the 
nation's food supply has ''led to a new range of problems for the 
gastrointestinal tract." 

Those warnings were echoed in a report to President^ Clinton on food safety 
released in May by the Environmental Protection Agency and the Departments of 
Agriculture and Health and Humsui Services. The report notes that the annual 
number of food inspections conducted by the FDA has plummeted since 1981 from 
21,000 to 5,000, chiefly as a result of budget cuts. 

According to the report, a plant regulated by the FDA i s inspected only about 
once every 10 years. And while there has been a dramatic increase in the number 
of imported foods sold to American consumers -- 2.2 million shipments were 
received last year compared to 1.5 million five years ago inspections have 
dropped by SO percent since 1992. Currently only about 1 or 2 of every 100 
shipments of imported food i s inspected. 

"Given the limited inspection coverage," the report states, "FDA i s finding 
an increasing number of problems -- the number of products recalled for 
life-threatening microbial contamination has increased almost five-fold since 
1988." 

Food-bome illnesses are among the most underreported maladies, according to 
the CDC. About 100,000 cases and 9,000 deaths are reported euinually, but CDC 
of f i c i a l s believe that the actual t o l l i s exponentially higher: They estimate 
that the annual case count i s between 6.5 million and 33 million. In a recent 
article about the 1996 cydospora outbreeUc in the New England Journal of 
Medicine, Herwalt and her colleagues noted that only about 1 to 5 percent of 
infections caused by salmonella, a much more recognizable and easily diagnosed 
malady, are reported to the CDC annually. 

Parasite Packs a Big Pxinch 

The problem with cydospora i s not limited to imported fruits and vegetables, 
health o f f i c i a l s say. The f i r s t mass outbreak of cydospora infection was 
reported in 1990 at a Chicago hospital dormitory; 21 people were sickened by 
contaminated tap water. 

Yet because cydospora i s an "emerging pathogen" -- a disease-causing germ 
that was f i r s t identified in Papua New Guinea, in 1979 -- l i t t l e i s known about 
the one-celled parasite and many problems remain detecting and tracking i t . 

There i s no way to test for cydospora in food or water; stool testing i s the 
only method and, as Herwalt notes, the bug i s hard to detect and may require 
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multiple samples. Not everyone exposed to cydospora gets sick. The amount 
necessary to cause il l n e s s appears to be small. Heirwalt said some of those who 
contracted cyclosporiasis last summer told epidemiologists that they ate only 
one raspberry. 

A routine stool culture does not test for cydospora; i t must be specially 
requested by a physician, many of whom have never heard of the infection. In . 
addition, many commercial laboratories cannot or do not test for the parasite. 
Cydospora i s resistant to disihfectemts; chlorination does not k i l l i t . 
Scientists don't yet know what temperature or how much time i s necessary to k i l l 
the parasite by freezing or cooking. 

Washing, although always advised to remove dirt and pesticides, does not 
appear to be sufficient to k i l l cydospora on raspberries, possibly because the 
germ hides in the fruit's numerous crevices. And health o f f i c i a l s say that many 
people do not wash raspberries because the fruit i s so delicate. 

Tracking outbreaks of the il l n e s s i s complicated'by i t s long inc\ibation 
period and by the lack of a uniform national system of surveillance. Unlike 
other food-bome illnesses, some of which develop within a few hours or days, i t 
takes on average a week for symptoms of cydospora infection to show up. By that 
time, most people have forgotten what they ate and the packaging v i t a l to 
tracing has been discarded by a store or restaurant. 

Unlike B. c o l i 0157 euid many other food-bome infections that can be 
transmitted from person to person, cydospora does not aippear to be contagious. 
And even for those who do not receive treatment, or who czmnot take sulfa drugs, 
the i l l n e s s appears to be self-limiting; i t may wax and wane, but i t w i l l go 
away after several months without amy treatment. 

The CDC reports that 22 people were hospitalized last summer, mostly for 
treatment of severe dehydration. The infection i s more serious in elderly 
patients, children and in those with malfunctioning immune systems, such as 
ccuicer or AIDS patients. 

Jeffrey Foran, a chemical toxicologist with the Intemational Life Sciences 
Institute, a nonprofit Washington-based research group that studies, among other 
issues, food safety, contracted the infection last May along with 11 of his 
co-workers after eating raspberries at a staff Itinch. 

"This was much worse" than other bouts of food-bome il l n e s s he has suffered, 
said Foran, a frequent traveler. Foreui said he lost 12 pounds in three weeks. 
"This was a long,' drawn-out i l l n e s s . " 

Searching for the Elusive So\irce 

Last f a l l , o f f i c i a l s from the CDC and the FDA went to Guatemala to inspect 
raspberry farms to determine how the contamination occurred and why i t was 
associated with the spring crop but not with berries grown in the f a l l . 

Because the outbreak coincided with the rainy season -- which occurs in May 
when many Guatemalans report suffering from a gastrointestinal i l l n e s s known as 
mal de Mayo -- health o f f i c i a l s theorized that the parasite had somehow 
contaminated water used in berry production -- for irrigation; mixed with a 
pesticide that was sprayed on the f m i t ; or used by workers to clean equipment 
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and to wash their hands. Another theory under investigation i s that the berries 
were contaminated by the seasonal migration of wild birds. 

The farms were reinspected last f a l l , after a U.S. contractor helped growers 
improve their water systems. Based on the results of those inspections, health 
o f f i c i a l s c l a s s i f i e d them as low-, medium- or high-risk. Only low-risk farms . 
were allowed to ship berries to the United States during the rainy season, 
Pendergast said. Meditim-risk farms "couldn't ship during the bad core weeks we 
were most worried about," she added, and high-risk farms were barred from the 
U.S. market. 

This year, Pendergast noted, the f i r s t cases of cydospora were reported from 
berries harvested in March, long before the May rainy season, which this year 
occurred even later than usual. 

The CDC and FDA have been baffled that the infection apparently has not 
involved berries grown in other Central American nations, such as Costa Rica. 

To CSPI's Caroline Smith DeWaal the emergence of cyclosporiasis underscores 
the need for better inspection of food, especially imported food. 

"The more we ship food around the globe, the more we're subject to food 
hazards not in our environment," she said. "How can we verify that foreign 
countries are living up to our food safety standards? We have no enforcement 
capability. There i s no good trade reason to expose American consumers to large 
quantities of contaminated food." 

To the FDA's Pendergast, the issue l i e s not in improved inspections in the 
United States but in raising stsindards within countries that export food here. 

"We never have enough inspectors," Pendergast said. "But having said that, 
this isn't the solution in the long run. We have to have a system in place in 
the country of origin." 

Increasingly health o f f i c i a l s are considering a third option: irradiation, a 
method of s t e r i l i z a t i o n . After i t i s packaged, food i s run through a machine 
that resembles an airport conveyer belt on which luggage i s inspected. As food 
moves down the belt, i t passes through a chamber lined with impenetrcible 
concrete walls and i s bombarded with ionizing radiation in the form of gamma 
rays or from electron beams. Irradiation has been approved by the FDA for use on 
poultry and i s widely used on medical equipment. The process k i l l s many 
bacteria, parasites, molds and fimgi but leaves no residual radiation on the 
product i t s e l f . 

In his editorial in the New England Journal, Osterholm wrote that "the time 
has come to use irradiation . . . [which] provides the greatest likelihood of 
substantially reducing bacterial and parasitic causes of food-bome disease 
associated with numerous foods, including fresh f m i t s and vegetaibles. . . . 
This may be the most cmcial lesson to be learned from the story of 
cyclosporiasis and imported raspberries." 

But Osterholm notes that the food industry, fearing protests by environmental 
groups and mistmst by consumers, has been reluctant to embrace the expensive 
technology. 
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"The other problem," Osterholm added in an interview, " i s that we in public 
health have not done a good job of pushing i t . " 

CSPI's Caroline Smith DeWaal said that her group has misgivings about 
irradiation, not because of safety concerns, but because of the expense and 
uncertainties surrounding the new technology. "We're not in the camp that says 
i t makes your food glow in the dark," she said. But irradiation, she added, i s 
"no magic bullet" and would do nothing to combat vimses, such as the hepatitis 
A that contaminated the frozen strawberries served in the school lunch program. 
And i t would do nothing to k i l l B. col i 0157 or cydospora on lettuce, a product 
too fragile to survive irradiation. 

"We believe irradiation i s a technique of last resort, and we don't think 
we're there yet," DeWaal said. "We would advocate looking to on-farm controls 
f i r s t , " 

Simple Steps to Reduce the Risk of Contamination From Produce 

Food-bome illnesses increase in the suitmer months and typically pesUc in 
July. Health o f f i c i a l s say that the seasonality reflects a combination of 
factors: increased consumption of produce that may not have been washed, 
substandard food storage practices and higher temperatures in which many 
bacteria thrive. 

The chances of contracting an illne s s from fresh produce can be greatly 
reduced by simple measures. Among them: 

Use cool running water to wash f m i t s and vegetables. Running water has an 
abrasive effect that soaking does not and may remove harmful germs from the 
crevices of berries. Discard the outer leaves of lettuce, which are more likely 
to harbor dirt or bacteria. Peel carrots, don't just scrub them. 

Wash the outside of melons before cutting them. Some cases of salmonella have 
been traced to unwashed cantaloupe rind that was spread to the f m i t when the 
melon was cut. 

Wash your hands before preparing food. More than 97 percent of food-bome 
illnesses are preventable and result from human error. Contamination with human 
or animal feces i s one of the most frequent causes of food-bome il l n e s s and i s 
often the result of inadequate hand-washing --or none at a l l --by those 
preparing food. 

Promptly refrigerate cut produce. Even though fresh f m i t s eUid vegeteibles are 
far less l i k e l y than cheese or meat to become a breeding ground for harmful 
organisms, proper storage i s important. 

When in doubt, don't eat i t . I f the skin of a f m i t or vegetable i s broken, 
throw i t out. Organisms may have invaded the interior, beyond the reach of 
washing. 

Avoid cross-contaminating produce with raw meat or poultry. Wash hands, 
knives, plates and cutting boards after handling raw meat or poultry and before 
handling produce or other items. Wash cutting boards in the dishwasher, or with 
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soap and hot water. 

Wash pre-packaged salad mix and vegetables. I t i s hard to know how well or i f 
they have been washed. The mesclun lettuce that caused an outbreak of 
cyclosporiasis in Florida last spring was not washed by the Tallahassee 
restaurant that served i t , Florida health o f f i c i a l s said, because workers 
thought the salad miix had been washed. 

Don't eschew f m i t s and vegetables out of fear of produce-associated illness. 
They're too important to a healthy diet. I f you're worried about being served 
unwashed produce in a restaurant or at a party, eat i t at home. 

sources: Centers for Disease Control and Prevention, Center for Science in 
the Public Interest, Florida Dept. of Health, United Fresh Fmit and Vegetable 
Association 
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SAFETY OF IMPORTED FOOD ACT OF 1998 
"FREE TRADE FOR SAFE FOOD" 

-SEN. MIKULSKI 

Importation of fbod PRODUCED in 
^ikyTiimnimrTTOTditio ^ 

Mm 
Importation of food from countries that 
deny FDA INSPECTION 

Importation of food that does not ] 
^ the U.S. level of PROTECTIONS 

meet 



Every Year 
38% of fruits consumed in the U.S. are imported 

i^%^afthrwgetables-consumed^re-imparted-^-

As many as 33 million illnesses are caused by 
contaminated meat, poultry, & produce 

Over $3 billion is spent in hospitalization due to 
food borne illness 
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Least Wanted Foodbome Pathogens 

E. Coli0157:H7 
A bacttriiim that can produce 

^dendly roxin;- SourccstTneaff^ 
especially undercooked or raw 
hamburger, raw milk and pro­
duce 

Listeria monocytogenes 
Causes listeriosis, a serious disease for pregnant women, 

Sources: soil and water. It has been found in improperly 
processed dairy products including soft cheeses as well 
as in raw and undercooked meat, in poultry and sea­
food, and in produce 

Salmonella 
Responsible for millions of cases 
"of foodborne illness a year; 
Sources: raw and undercooked 
eggs, undercooked poultry and 
meat, dairy products, seafood, 
fruits and ve2;etables 

Staphylococcus aureus 
Causes staph infection; 
Sources: cooked foods high in 
protein (e.g. cooked ham, sal-
ad.s, bakery products, dairy 
products) 

Shigella 
Causes an estimated 300,000 cases of dysentery; 
Sources: salads, milk and dairy products, and pro­
duce 

Yersinia enterocolitica 
Causes )'ersiniosis, a disease char­
acterized by diarrhea and/or vom­
iting; Sources: pork, dairy prod­
ucts, and produce 


