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Thursday, July 2, 1998 

Before we begin, on behalf of President Clinton, I want to share some good economic news. 
More than five years ago, President Clinton and I put in place a new economic strategy to 
tackle America's economic challenges head-on. This morning, we received fresh evidence 
that our strategy is working --helping to create jobs and opportunities for America's 
fan1ilies. 

A couple of hours ago, the Labor Department announced that 205,000 new jobs were 
created last month, bringing the total number of new jobs added since President Clinton and 
I took office to an amazing 16.2 million. Today's report also shows that for the first time in 
nearly three decades, unemployment has remained below 5 percent for a full year. And real 
wages continued to rise at their fastest pace in more than two decades. 

More jobs. Low unemployment. Rising real wages. As Americans get ready for those 
backyard barbecues, our economy is truly cooking. 

At this time of prosperity--and as we look forward to the Fourth of July weekend --we 
know we can and must do more to declare independence from the dangers of food-born 
illness. 

From the time President Clinton and I took office, we have worked hard to make sure that 
the food Americans eat --already among the safest in the world --is even safer. We put into 
place improved safety standards for meat, poultry, and seafood products, and expanded 
research, education, and surveillance throughout the food safety system. We took action to 
keep harmful pesticides off our fruits and vegetables, and created new protections against 
dangerous contaminants in our drinking water. As we end this century, we changed the way 
the meat and poultry inspection system works for the first time since the beginning of the 
century. 

But we must do more. Despite all our progress, tens of millions of Americans become ill 
each year from eating unsafe food --and roughly 9,000 of them die from it. All of us must 
do our part if we are go to ensure that the food we serve our children is wholesome, safe, 
and free from danger. 

That is why we have urged Congress to take the next step forward in food safety, by passing 
the President's Food Safety Initiative --to make fruits·and vegetables even safer, to increase 
inspections, to teach high-risk populations about food safety, and to expand the early 
warning system for food-borne illness we put in place last year. 

But as Americans fire up their barbecues, it saddens me to report that some in Congress are 
firing up their opposition. House Republicans have passed a budget that cuts our Food 
Safety Initiative by more than 85 percent. Senate Republicans are poised to make cuts of a 
similar magnitude. That means fewer new food inspectors, fewer new safeguards for fruits 
and vegetables, and a smaller chance of a life-saving early warning. This shouldn't be a 
partisan issue. We need new weapons in the war on unsafe food --not a war on food safety 
in the Congress. The Republican food safety cuts are wrong --and they would America's 
children at risk. 

I challenge Congress to fully fund our Food Safety Initiative and give Americans peace of 
mind when they reach for a piece of food. And I call on Congress to pass legislation that 
will allow the federal government to recall contaminated meat and poultry. The present 
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system of recalls was created in an age when meat traveled around the comer. Today, it 
travels around the country. We need new authority to seize meat that may be contaminated, 
to protect America's families. 

According to the Centers for Disease Control, most outbreaks of food-borne illness come 
about because of the mishandling of prepared food. That's why all the relevant parts of our 
government came together to develop the first "Food Code" --a collection of the most 
up-to-date, science-based food safety standards available. As we begin this 4th of July 
weekend, I encourage all state and local governments, as well as restaurants, grocery stores, 
nursing homes, day care centers, and others, to fo llow the recommendations in the "Food 
Code." If we want our friends and families to be safe, this is one code that shouldn't be 
broken. 

And something as important as the food we prepare demands personal responsibility as 
well. We'll hear more about this in a moment. But some basic rules are good reminders to 
all of us. Defrost the meat evenly. Make sure the meat you cook has been properly 
refrigerated. Keep hot food hot and cold food cold. Make sure your utensils and counter 
tops are clean. 

The 4th of July is more than just a long weekend. It is a time when we remember what it 
means to be Americans, in the company of our fami lies, our communities, and our fellow 
citizens. I hope that all Americans have a safe 4th of July --and don't let avoidable 
food-borne illnesses endanger their life, liberty, or pursuit of happiness. 
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Ne w Crops , Ne w Cen tury , Ne w Challenges : 
Ho w Will Scientists , Farmers , And Consumers Learn to Love Biotechnology 
And What Happens If They Don ' t? Washington , D. C . - July 13 , 1999 

"Good afternoon . Thank you for coming . 

" Let ' s th ink about t hi s h ypothet i ca l situation for a moment : Let ' s 
s uppose that today ' s salad was made with the new carro~ from Press Club Farms, 
Inc . Farmers grow t he ne w carrot on fewer acres because it yields more , and 
it ' s less expe nsive because it d oes no t require any fertilizers or pesticides 
and can be harvested totally mechanically . In addition, it has more vitamin A 
& C than traditional varieties and stays c risper l onger and keeps its fresh 
taste l o nge r . 

"But , because this carrot does not require as much labor , the farmers 
have had to lay off hundreds of employees . While it does not require any 
chemicals to flourish, th is new c arro t does affect the environment by making 
it difficult for other crops or plants in close proximity to survive . And 
though it ' s che.ap.e.c_~in wit h, it I s only available frorg....o.n.e.. ,1;.Qlt}J)~ , whic h 
could result in a considerable premium over regular carrot seed . • 

"And what' s the secret to this hypothetical ne w carrot? It ' s t he latesj 
advance from biotec hnology - - produced with a ge ne from kudzu , an invasive 0-~eJlle-fi.oM 
weed . Kv..d.Ut, 

"Sound far - fetched? It probably shouldn ' t : Remember the flavor-saver r/aVOr _ 
tomato? How many of you have hea rd of the so- called terminator gene which can 101~~ 

Keep a plant from reproduc ing? Today , nearly half the soybeans in the U. S . 1~•(YJ1~qt
0 the stuff that is crushed and made i nto salad and cooking oil and that feeds 6~ne~ 

most of the livestock we grow are produced from a 
variety that increases the p lant ' s resistance to certain pesticides . 
Genetically-engineered corn with certain pest resistant characterist i cs is 
also rapidly d isplacing more traditional varieties. And, it gets even more 
interesting when you consider that researchers are looking at genetically­
modified mosquitoes that cannot carry malaria. 

"So, what do we thin k about this new carrot? Are we concerned about the 
environmental effects we still don ' t fully understand? What about the farm 
workers who are now unemployed? Should one company have a monopoly on it? 
And finally, are you concerned about these issues and about how it is 
produced? Would you stil l have eaten i t if you knew about the kudzu gene? 
Sfiould you have been told? _ Would you buy it? 

" Folks, this is the tip of the biotechnology iceberg . There are many 
more ques t ions that haven ' t yet been thought of , much less answered. But 
first of all , and if you come away with a dominant point from my remarks, it 
is that I want you to know that biotechnology has enormous potential. 

" Biotechnology is already transforming medicine as we know it. 
Pharmaceuticals such as human insulin for diabetes, interferon and other 
cancer medications, antibiotics and vaccines are all products of genetic 
engineer ing. Just yesterday I read that scientists at Virginia Polytechni c 
Institute will process drugs from milk from genetically altered cows. One new 
drug has the potential to save hemophiliacs from bleeding to death. 
Scientists are also looking at bananas that may one day deliver vaccines t o 
children in developing countries. 

111flm 
WOf<Kt.'R~ 
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"Agricultural biotechnology ha~n9rmous eotential to help combat 
hunger . Genetically modified plants ha ve t he potentialto resist ki ller 
weeds that are , literally , starving people in Africa a nd other parts of the 
developing world . 

Res, s~nc~ to 
i<.1 lie,, IA.)ee~ 

"Biotechnology c an help us solve some of the most vexing environme n ta l ~tdv.ce.t~sk,de. 
proble ms : It could reduce pestic ide us e , increase yields , improve nutr i tional ~\/ e.l L <.A.je 
£9ntent , and use less water . We ' re employing bioe ng i neered fungi to remove I I c ~ J 
i nk from pulp in a more e nv ironmentally sensitive manner . \v\.lP,\i,(, t Ot'U 

Q)r'\, . t-
"But , as with a ny new technology , the road is nol always smooth . Right IA'-e le<s Hi,O 

now , in some parts of the world Lhere is g r eat co nsumer resistance and great 
cynicism toward biotechnol ogy . In Europe protesters have torn up t es t plots 
of biotechnology- de rived crops a nd some of the maj or food companies in Europe 
have stopped using GMOs genetical l y - modified organi~ in thei r products . 

"Yesterday ' s news was t hat the WTO affirmed our view that the EU is Lu___ /) l.l..t°ljl.{ih{,Q 
un j ustifi ably blocking US ranchers from selling beef produced with complet ely bluet· tl,R :,if ~ 
tes t e d a nd safe g r o wth ho rmones . Today we ' re seeing t hat t he G- 8 ag r eed t o a .J?urrlG[ J 
new review of food safet y i ssues and , havi ng myse l f just come back from France -nv,

11
7~~ 

a coupl e of wee ks ago , I can ass~re you that trade in GMOs is looming larger ee~f O "r 
o ve r US-EU trade relations7. n all areas . 4_ ~ f 1.."' '9o 

" Now, more than ever , with these technologies in their relative infancy , 
I thin k it ' s imp ortant t hat , as we encourage the development of these new food 
production s ystems , we cannot blindl y embrace t he i r benefits . We have to 
e ns ure pub l i c con fidence in general , con sumer conficlence in particular , a nd 
assure fa rmers tlre- knm:.J:m:tgeEITTic the y will b e nefit . ------

"The i mportan t quest i o n is not , do we accept the c ha nges the 
b iotechnology r e volution can bring , but are we willing to heed the lessons o f 
the pas t i n help i ng us to harness t h is burgeon i ng technology. The promi se and 
potentia l are e normous , bu t so too are the questions many of which a r e 
comp l etely legitimate . Tod a y , on the t hres hold of this revolution , we ha ve to 
g r appl e wi th a nd sat i sfy t hose questions so we can in fact fulfill 

O;. Clrcr "'-o "C;'l1l1'.IH...._ 
J 

bio t echnology ' s a wesome poten tia l . 

"To that e nd , toda y I am laying o u t 5 pri nciples I be l ieve should guide 
us in our a pp r oach to b iot echnology i n the 21st century. The y are : 

S Pr d\c.1~le( 
hW c(Q, 

« 1-t, oath f\1 
. 'B J~lt)t 

_, lAr 
1 . AQ Arm ' s Length Re gula t £_ry Pr ocess. Governme nt r e gulators 

c ontinue to stay an arm's length, d i spassiona t e dis t ance from the 
companies developing and promo ting these products; and c ontinue to 
protect public health, safety and the environment. 

must 

2. Consumer Acceptance. Consumer acceptanc e is fundamentally 
ba sed on a n" arm 1 s length r egulatory process. The r e ma y be a role 
fo r information labeling, but fundame nta l questions t o a ccep t anc e 
wi ll depend on sound regul ation. 

3. Fairness to Farmers . Biotechnology has t o resul t in greater , 
not fewer ~options for farmers. The industry has t o develop 
products that show real, meaningful results for farmers, 
particularly small and medium size family farmers. 

4. Corporate Citizenship. In addition to the ir desire for 
profit, biotechnology companies mus t also unders t a nd and r espec t 
the role of the arm ' s l e ngt h r egula tor , t he farmer, a nd the 
consumer . 

5 . Free a nd Open Tr ade . We canno t l e t o the r s h i d e behind 
unfounded , unwarranted s c ient ific cla ims t o b lock comme r c e in 
agriculture. 

(.(,1/ffit J 

7/19/99 5:37 PM 



3 of7 

llllJl. """ .ll:.tla.go\ ll<:\I ~ rcli:a:.c~ I 'J'J'J 0 710285 

C0 Arm ' s Length Regulatory Process 

"When I was a school board member in Wichita , Kansas , one of my tasks 
was to study t he level of studen t participation in the school lunc h program . 
I quic kly learned if the food didn ' t taste or look good , no matter how 
nutritious it was , the kids wouldn' t eat it . 

"With al l that biotechnology has to offer , it is nothing if it ' s not 
accepted . This boils down to a matter of ~ trust in t he science be hind 
the process , but particularly Lrusl in the 
regulatory process that ensures thorough review -- including complete and open 
public involvement . The process must stay al arm ' s length from any entity 
Lh&t has a vested interest in the outcome . 

" By and l arge the American people have trust and confidence in the food 
safety efforts of USDA, the FDA, EPA , CDC and others because these age ncies 
are competent a nd independent from the industries t he y regula t e , a nd are 

viewed as s uch , That kind of independe nce and confidence wi l l be r equired as 
we dea l wi t h biotechnology . 

"The US regulatory path for testing and commercializing biotechnology 
products as they move from lab to field to marketplace is over a decade old . 
We base decisions on rigorous analysis and sound scientific principles . Three 
federal agencies USDA , FDA , and EPA each play a role in determining the 
use of b i otechnol ogy produc t s in the United States : USDA e valuates produc t s 
for po t ential ris k t o othe r plant s a nd a n i mals. FDA revie ws biotechnology' s 
effect on f ood sa fety . And the EPA e xami nes a ny p roducts that can be 
c l a s sified as pest i cides . 

now, t he r e are abou t 50 genetical l y a l ter e d RL;lot va.r:ie..ties 
9,pproved by US DA . And so t a r, tha nks to t he ha rd work a nd dedication o f our 
scient i s ts , the s ystem is keeping pace . But , as I said, t he s ystem i s tried 
a nd t e sted, bu t not perfect and not inviolate a nd s hould be i mprove d where a nd 
wh en possible . 

"To meet t he f u t ure demand of the thousands of produc t s in t he pipe line 
will require even greater resources , a nd a more unified a pproac h and broa der 
coordina t ion . 

"Whe n I c hai red t he US de l e gation t o the World Food Confere nce in Rome 
i n 1996, I got pe lted with ge ne ti c1!"'.t'l-y modified soybeans by naked protesters . 
I~ be gan to r ealize the level of opposition and distrust in parts of Europe to 
biotechnology for products currently on the market or in the pipeline . 

"I believe that distrust is scientificall y unfounded . It comes in part 
from the lack of faith in the EU to assure the safety of their food. They 
have no independent regul atory agenc ies like the FDA, USDA or EPA. They ' ve 
had many food scares in recent years -- mad- cow disease, and in just t he last 
several weeks , dJotln ~J:.aintecLcb.i~k_en -- that have contributed to a wariness 
of any food that is not produced in a traditional manner notwithstanding what 
the science says . Ironically they do not share that fear as it relates to 
genetically modified pharmaceuticals . 

" But , QMO foods evoke in many circles a very volatile reaction. And 
that has created a serious problem for the U.S. and other countries as we try 
to sell our commodities in international mar kets. 

"We need to make sure our regulatory system has the foresight to begin 
addressing issues even before they arise. So to keep pace with the 
accelerating growth of agricul tural biotechnology, I am taking several 
additional steps to ensure we are fully prepared to meet the regulatory 
c hallenges of this new technol ogy. 

"Today I ' m announc ing that I will be asking for an independent 

7/ 19/99 5:37 PM 



4 of7 

llllp . \\ \\' \\ 11,u.1 ,!ll\ lh.'\\:, rt: lt:.1 :-...:s I ')'.I')() U28) 

scientific review oL USDA ' s biote~n a pproval process . The purpose of this 
review will be to ensure that, a s we are faced with increasingly complex 
issues surrounding biotechnology , our scientists have the best information and 
tools to ensure our regulatory capabilities continue to evolve along with 
advances in the new technology . And to address complex issues like 
pharmaceutical producing plants or genetically modified l ivestoc k we will need 
to consult the experts , many of whom are outs ide USDA . 

"Two of the more significant challe nges we face are grower and consumer 
awareness , a nd improving mon itoring on a long Lerm basis . We do not have 
evidence the heavily publicized Monarch bulterfly lab study appears to be 
happen ing in the field . But , Lhe 1·esulting attention to the reporLs and 
ensuing debate underscore the need to develop a comprehensive approach to 
evaluating long-term and secondary e ffects of biotech products . 

"So , USDA will prop9~e the establishmenL o~regional centers around the ~ 
7~un.tr~- ~o evaluate._bi~teoh p:oducts over a long period of time and to provide l ffl~ 
iQ.formation on an ongoing basis to growers , consumers , researchers and 
regulators . 

"To strengthen biotechnology guidelines to ensure we can stay on top of 
any unforeseen adverse effe cts after initial mar ket approval , I am requesting 
all developers of biotech products to report any unexpected or potentially 
ac!ver se enects t~rofiefit or Agric,;_u"flu re irnrnediatE!ly upon discovery . 

"Finally , we need to ensure that our regulators just regulate and only 
regulat:'e . fr f\9~years ago , we cre·ated a food safety agency separate and 
driti'nct from any and all marketing functions to ensure that no commerc i al 
interests have e ven the appearance of influence on our decisions regarding 
food safety . It needs to be t he same with biotechnology . The scierti~ts who, 
e valuate and approve biotech products for t he mar ket must be free of any hint 
of influence from trade s upport and other non- regulatory areas within USDA . 

"We at USDA will undertake a review to reinforce the clear line between 
our regulatory functions a nd those that promote and support trade . This 
reaffirms our basic princ iple that we wil l remain scrupulously rigid in 
main tain i ng a n arm ' s length regulatory process . 

Consumer Acceptance 

"Howe ver strong our regulatory process is , it i s of no use if consumer 
confidence i s l ow a nd if consumers cannot i dentify a direct bene fit to them . 

"I have felt for some time that when biotechnology products from 
agriculture hi t the market with attributes t hat, l et ' s say, reduce 
cholesterol, increase disease resistance, grow hair, lower pesticide and 
herbicide use, and are truly recognized as products that create more specific 
public be ne fit s , consumer acceptance will rise dramatica l l y. 

"There's been a lot of discussion as to whether we should label GMO 
products. There are clearly t rade .and domestic implications to labeling to be 
considered in this regard. I know many of us in this room are sorting out 
these issues. At the end of the day many observers , including me, believe 
some type of informational labeling is likely to happen . But, I do believe 
that it is imperative that such l abeling does not undermine trade and this 
promising new technology. 

"The concept of labeling particular products for marketing purposes is 
not a radical one. For e xample , USDA ha s already dec ided that for a product 
to be certified as organic under our pending organic agriculture rules , a GMO 
product would not qualify . And that does not mean that USDA believes organic 
is safer or better than non- organic ~11 approved foods are safe it just 
means that consumers are given thi s informed choice . 

"There clearly needs to be a strong public education effort to show 

l n:hvM ed. 

l~ 
(:,,J..to 

7/19/99 5:37 PM 



i!llp . ,\ \I \I t,,ll.t .g.,l\ Ile\\'\ lck' .1 '\l' ,'\ t 'l'l'I (/ ' l!~II . 

consumers the benefits of these product s and why t he y a r e safe . Not o n l y will 
this be t he responsibil i ty of private i ndust ry a nd governme n t , but I th i nk the 
media wil l play a vital role . It ' s i mportant t hat t he me d ia treat thi s 
s ubject r espons ibl y a nd not sensational ize o r f an consumer fea r s . That ' s what 
we ' re seeing happe n i n the EU and t he outcome is fear , doubt a nd o u t righ t 
OPPQ 

"What we cannot do is ta ke consume r s fo r g ra n ted . I ca nno t s tre ss that 
e noug h . A sort of i f- you - g r o w- it-the y- wi ll - come me nt a l ity . I bel i e ve farmers 
and consumers wjl l eventually come to see the economic , environmental , and 
health benefits of biotechnology products , parlicularly if the indust r y 

~ches o ut and becomes more consumer access ible . 
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" But , to build consumer con fidence , it is j ust l i ke it is wi t h t he wa y 
we regulate our airl ines , our ban ks a nd t he safety of our food s u pp l y 
cons umers must have t r ust in t he regu latory process . That trust i s buil t o n 
op e nness . Feder al agencies ha ve noth i ng to hide . We work o n be half of t he 
publ i c inter es t . Understanding that wil l go a l o ng wa y t o so lv i ng the budd ing 
controve r s y o ve r labe ling and ensu r ing tha t consumers wil l ha ve the abi l ity to 
ma ke i n fo rmed c hoices . 

Fa i r ness to Farmers 

" Like consumers , farmers need to have adequate c hoices made a vai l a b le to 
them . But today , American agriculture is at a crossroads . Farmers are 
c u r r e ntl y f acing e x t reme l y low commodity pric es and a re rig htfully as king what 
wil l a gri c ulture look li ke i n the ye ars t o c ome and what wi ll t heir ro l es be . 

"That also means they have mo re respo nsibi l ity and more p ressure . And 
muc h o f the pre ssure the y face or i gina t e s from sou rces be yo nd t heir con t r ol . 
We are seeing socia l and eco nomic t rends t hat ha ve a powerfu l eff ect o n ho w 
farmers do bus i ness . We are seeing inc r eased mar ket concentra t i on , a r ise in 
contrac ting , rapidl y evolv ing t echnologies s uc h as informa tion powe r and 
p r eci s ion agri c ul t ure in addi t ion to biotechnolo gy. We a r e seeing differe nt 
mar keting t echniques suc h as orga nics , direc t mar keting, c oops a nd nic he 
ma r ke t s , a nd a n e xpa nsion of no n- agri cul tu r a l i ndustria l uses for plant s . 

"One o f my bigge st conce r ns i s what biotechnology has i n stor e f or 
famil y farme rs . Consolid a tio n , i nd us trial i zation and proprietary r esearch can 
c r eate pitfal l s f o r farme r s . I t t hreatens to ma ke them serva nts to b i gger 
ma sters , rat he r than maste r s o f the ir o wn doma ins . In b io technol ogy , we ' r e 
already seeing a hea ted a rgumen t o ve r who owns what . Companies are suing 
compa nies oyer p a t e n t right s e ve n as the y me rg~ . Fa r me rs have been pitted 
a g ainst t hei r neighbo r s in efforts to prote ct corporate intellec tual property 
r i ghts . 

"We nee d t o ensure t ha t biotechnology becomes a tool that results in 
greater -- no t fewe r -- options f or farme rs . For exa mple , we ' r e a lready 
hearing conc erns f rom s ome f arme r s t hat to get s ome of t he more highly 
desirable no n - GMO traits develope d over the years , the y might have t o buy 
biotechnology seeds . For some , t hat ' s l i ke buyi ng the car of your dreams b u t 
only if you get i t i n yel low . On t he o t her hand , stress- toleran t p l ant s are 
in the pipe l i ne whic h could e xpand agricultu r a l possibilities on marginal 
lands whic h could be a powerf ul b e ne f i t to poor farmers . 

"The ability o f farmers t crcompe t e on a level playing field with 
ade quat e c hoic es a vailabl e to them and without undue i n fluence or i mpediments 
to fair competitio n must b e p r e serve d . As thi s t echnology develops , we must 
achieve a balance be tween f a irness to farmers a nd c orpo ra te r e turns. 

" We need t o e xa mi ne al l o f our laws a nd po l i cies t o e n s ure that , in the 
r us h to bring biotech products to ma r ket , s mal l a nd medium fami l y farmers a r e 
not simp ly plo wed unde r . We will need t o integrate i s s ues li ke privat i zatio n 

· ers rights an research to see i r 
a p p r oach is he lpi ng or ha rmi n g___!_l1_e p ubli c good a nd f a mi y armers . 
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'' IL is not the governmenl who harnesses the power of the airwa ves , but 
it is the government who r egu l ates it . That same principle might come to 
apply to discover ies in nature as well . And t hat debate is j ust ge t ting 
started . 

Corporate Citizenship ~r-
"If the promises hold true , biotechnolog y will b r i ng re vo l utiona ry 

benefits to soc i ety . But that very promise means that industry needs to be 
gu ided by a broader map and not j usl a compass pointing toward t he bottom 
line . 

" Product development to 
t echnology to claim that all 
for corporate prof i t -maki ng . 
act wi t h greater sensitivi t y 

date has enabled those who oppose t his 
the ta l k about feeding the wo r l d i s simply c over 

To succeed in t he l ong t e rm , indust ry needs to 
and foresight . 

" In a ddition , pri vate sec t or research s hould also i nclude t he public 
i nt ere st , with partne r s hips and cooperation with non-go vernmental 
organiza tions her e a nd in t he de velopi ng world ensuring that the fruits of 
th is t echnology address t he most compelling needs li ke hunge r a nd f ood 
security . 

"Biotechnology developers must keep farmers i nformed of lhe latest 
t r e nds , no t just i n r e sea r c h but in the ma rke t p l ace as we l l . Contrac ts with 
farmers need to be fa i r a nd not result i n a s ys t em that reduces farmers to 
mere serfs on t he land o r c r eate an a t mosphere of mi s trus t among farmers or 
be tween farme r s and compa nies . 

~pa nies need to continue t o moni to r products , afte r they ' ve gone 
marke t , for potential danger to the envi ronme nt and maintain ope n and 

c omprehensive disc l osure of t heir f indi ngs . 

"We don ' t know what bio technology has in store for us in the fut ure, 
good and bad , but if we stay on top of de velopments , we ' re going to make sure 
that biotechnol ogy serves society , not the o ther way around . 

"These basic principles o f good corpor a te ci t i zenship real l y just amount 
to good long-te rm business practices . As in eve ry other sector of the 
economy, we e xpec t responsible corporate c itizenship and a fair return. For 
the Ame r ican people , that is the bottom line . 

Free and Open Trade 

"The issues I have raised have profound consequences i n world trade . 
Right now, we are fight i ng the batt l es on e ns uring access to our products on 
many fronts . We are not alone in these battles Canada , Australia , Me xico, 
many Latin American , African and Asian nations , agree with us that sound 
science ought to establish whether biot ech products a re sa fe and can move in 
international commerce . 

"These are not 
and 36% of our corn 
a few varieties of 
many more have been 
products. 

academic problems . For 1998 crops 44 % of our soybeans 
are produced from enetically mod1 ~1ed seeds . While only 

products have been approve or sa e an use in Europe, 
put on hold by a de facto European moratori um on new GMO 

"Two weeks ago I went to France and met wi th the French Agriculture 
Minister at the request o f the US ambassador there , Felix Rohatyn , to see if 
we can break th is logjam which d i rec tly threatens US- EU relations at a 
de licate time whe n we are commencing the next WTO round i n Seattle. 

"Quite fran kly the food safety and regulator y regimes in Europe are so 

0>n.d~nr 
\);fm10' 
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s plit and di vided a mong the different countr i e s t hat I am e x tremel y concerned 
t hat f a i lure to work ou t t hese biotech issue s in a s ens i ble wa y could do deep 
damage to our nex t t rade r ound and e ffec t bo th agricul tural and non­
agricultural issue s . Fo r tha t r eason, the French Mi niste r ' s a g reeme nt to have 
a short-term working group wi t h USDA on bio t e ch approval i s sues , a nd his 
willingness t o come to the US i n the f al l t o fur t he r discuss the s ituation , is 
e ncouraging . 

"To f or es tal l a major US-EU trade confl ict , both sides o f t he At l a nL ic 
mus t t one down t he r hetori c , roll up our s l eeves a nd wo rk Loward conf l i c t 
resolu t ion based on ope n t rade , sou nd science a nd cons umer involvemen t. l 
think this can be done if the will is t here . 

"Howe ver , I s ho uld warn o ur f r i ends ac r oss the Atla ntic tha t , if t hese 
issues c anno t be r esolved in t his manner , we will v i go r o usly f igh t f or our 
legitimate rights . 

Concl usion 

"Finally , I ' ve established a Secretar_y ' s Advisory Committ$e on (int <~ ,cJ'l<tVJ( 
A9ric~ftuLal Biotechnology -- a cross-sect i on of 25 indi.viduals- from j •(J•'v/ 
government , academia , production ag riculture , agribusiness , e th icists , ~ ,.J '~( tl,{; 
e nv_i£qnmental and consume r g.r oups . The c ommittee , wh ich will hold its f j rst (j)IV'N~' 
mee ting i n the fall , will provide me with advice on a broad range of i ssues 0~ , 
re lat i ng t o ag r icultural biotechnology a nd on maintaining a f l e x i ble polic y ~I 0~ · , 
that evolves as biotechnology evolve s . 

" Publi c policy must lead in this area and not merely react . Industry 
and government cannot engage in hedging or double talking as problems develop , 
which no doubt they will . 

"At t he same time , science will march forward , and especially in 
agriculture , that science can help to create a world where no one needs to go 
hungry, where developing nations can become more food self-sufficient and 
t hereby become freer and more democratic , where the environmental challenges 
a nd clean water , clean air , g l obal warming and climate c hange , must be met 
with sound and modern science and that will involve biotechnological 
solutions . 

" Notwi thstanding my concerns raised here today , I would caution those 
who would be too cautious in pursuing the future . As President Kennedy said, 
"We should not let our fears hold us back from pursuing our hopes .'' 

"So let us cont i nue to move forward thought full y with biotechnology 
agriculture but with a measured sense of what it i s and what it can be. 
will then avoid r elegating this promising new technology to the pile of 
might - have-beens , and instead realize its potential as one of the tools 
will help us feed the growing wor ld population in a sustainable ma nner . 

"Thank you ." 

# 
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We 
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THE FRUIT AND VEG ET ABLE SAFETY ACT 
1999 (S. 823) 

PURPOSE: To establish a program to assure the safety of processed produce intended for 
human consumption, and for other purposes. 

SPONSOR (S): Senators Harkin, Durbin and Kerry. 

PURPOSE: This bill establishes that: 

• Persons who process produce for human consumption have the responsibility to 
prevent or minimize food safety hazards related to their products. 

• Consumption of fresh fruits and vegetables can promote health and prevent disease, 
and should be encouraged. 

• Rising consumer demand for processed produce, the growing market for various 
kinds of domestic and imported processed produce, and the increasing variety of 
processing techniques for produce, are causing newly recognized or unpredicted 
safety hazards. 

• Uniform sanitation practices, applied to processing of produce, will minimize these 
hazards. 
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By Mr. HARKIN (for himself and Mr. Durbin): 

S. 823. A bill to establish a program to assure the safety of processed produce intended for human 
consumption, and for other purposes; to the Committee on Agriculture, Nutrition, and Forestry. 

THE FRUIT AND VEGETABLE SAFETY ACT 

Mr. HARKIN. Mr. President, today I am introducing legislation to bridge obvious gaps in the safety 
of fresh fruits and vegetables. This legislation will establish basic standards of sanitation for 
processed fruits and vegetables, simple standards that will help assure that Americans can enjoy these 
foods safely. 

American families are on the front lines of this food safety battle three times a day--breakfast, lunch 
and dinner. Health experts advise us to eat at least five servings a day of fresh fruits and vegetables as 
part of a healthy lifestyle. Studies show these foods can cut our risks of cancer and heart disease. 
Americans have listened, and our consumption of fresh fruits and vegetables has grown every year. 
We can now find a variety of out-of-season produce, imported and exotic foods. We also enjoy 
convenience foods, ready-to-eat mixed salads, sprouts, mixed juices, a variety of frozen berries, dried 
spices, and other treats unavailable a few decades ago. 

Americans can buy produce that is the safest in the world, and food safety problems from produce are 
rare. But these problems can be devastating for victims, and consumers are demanding stronger laws 
to protect themselves from food borne illness. Since 1990, more than 40 outbreaks of food borne 
illness have been linked to fresh fruit, vegetable and juice products consumed in the United States. 
More than 6300 illnesses were reported, with victims in almost all 50 states. Domestic melons, 
imported strawberries, lettuce, sprouts and orange juice each took their toll. 

Processed or ready-to-eat produce may be more easily contaminated because it is handled 
extensively, cut up and rinsed, and then is eaten by the consumer without further preparation. It is 
essential that the processor handle these foods safely, because there is nothing the consumer can do 
once these products are contaminated. 

This bill will improve the safety of these products by requiring that they are always processed under 
sanitary conditions. These are the same conditions you would use in your own kitchen, and should 
expect from a processor. The guidelines are simple; that rinse water be clean and sewage be kept 
away from the food, that workers can and do wash their hands, that flies , birds and rodents be kept 
out of the processing plant. 

Under the bill provisions, FDA will inspect processors, domestic and importing, annually, to be sure 
they are following sanitary guidelines. FDA will also coordinate with other food safety agencies to 
develop research programs aimed at setting standards for safe agricultural practices for produce, and 
for testing methods that can verify that fruit or vegetable products has been processed safely. 

Last August, the National Academy of Sciences, in evaluating the federal food safety system, advised 
that food safety agencies be able to ' mandate minimum sanitation standards for food.' Food safety 
should be a requirement--not a suggestion. We have had basic sanitation standards in place for meat 
and poultry for 93 years. FDA needs strong mandatory sanitation guidelines for produce. My bill 
would establish basic sanitation standards for processed fruits and vegetables. Most processors in the 
US are already following these reasonable standards, and are keeping their products safe. This bill 
will bring everyone up to par domestically, and allow FDA to address produce sanitation problems in 
importing countries. 

Agriculture is clearly our nation's largest employer, providing jobs for millions from the farm to the 
corner markets. Agricultural communities cannot afford to have the American public question the 
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~afety of the food in their grocery stores. This is not just a public health issue, it is also an economic 
issue. 

I believe these simple standards of cleanliness are reasonable, are long overdue, and will help assure 
that Americans can safely make these foods a part of every meal. 

http://thomas.loc.gov/cgi-bin/query/C?r I 06:./temp/~r I 06aB3u V m 7/15/99 



Page I of 12 

S 823 IS 

106th CONGRESS 

1st Session 

S.823 

To establish a program to assure the safety of processed produce intended for human consumption, 
and for other purposes. 

IN THE SENA TE OF THE UNITED ST A TES 

April 15, 1999 

Mr. HARKIN (for himself and Mr. DURBIN) introduced the following bill; which was read twice 
and referred to the Committee on Agriculture, Nutrition, and Forestry 

ABILL 

To establish a program to assure the safety of processed produce intended for human consumption, 
and for other purposes. 

Be it enacted by the Senate and House of Representatives of the United States of America in 
Congress assembled, 

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.,_ 

(a) SHORT TITLE- This Act may be cited as the 'Fruit and V~getable Safety Act'. 

(b) TABLE OF CONTENTS- The table of contents for this Act is as follows: 

Sec. 1. Short title; table of contents. 

Sec. 2. Findings. 

Sec. 3. Definitions. 

TITLE 1--FOOD SAFETY ACTIVITIES 

Sec. IO 1. Administration of national program. 

Subtitle A--Processed Produce 

Sec. I 11. Good manufacturing practices. 

Sec. 112. Inspections of processors. 
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Sec. 113. State and Federal cooperation. 

Subtitle B--Raw Agricultural Commodities 

Sec. 121. Good agricultural practices. 

Sec. 122. Inspections of facil ities. 

TITLE 11--RESEARCH AND EDUCATION 

Sec. 201. Public health assessment system. 

Sec. 202. Public education and advisory system. 

Sec. 203. Research. 

TITLE III--IMPORTED FOOD 

Sec. 30 1. Criteria for deeming imported food adulterated. 

SEC. 2. FINDINGS. 

Congress finds that--

( 1) persons who process produce for human consumption have the responsibility to 
prevent or minimize food safety hazards related to their products; 

(2) consumption of fresh fruits and vegetables can promote health and prevent disease, 
and should be encouraged; 

(3) rising consumer demand for processed produce, the growing market for various kinds 
of domestic and imported processed produce, and the increasing variety of processing 
techniques for produce, are causing newly recognized or unpredicted safety hazards; and 

( 4) uniform sanitation practices, applied to processing of produce, will minimize these 
hazards. 

SEC. 3. DEFINITIONS. 

In this Act: 

(1) CONTAMINANT-The term 'contaminant' includes a bacterium, a chemical 
contaminant, a natural toxin, a virus, a parasite, a physical hazard, or other substance, 
that when found on or in produce can cause human illness or injury. 

(2) PROCESS- The term 'process'--

(A) means to carry out the commercial preparation or manufacture of produce, 
including--

(i) the freezing, dehydration, salting, sprouting, peeling, coring, stemming, 
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trimming, fermentation, mashing, or shredding of produce; 

(ii) the cutting of produce after harvesting; 

(iii) the final washing of produce that will be presented for sale so as appear 
to the average consumer to be ready for consumption without further 
washing or preparation; and 

(iv) the mixing or blending of produce with other produce; and 

(B) does not include carrying out the harvesting, washing (except as provided in 
subparagraph (A)(iii)), waxing, packing, or sorting, of a raw agricultural 
commodity. 

(3) PRODUCE- The term 'produce'--

(A) means any perishable agricultural commodity, as defined in section 1 (b) of the 
Perishable Agricultural Commodities Act, 1930 (7 U.S.C. 499a(b)); 

(B)(i) includes, except as provided in clause (ii), a mixture of--

(1) a commodity described in subparagraph (A); and 

(IT) any other food, as defined in section 201 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 321); and 

(ii) does not include the other food in the mixture described in clause (i)(II); and 

(C) does not include an article used for food or drink for animals, or an article used 
for a component of such an article. 

(4) RAW AGRICULTURAL COMMODITY- The term 'raw agricultural commodity' 
means a perishable agricultural commodity, as defined in section l(b) of the Perishable 
Agricultural Commodities Act, 1930 (7 U.S.C. 499a(b)) that is a raw agricultural 
commodity, as defined in section 201 of the Federal Food, Drug, and Cosmetic Act (21 
u.s.c. 321). 

(5) SECRETARY- The term 'Secretary' means the Secretary of Health and Human 
Services. 

TITLE 1--FOOD SAFETY ACTIVITIES 

SEC. 101. ADMINISTRATION OF NATIONAL PROGRAM. 

(a) TN GENERAL-

( I) NATIONAL PROGRAM- The Secretary shall administer a national program for the 
purpose of protecting human health by ensuring that--

(i) the produce processing industry has effective programs in place to assure the 
safety of produce processed in the United States; and 

(i i) producers of raw agricultural commodities have effective programs in place to 
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assure the safety of those commodities produced in the United States. 

(2) BASIS FOR PROGRAM- The program shall take into consideration the distinctive 
characteristics of produce processing and the production of raw agricultural 
commodities. 

(b) PROGRAM ELEMENTS- The program shall provide for implementation of the authorities 
described in--

( l ) sections 402A, 402B, 407A, and 407B of the Federal Food, Drug, and Cosmetic Act, 
as added in subtitles A and B; 

(2) section 113; and 

(3) title II. 

Subtitle A--Processed Produce 

SEC. Ill. GOOD MANUFACTURING PRACTICES. 

(a) IN GENERAL- Chapter IV of the Federal Food, Drug, and Cosmetic Act is amended by 
inserting after section 402 (2 1 U.S.C. 342) the following: 

'SEC. 402A. GOOD MANUFACTURING PRACTICES FOR PRODUCE. 

' (a) GOOD MANUFACTURING PRACTICE REGULATIONS- Not later than 1 year after the 
date of enactment of this section, the Secretary shall by regulation issue standards for good 
manufacturing practices for the processing of produce. 

'(b) APPLICATION-

' (!) IN GENERAL-The regulations issued under subsection (a) shall be the same as the 
provisions of the good manufacturing practice regulations that apply to the processing of 
food (notwithstanding any exclusions in Federal law relating to establishments engaged 
solely in the harvesting, storage, or distribution of raw agricultural commodities), except 
as provided in paragraph (2). 

'(2) EXCEPTIONS- In issuing regulations under subsection (a), the Secretary may 
modify the provisions described in paragraph ( I ) if the Secretary determines, for good 
cause shown and stated together with the regulations, that--

. (A) a modification of such provisions would be more effective to prevent the 
contamination of, or promote the sanitation of, processed produce; or 

· (B) the application of a portion of such provisions would not result in the 
prevention of contamination of, or promotion of sanitation of, processed produce. 

'(c) EFFECTIVE DATE-The regulations described in subsection (a) take effect 2 years after 
the date of enactment of this section. 

'(d) DEFINITIONS- In thi s section: 

'( I) CONTAMINANT; PROCESS; PRODUCE-The terms 'contaminant' , 'process', and 
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'produce' have the meanings given the terms in section 3 of the Fruit and Vegetable 
Safety Act. 

'(2) GOOD MANUFACTURING PRACTICE REGULATIONS-The term 'good 
manufacturing practice regulations' means the good manufacturing practice regulations 
for manufacturing, packing, or holding food, issued under sections 402, 70 l , and 704 and 
under section 361 of the Public Health Service Act (42 U.S.C. 264).'. 

(b) VIOLATION- Section 402 of the Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 342) is 
amended by adding at the end the following: 

· (h) It is an article of produce processed in violation of section 402A.' . 

SEC. 112. INSPECTIONS OF PROCESSORS. 

(a) IN GENERAL- Chapter Vil of the Federal Food, Drug, and Cosmetic Act is amended by 
inserting after section 704 (21 U.S.C. 374) the following: 

'SEC. 704A. INSPECTIONS OF PROCESSORS. 

'(a) NATURE OF INSPECTIONS-

. ( 1) IN GENERAL- The Secretary shall provide for unannounced inspections of 
processing fac ilities to determine if produce processed in the facilities is in compliance 
with the requirements of this Act that relate to produce. 

'(2) SCHEDULE-

. (A) IN GENERAL- The Secretary shall establish a schedule for the unannounced 
inspections, which shall provide for--

' (i) annual inspections for the faci lities, except as provided in clause (ii); and 

'(ii) less frequent inspections for facilities classified as low-risk facilities 
under subparagraph (B). 

'(B) LOW-RISK FACILITIES-The Secretary may classify processing facilities as 
low-risk fac ilities. In making the classification, the Secretary shall classify 
facil ities by considering the hazards associated with the type of produce being 
processed at a facil ity, the facil ity's history of compliance and food safety 
problems, and such other factors as the Secretary may determine to be appropriate. 

'(3) EXAMINATION OF CLASSIFICATIONS- Each such inspection of a fac il ity shall 
include an examination of whether the facility is appropriately classified under paragraph 
(2). 

'(b) CONDUCT OF INSPECTIONS-

. (I) SCOPE- An inspection under subsection (a) of any facility described in subsection 
(a) shall extend to all things in the facil ity (including records required to be maintained 
under subsection (d)(l)(A)), processes, controls, and premises) that bear on whether 
processed produce is in compliance with the requirements of this Act that relate to 
produce. Access to records may include the copying of the records. 
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'(2) AUTHORITIES- In conducting such an inspection, an officer or employee duly 
designated by the Secretary shall have the same authorities and duties as the officer or 
employee would have under subsection (a)( l ), (c), or (d) of section 704 to inspect 
establishments in which food is processed. 

'(3) REPORT- Immediately after completion of the inspection, the officer or employee 
making the inspection shall give to the owner, operator, or agent in charge a written 
report setting forth any conditions or practices observed that indicate that any produce 
from the facility is in violation of the requirements of this Act that relate to produce. 

'(c) PRODUCT DETENTION AND CONDEMNATION-

'(l) IN GENERAL- If, during an inspection conducted under this section, an officer or 
employee making the inspection determines that processed produce is in violation of the 
requirements of this Act that relate to produce, the officer or employee 

may order the produce segregated, impounded, and if objection is not made within 48 hours after the 
issuance of the impoundment order, condemned. If objection is made within that 48 hours, processed 
produce that is perishable may be processed to the extent necessary to prevent spoilage, and the 
Secretary shall expeditiously commence a hearing regarding the determination and any action 
required for compliance with the requirements of this Act that relate to produce. The decision of the 
Secretary fo llowing the hearing shall be considered to be a final agency action. 

'(2) RELEASE- If the Secretary determines that, through relabeling or other action, the 
produce can be brought into compliance with the requirements of this Act that relate to 
produce, the produce may be released following a determination by the Secretary that the 
relabeling or other action as specified by the Secretary has been performed. 

'(3) DESTRUCTION- Any processed produce condemned under paragraph ( l )-­

'(A) in a case in which no objection is made under paragraph (I); 

'(B) after the hearing and any judicial review; or 

'(C) after fa ilure of the owner, operator, or agent to perform relabeling or other 
action described in paragraph (2); 

shall be destroyed under supervision of the Secretary. 

'(d) MAINTENANCE OF RECORDS-

'( l ) IN GENERAL- The owner, operator, or agent in charge of each processing facility 
shall maintain such records as the Secretary may prescribe. The records shall be 
maintained for a reasonable period of time as determined by the Secretary. The records 
shall include information conceming--

'(A)(i) the origin, receipt, delivery, sale, movement, holding, and disposition of 
produce processed at the facility; 

'(ii) the processing of the produce; and 

'(iii) other matters reasonably related to whether produce processed at the facil ity 
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may be in violation of the requirements of this Act that relate to produce; and 

'(B)(i) the origin, receipt, delivery, sale, movement, holding, and disposition of 
ingredients used in the produce processed at the faci lity, including sufficient 
information to permit lot identification to faci litate traceback of produce found to 
be adulterated under the requirements of this Act that relate to produce, or to be 
causing human illness or injury; 

'(i i) the identity and amount of ingredients used in the produce; 

'(iii) the results of laboratory, sanitation, or other quality control tests performed 
on the produce or in the facility; and 

'(iv) consumer complaints concerning the produce or the packaging of the 
produce. 

'(2) AVAILABILITY OF RECORDS- The owner, operator, or agent shall--

'(A) make available, during an inspection conducted under subsection (a), the 
records described in paragraph ( l )(A); and 

'(B) at the request of the Secretary, if the officer or employee finds as a result of 
the inspection that produce from the facility is associated with foodborne disease 
or poses an imminent health hazard, make available for inspection the records 
described in paragraph (1 )(B). 

'(e) DEFINITIONS-

, ( l) FACILITY- The term 'facility' includes any factory, warehouse, or establishment, in 
which produce is processed. 

'(2) PROCESS; PRODUCE- The terms 'process' and 'produce' have the meanings given 
the terms in section 3 of the Fruit and Vegetable Safety Act.'. 

(b) REMEDIES-

(!) IN GENERAL- Paragraphs (f) and (n) of section 301, and section 304(g)( l), of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 331, 334(g)(l )) are amended by 
striking 'section 704' and inserting 'section 704 or 704A'. 

(2) PROHIBITED DISCLOSURES- Section 301U) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 331U)) is amended by striking '704,' and inserting '704, 
704A,'. 

(c) CONFORMING AMENDMENT- Section 742(a)(2) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 379l(a)(2)) is amended by striking 'section 704' and inserting 'section 
704 or 704A'. 

SEC. 113. STATE AND FEDERAL COOPERATION. 

(a) IN GENERAL- The Secretary shall work with the States in undertaking activities and 
programs that contribute to the national program established under section 111 so that State 
food safety programs involving the safety of processed produce and the national program 
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function in a coordinated and cost-effective manner. With the assistance provided under 
subsection (b), the Secretary shall encourage States to--

( 1) establish, continue, or strengthen State food safety programs, especially with respect 
to the regulation of retail commercial food establishments; and 

(2) establish procedures and requirements for ensuring that processed produce under the 
jurisdiction of the State food safety programs is not unsafe for human consumption. 

(b) ASSISTANCE- The Secretary may provide to a State, for planning, developing, and 
implementing such a food safety program--

( 1) advisory assistance; 

(2) technical assistance, training, and laboratory assistance (including necessary 
materials and equipment); and 

(3) financial and other assistance. 

(c) SERVICE AGREEMENTS- The Secretary may, under an agreement entered into with a 
Federal, State, or local agency, use, on a reimbursable basis or otherwise, the personnel, 
services, and facilities of the agency to carry out the responsibilities of the agency under this 
Act. The agreement shall provide that any compliance records, notices, or reports that are 
recorded or issued in connection with activities under the agreement, and are in the possession 
of the agency that entered into the agreement shall be made available in accordance with 
section 552 of title 5, United States Code. An agreement entered into with a State agency under 
this subsection may provide for training of State employees. 

Subtitle B--Raw Agricultural Commodities 

SEC. 121. GOOD AGRICULTURAL PRACTICES. 

(a) fN GENERAL- Chapter IV of the Federal Food, Drug, and Cosmetic Act, as amended by 
section 111 (a), is further amended by inserting after section 402A the following: 

'SEC. 402B. GOOD AGRICULTURAL PRACTICES FOR RAW 
AGRICULTURAL COMMODITIES. 

'(a) GOOD AGRICULTURAL PRACTICE REGULATIONS- Not later than 2 years after the 
date of enactment of this section, the Secretary, in consultation with the Secretary of 
Agriculture, shall by regulation issue standards for good agricultural practices fo r the 
production of raw agricultural commodities, in order to minimize the adulteration and 
maximize the safety of those commodities. 

'(b) IMPLEMENTATION PLAN- Not later than 3 years after the date of enactment of this 
section, the Secretary, in consultation with the Secretary of Agriculture, sha ll issue and carry 
out an implementation plan fo r the implementation of the standards. 

'(c) EFFECTIVE DATE-The regulations described in subsection (a) take effect 3 years after 
the date of enactment of this section. 

'(d) DEFINITION- The term ' raw agricultura l commodity' means a perishable agricultural 
commodi ty, as defined in section I (b) of the Perishable Agricultural Commodities Act, 1930 (7 
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U.S.C. 499a(b)) that is a raw agricultural commodity, as defined in section 201.'. 

(b) VIOLATION- Section 402(h) of the Federal Food, Drug, and Cosmetic Act, as added by 
section 111 (b ), is amended by inserting before the period the fo llowing: · or a raw agricultural 
commodity produced in violation of section 402B'. 

SEC. 122. INSPECTIONS OF FACILITIES. 

(a) IN GENERAL- Chapter VII of the Federal Food, Drug, and Cosmetic Act, as amended by 
section l l 2(a), is further amended by inserting after section 704A the following: 

'SEC. 704B. INSPECTIONS OF FACILITIES. 

'(a) NATURE OF INSPECTIONS- Officers and employees duly designated by the Secretary 
shall have the authority to inspect appropriate faci lities to determine compliance with the 
standards described in section 402B. 

· (b) REGULA TIO NS- Not later than 2 years after the date of enactment of this section, the 
Secretary, in consultation with the Secretary of Agriculture, shall by regulation issue 
procedures for conducting the inspections. 

'(c) EFFECTIVE DATE- Subsection (a) and the regulations described in subsection (b) take 
effect 3 years after the date of enactment of this section.'. 

(b) REMEDIES-

( 1) IN GENERAL- Paragraphs (t) and (n) of section 30 l, and section 304(g)( l ), of the 
Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 331U)), as amended in section l 12(b), 
are further amended by striking · or 704A' and inserting · , 704A, or 704B'. 

(2) PROHIBITED DISCLOSURES- Section 301U) of the Federal Food, Drug, and 
Cosmetic Act (2 1 U.S.C. 3330)), as amended in section l 12(b), is further amended by 
inserting '704B,' after '704A,'. 

(c) CONFORMING AMENDMENT- Section 742(a)(2) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 379l(a)(2)), as amended in section l 12(c), is further amended by 
striking 'or 704A' and inserting·, 704A, or 704B'. 

TITLE 11--RESEARCH AND EDUCATION 

SEC. 201. PUBLIC HEALTH ASSESSMENT SYSTEM. 

(a) COOPERATION WITH THE CENTERS FOR DISEASE CONTROL AND 
PREVENTION- The Commissioner of Food and Drugs, in cooperation with the Secretary of 
Agriculture, the Director of the Centers for Disease Control and Prevention, and the 
Administrator of the Environmental Protection Agency, shall establish and maintain an active 
surveillance system, for surveillance of a representative proportion of the population of the 
United States, to assess more accurately the frequency and sources of human illness in the 
United States associated with the consumption of produce. 

(b) PUBLIC HEALTH SAMPLING-

( I) GUIDELINES- Not later than 12 months after the date of enactment of this Act, the 
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Commissioner of Food and Drugs, in cooperation with the Secretary of Agriculture, the 
Director of the Centers for Disease Control and Prevention, and the Administrator of the 
Environmental Protection Agency, shall establish guidelines for a sampling system under 
which the Commissioner and the Secretary of Agriculture shall collect and analyze 
samples of produce to assist the Commissioner in carrying out this Act and the 
requirements of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) that 
relate to produce, and to assess more accurately the nature, frequency of occurrence, and 
amounts of contaminants in the produce. 

(2) MONITORING AND OTHER INFORMATION- In carrying out the sampling 
system, the Commissioner of Food and Drugs and the Secretary of Agriculture shall 
provide for--

(A) statistically val id monitoring, including the conduct of market-basket studies, 
on the nature, frequency of occurrence, and amounts of contaminants in produce 
available to consumers; and 

(B) at the request of the Commissioner, the collection and analysis of such other 
information, including analysis of information from monitoring and verification 
samples, as the Commissioner determines may be useful in assessing the 
occurrence of contaminants in produce. 

(3) PROCESS VERIFICATION STANDARD- The Commissioner of Food and Drugs 
and the Secretary of Agriculture shall conduct sampling to identify--

(A) a contaminant, or other substance, that is commonly found on processed 
produce and, when present at low levels, accurately indicates that the produce has 
been appropriately processed, with adequate sanitation; and 

(B) a standard for the level of that substance that indicates that the produce has 
been processed as described in subparagraph (A). 

SEC. 202. PUBLIC EDUCATION AND ADVISORY SYSTEM. 

(a) PUBLIC EDUCATION- The Commissioner of Food and Drugs, in cooperation with 
private and public organizations, including the State cooperative extension services and 
appropriate State entities, shall design and implement a national public education program on 
food safety relating to produce. In carrying out the program, the Commissioner shall--

( I) provide information to the public regarding Federal standards and good 
manufacturing practice requirements relating to food safety and promote public 
awareness, understanding, and acceptance of the standards and requirements; and 

(2) provide such other information or advice to the produce processing industry, the food 
service and retail industry, consumers, and other persons as the Commissioner 
determines will promote the purposes of this Act. 

(b) HEAL TH ADVISORIES- The Commissioner of Food and Drugs, in cooperation with the 
Secretary of Agriculture, the Director of the Centers for Disease Control and Prevention, the 
Administrator of the Environmental Protection Agency, States, and other appropri ate entities, 
shall--

( I) develop and distribute regional and national advisories concerning food safety 
relating to produce; 
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(2) develop standardized formats for written and broadcast advisories concerning food 
safety relating to produce; and 

(3) incorporate State and local advisories, at the election of the States and local entities, 
concerning food safety relating to produce into the national public education program 
required under subsection (a). 

SEC. 203. RESEARCH. 

(a) IN GENERAL- The Commissioner of Food and Drugs shall conduct research to assist in 
the implementation of this Act and the requirements of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 301 et seq.) that relate to produce, including studies relating to--

( 1) improving sanitation and food safety practices in the processing of produce; 

(2) developing improved techniques for the monitoring of produce and inspection of 
produce; 

(3) developing efficient, rapid, and sensitive methods for determining and detecting the 
presence of contaminants in produce; 

( 4) determining the sources of contamination of produce, including contamination from 
growing, harvesting, and processing produce and post-processing contamination of 
produce; and 

(5) developing consumption data with respect to produce (including processed produce). 

(b) CONTRACT AUTHORITY- The Commissioner of Food and Drugs is authorized to enter 
into contracts and agreements with States, institutions of higher education, other government 
agencies, and other persons to carry out the activities described in this section. 

TITLE 111--IMPORTED FOOD 

SEC. 301. 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 (2 1 U.S.C. 342), as amended by sections 11 l(b) 
and 12 1 (b ), is further amended by adding at the end the following: 

'(i) If it is food consisting of processed produce or a raw agricultural commodity (as defined in 
section 402A or 402B) that is offered for import into the United States and that has not been 
prepared, packed, and held under a system or conditions, or subject to measures, that meet the 
requirements of this Act (including sections 402A and 402B), 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), including 
inspection under subsection (a)( I), (b ), or (d) of section 704A or section 704B, 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.'. 
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(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 
(i) 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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SAFE AND FAIR ENFORCEMENT AND RECALL FOR MEAT AND POULTRY ACT 
(SAFER Meat and Poultry Act) 

1999 

TITLE(S): 

• SHORT TITLE(S) AS INTRODUCED: 
Safe and Fair Enforcement and Recall for Meat and Poultry Act 
Safer Meat and Poultry Act 

• OFFICIAL TITLE AS INTRODUCED: 
A bill to amend the Federal Meat Inspection Act and the Poultry Products Inspection Act 
to provide for improved public health and food safety through enhanced enforcement. 

SPONSOR(S): Senators Harkin, Daschle, Mikulski, Torricelli, Leahy, Johnson, Kennedy, 
Durbin and Boxer. 

PURPOSE: 

A. To amend the Federal Meat Inspection Act and the Poultry Products Inspection Act to 
provide for improved public health and food safety through enhanced enforcement. 

B. Safe and Fair Enforcement and Recall for Meat and Poultry Act (SAFER Meat and 
Poultry Act) - Amends the Federal Meat Inspection Act and the Poultry Products 
Inspection Act to : 

• Provide the Secretary with authority for voluntary and mandatory non-distribution 
and recall, withdrawal of inspectors from violating facilities, and civil penalties. 

• Require that someone who knows about a contaminated food product, other than a 
consumer, must notify the Secretary of Agriculture. 
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By Mr. HARKIN (for himself, Mr. Daschle, Mr. Johnson, Ms. Mikulski, Mr. Kennedy, Mr. 
Torricelli, Mr. Durbin, Mr. Leahy, Mrs. Boxer, Mr. Dorgan, Mr. Wellstone, Mr. Bryan, Mr. 
Moynihan, and Mr. Kerry): 

S. 18. A bill to amend the Federal Meat Inspection Act and the Poultry Products Inspection Act to 
provide for improved public health and food safety through enhanced enforcement; to the Committee 
on Agriculture, Nutrition, and Forestry. 

[ Page : S387) 

SAFER MEAT AND POULTRY ACT 

Mr. HARKIN. Mr. President, I am pleased to introduce S. 18 as part of the Democratic package, the 
SAFER Meat and Poultry Act, a bill that will make meat and poultry products safer for our families 
and our children. The bill provisions are simple, obvious authorities the USDA needs to assure that 
meat and poultry products are as safe as possible. 

ln 1998, we had a record 13 recalls for deadly E.coli 0157:H7, involving more than 2 million pounds 
of meat products. Tragically, just over the recent holidays, a nationwide outbreak of Listeria was 
recognized, leading to the massive recall of hotdogs and cold cuts. At least a dozen people lost their 
lives during that outbreak just over the recent holiday season. 

Just last Friday, another recall for Listeria was announced. So despite the progress we have made in 
controlling some foodbome pathogens through improved meat inspection laws, problems with other 
pathogens may be getting worse. 

Mr. President, the bill really is targeted at kids, because it is our kids who are the most vulnerable. 
And this chart shows that. These are the numbers of cases just for the State of Iowa. And as you see 
by age, here is the number of cases. Here are the ages: 0 to 5, 6 to 10, up to 80 years of age. You can 
see, the bulk of the illnesses from foodbome pathogens happens when you are less than 6 years of 
age--our kids who have not built up the immunity that they need that get the sickest from these 
foodbome pathogens. This is for Salmonella, E. coli , and Campylobacter. It is really necessary to 
protect our children from these pathogens. 

S. 18 strengthens our laws in a number of ways. One is to give the Secretary of Agriculture the 
authority to mandate a recall. Most people assume that the Secretary has this authority, but he does 
not. Some argue that a packer or distributor will recall the tainted meat voluntarily, but recalls don't 
always go smoothly. 

In June of last year, a company challenged the USDA on a Federal test for E. coli. The Federal test 
showed E. coli was there. The company said no, it was not. They contested it. And, therefore, 
valuable time was lost in recalling that meat product. 

Consumers were shocked in 1997 by the largest recall in history, when a Hudson plant recalled 25 
million pounds of ground beef linked to illnesses. 

When the Secretary of Agriculture is given recall authority, he can mandate what tasks must be done 
and whose responsibility these tasks will be. Communication is the most essential element of a timely 
recall . 

Another provision of the bill gives the Secretary the authority to levy civil fines for violations of meat 
and poultry laws. Right now, all the Secretary can do is close a plant down. That may not be the 
wisest course of action. You have people working there. It would put people out of work. The 
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problem may not be their fault at all. 

Last year, the USDA referred dozens of cases for criminal prosecution for violation of meat and 
poultry laws. So clearly the current authorities are not an adequate incentive to protect consumer 
safety. 

I have here a chart, Mr. President, that shows what civil penalty authority the Secretary has. For 
example, if there is an introduction of an animal disease anywhere in the United States, the Secretary 
of Agriculture can levy a fine. If you mistreat an animal , you can be fined by the Secretary of 
Agriculture. If you have a deceptive practice, if you violate the Pecan Promotion Act, you can be 
fined by the Secretary of Agriculture. But if you violate the food safety laws, you cannot be fined. 

Civil fines are consistent with the new HACCP regulation for meat and poultry processing, and 
provide a 'just right' option for the Secretary to assure compliance with food safety laws. 

What the Secretary has is an atom bomb. He can drop the atom bomb and close the plant down, 
which may not be the best course of action, but he cannot levy a civil fine , which may be the best 
action for certain violations. 

Finally, the bill requires, Mr. President, that someone who knows about a contaminated food product, 
other than a consumer, must notify the Secretary of Agriculture. These are commonsense authorities. 

Last year we saw a 50% increase in outbreaks, and a record number of recalls for the deadly E. coli 
O157-H7 in ground beef. More and more testing is done by grocery stores, and by purchasers for 
school lunch programs and restaurant chains. This bill would require that these parties notify the 
Secretary of Agriculture when there is a positive test. This law would allow public health authorities 
to oversee a recall that is timely and complete, and truly protects people from devastating illness. 

These are common sense authorities that most consumers assume the Secretary already has. I hope 
my colleagues will join me in supporting this important piece of food safety legislation. 

I also wish to indicate my strong support for legislation introduced today that will help restore and 
enhance farm income protection. Our farm sector, including livestock and crop production, is 
experiencing one of the worst downturns in over a decade. Pork producers have just experienced the 
worst real hog prices in history. There's a critical need for Congress to respond to this financial crisis 
that is threatening the livelihoods and life savings of America's farm families, and eroding the 
economies of rural communities. 

I hope my colleagues will join me in supporting this good, important piece of food safety legislation. 

Mr. KENNEDY. Mr. President, I am pleased to be a sponsor of this important bill, and I commend 
Senator Harkin for his leadership on this issue. With the high incidence of foodbome illnesses, it is 
essential for regulatory agencies to have the authority necessary to prevent or minimize outbreaks of 
these illnesses, and combat food contamination. 

Microbial contamination of food is an increasing problem. The emergence of highly virulent strains 
of common bacteria, such as E. coli 0 157, is a significant cause of foodbome illnesses. Common 
infections that were once easily treatable are now a major public health threat, as the microorganisms 
acquire the ability to resist destruction by antibiotics. 

The current enforcement authority of the Department of Agriculture is not sufficient. Our bill give~ '>sf7 
the Secretary of Agriculture the additional authority he needs in order to recall adulterated or "S:. ' 
misbranded meat or poultry products, and to assess civil penalties against processors who repeated '-" 
violate meat and poultry safety standards. Most processors comply responsibly with USDA reques ~ 

http://thomas.loc.gov/ cgi-bi n/q uery/C?r I 06: ./temp/~r I 06 N v 5Cr 7 / 12/99 ~ 



l'ag~ 3 nl , 

for voluntary recalls of unsafe products. This additional authority will ensure more timely and 
comprehensive removal of potentially dangerous foods from supermarket shelves. 

Such new enforcement tools are necessary to improve food safety in general and to reduce the risk of 
future outbreaks of foodborne illnesses. Families across the country deserve to have confidence that 
the meat and poultry they eat are safe, and I look forward to early action by Congress on this 
important legislation. 

Assurance of safe meat and poultry is j ust one part of the challenge of guaranteeing safe food. The 
safety of produce and of processed food, including imported food , is the responsibility of the Food 
and Drug Administration and a major part of President Clinton's Food Safety Initiative. I plan to 
develop legislation, in cooperation with other Senators, to ensure that no matter where our food is 
grown, processed, or packaged, it meets uniform high standards of safety. 
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S 48 IS 

I 06th CONGRESS 

I st Session 

S.48 

To amend the Federal Meat Inspection Act and the Poultry Products Inspection Act to provide for 
improved public health and food safety through enhanced enforcement. 

IN THE SENA TE OF THE UNITED STA TES 

January 19, 1999 

Mr. HARKIN (for himself, Mr. DASCHLE, Mr. JOHNSON, Ms. MIKULSKI, Mr. KENNEDY, Mr. 
TORRICELLI. Mr. DURBIN, Mr. LEAHY, and Mrs. BOXER) introduced the following bill; which 
was read twice and referred to the Committee on Agriculture, Nutrition, and Forestry 

ABILL 

To amend the Federal Meat Inspection Act and the Poultry Products Inspection Act to provide for 
improved public health and food safety through enhanced enforcement. 

Be it enacted by the Senate and House of Representatives of the United States of America in 
Congress assembled, 

SECTION 1. SHORT TITLE. 

This Act may be cited as the · Safe And Fair Enforcement and Recall for Meat and Poultry Act' 
(SAFER Meat and Poultry Act). 

SEC. 2. FOOD SAFETY ENFORCEMENT FOR MEAT AND MEAT FOOD 
PRODUCTS. 

(a) IN GENERAL- The Federal Meat Inspection Act (21 U.S.C. 601 et seq.) is amended-­

(!) by redesignating section 411 (21 U.S.C. 681) as section 414; and 

(2) by inserting after section 410 (21 U.S.C. 679a) the following: 

'SEC. 411. NOTIFICATION, NONDISTRIBUTION, AND RECALL OF 
ADULTERATED OR MISBRANDED ARTICLES. 

'(a) NOTIFICATION- A person (other than a household consumer) that has reason to believe 
that a carcass, part of a carcass, meat, or meat food product of cattle, sheep, swine, goats, 
horses, mules, or other equines (referred to in this section as an ' article') transported, stored, 
distributed, or otherwise handled by the person is adulterated or misbranded shall immediately 
notify the Secretary, in such manner and by such means as the Secretary may by regulation 
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promulgate, of the identity and location of the article. 

'(b) NONOfSTRlBUTION AND RECALL-

. (I) VOLUNTARY ACTIONS- On receiving the notification under subsection (a) or 
otherwise, if the Secretary finds that an article is adulterated or misbranded and that there 
is a reasonable probability that human consumption of the article would present a threat 
to public health, as determined by the Secretary, the Secretary shall provide all 
appropriate persons, as determined by the Secretary, that transported, stored, distributed. 
or otherwise handled the article with an opportunity to--

. (A) cease distribution of the article; 

'(B) notify all persons transporting, storing, distributing, or otherwise handling the 
article, or to which the article has been transported, sold, distributed , or otherwise 
handled, to immediately cease distribution of the article; 

· (C) recall the article; and 

· (D) in consultation with the Secretary, provide notice to consumers to whom the 
article is, or may have been, distributed . 

'(2) MANDATORY ACTIONS- If the person refuses to or does not voluntarily take the 
actions described in paragraph ( 1) with respect to an article within the time and in the 
manner prescribed by the Secretary, the Secretary shall, by order, require the person to 
immediately--

, (A) cease distribution of the article; and 

'(B) notify all persons transporting, storing, distributing, or otherwise handling the 
article, or to which the article has been transported, sold, distributed, or otherwise 
handled, to immediately cease distribution of the article. 

'(3) NOTICE TO CONSUMERS- The Secretary shall, as the Secretary considers 
necessary, provide notice to consumers to whom the article was, or may have been, 
distributed. 

'(4) NONDISTRIBUTION BY NOTIFIED PERSONS-A person transporting, storing, 
distributing, or otherwise handling the article, or to which the article has been 
transported, sold, distributed, or otherwise handled, that is notified under paragraph ( I) 
(B) or (2)(B) shall immediately cease distribution of the article. 

'(c) INFORMAL HEARING ON ORDER-

'(1) IN GENERAL-The Secretary shall provide a person subject to an order under 
subsection (b) with an opportunity for an informal hearing (pursuant to such rules or 
regulations as the Secretary shall prescribe) on the actions required by the order and on 
why the article that is the subject of the order should not be recalled . 

'(2) TIMING- The Secretary shall hold the informal hearing as soon as practicable, but 
not later than 2 days, after the issuance of the order. 

'(d) RECALL OR OTHER ACTIONS-
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'( I) IN GENERAL- If, after providing an opportunity for an informal hearing under 
subsection 

(c), the Secretary determines that there is a reasonable probability that human consumption of the 
article that is the subj ect of an order under subsection (b) presents a threat to public health, the 
Secretary may--

' (A) amend the order to require recall of the article or other appropriate action; 

'(B) specify a timetable during which the recall will occur; 

'(C) require periodic reports to the Secretary describing the progress of the recall ; 
and 

' (D) provide notice to consumers to whom the article is, or may have been, 
distributed. 

· (2) VACATION OF ORDER- If, after providing an opportunity fo r an informal hearing 
under subsection (c), the Secretary determines that adequate grounds do not exist to 
continue the actions required by the order, the Secretary shall vacate the order. 

'(e) ADDITIONAL REMEDIES- The remedies provided in this section shall be in addition to 
any other remedies that may be available. 

'SEC. 412. REFUSAL OR WITHDRAWAL OF INSPECTION OF 
ESTABLISHMENTS. 

'(a) IN GENERAL- The Secretary may, for such period, or indefinitely, as the Secretary 
considers necessary to carry out this Act, refuse to provide or withdraw inspection under title I 
with respect to an establishment if the Secretary determines, after opportunity for a hearing on 
the record is provided to the applicant for, or recipient of, inspection, that the applicant or 
recipient, or any person responsibly connected with the applicant or recipient (within the 
meaning of section 40 l ), has committed a willful violation or repeated violations of this Act 
(including a regulation promulgated under this Act). 

' (b) DENIAL OR SUSPENSION OF INSPECTION PENDING HEARING-The Secretary 
may deny or suspend inspection under title I, pending opportunity for an expedited hearing, 
with respect to an action under subsection (a), if the Secretary determines that the denial or 
suspension is in the public interest to protect the health or welfare of consumers or to ensure 
the effective performance of an official duty under this Act. 

'(c) JUDICIAL REVIEW-

, ( 1) IN GENERAL- A determination and order of the Secretary with respect to the 
refusal or withdrawal of inspection under this section shall be final and conclusive 
unless, not later than 30 days after the effective date of the order, the affected applicant 
for, or recipient of, inspection--

' (A) files a petition for judicial review of the order; and 

'(B) simultaneously sends a copy of the petition by certified mail to the Secretary. 
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' (2) REfUSAL OR WITHDRAWAL OF INSPECTION PENDING REVIEW­
lnspeclion shall be refused or withdrawn as of the effective date of the order pending any 
judicial review of the order unless the Secretary directs otherwise. 

'(3) VENUE; RECORD- Judicial review of the order shall be--

'(A) in--

. (i) Lhe United States court of appeals for the circuit in which the applicant 
for, or recipient of, inspection resides or has its principal place of business; 
or 

· (ii) the United States Court of Appeals for the District of Columbia; and 

· (B) on the record on which the determination and order are based. 

' (d) ADDITIONAL REMEDIES- The remedies provided in this section shall be in addition to 
any other remedies that may be available. 

'SEC. 413. CIVIL PENALTIES. 

'(a) IN GENERAL-

. (I) ASSESSMENT- The Secretary may assess a civil penalty against a person that 
violates this Act (including a regulation promulgated or order issued under this Act) of 
not more than $ I 00,000 for each violation. 

' (2) SEP ARA TE OFFENSES- Each violation and each day during which a violation 
continues shall be a separate offense. 

' (3) NOTICE AND OPPORTUNITY FOR HEARJNG- The Secretary shall not assess a 
civil penalty under this section against a person unless the person is given notice and 
opportunity for a hearing on the record before the Secretary in accordance with sections 
554 and 556 of title 5, United States Code. 

'(4) AMOUNT-The amount of a civil penalty under this section shall be--

'(A) assessed by the Secretary by written order, taking into account-­

. (i) the gravity of the violation; 

'(ii) the degree of culpability; 

· (iii) the size and type of the business; and 

' (iv) any history of prior offenses under this Act; and 

'(B) reviewed only in accordance with subsection (b). 

'(b) JUDICIAL REV IEW-
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' ( I) IN GENERAL- An order assessing a civil penalty against a person under subsection 
(a) shall be final and conclusive unless the person--

, (A) not later than 30 days after the effective date of the order, files a petition for 
judicial review in--

, (i) the United States court of appeals for the circuit in which the person 
resides or has its principal place of business; or 

'(ii) the United States Court of Appeals for the District of Columbia; and 

'(8) simultaneously sends a copy of the petition by certified mail to the Secretary. 

' (2) RECORD- The Secretary shall promptly file in the court a certified copy of the 
record on which the violation was found and the civil penalty assessed. 

' (c) COLLECTION ACTION FOR FAILURE TO PAY ASSESSMENT-

' ( ! ) REFERRAL TO ATTORNEY GENERAL- If a person fails to pay a civil penalty 
after the order assessing the civil penalty has become final and unappealable, the 
Secretary shall refer the matter to the Attorney General. 

'(2) ACTION BY ATTORNEY GENERAL- The Attorney General shall bring a civil 
action to recover the amount of the civil penalty in United States district court. 

' (3) SCOPE OF REVIEW- In the collection action, the validity and appropriateness of 
the order of the Secretary imposing the civil penalty shall not be subject to review. 

'(d) REFUSAL OR WITHDRAWAL OF INSPECTION PENDING PAYMENT- Ifa person 
fails to pay the amount of a civil penalty after the order assessing the civil penalty becomes 
final and unappealable, the Secretary may refuse to provide or withdraw inspection under title I 
of the person until the civil penalty is paid or until the Secretary directs otherwise. 

' (e) PENALTIES IN LIEU OF OTHER ACTIONS- Nothing in this Act requires the Secretary 
to report for prosecution, or for the institution of an action, a violation of this Act if the 
Secretary believes that the public interest will be adequately served by assessment of a civil 
penalty. 

'(f) ADDITIONAL REMEDIES- The remedies provided in this section shall be in addition to 
any other remedies that may be available.'. 

(b) CONFORMING AMENDMENTS-

(!) Section 1 of the Federal Meat Inspection Act (21 U.S.C. 601) is amended by adding 
at the end the fo llowing: 

'(w) PERSON- The term ' person' means any individual, partnership, corporation, association, 
or other business unit.'. 

(2) The Federal Meat Inspection Act (21 U.S.C. 601 et seq.) is amended--

(A) by striking 'person, firm, or corporation' each place it appears and inserting 

http://thomas. loc.gov/cgi-bin/query/C?c I 06: ./temp/~c I 068NebFX 7/ 12/99 



l'agt: () o l Ill 

'person'; 

(B) by striking · persons, firms, and corporations' each place it appears and 
inserting ' persons'; and 

(C) by striking ' persons, firms, or corporations' each place it appears and inserting 
'persons'. 

SEC. 3. FOOD SAFETY ENFORCEMENT FOR POUL TRY AND POUL TRY 
FOOD PRODUCTS. 

The Poultry Products Inspection Act (2 1 U.S.C. 451 et seq.) is amended--

( !) in the first sentence of section 5(c)(l) (2 1 U.S.C. 454(c)( l ))--

(A) by striking ·, by thirty days prior to the expiration of two years after enactment 
of the Wholesome Poultry Products Act,' ; and 

(B) by striking · sections 1-4, 6-10, and 12-22 of thi s Act' and inserting · sections I 
through 4, 6 through l 0, 12 through 22, and 3 1 through 33'; and 

(2) by adding at the end the following: 

'SEC. 31. NOTIFICATION, NONDISTRIBUTION, AND RECALL OF 
ADULTERATED OR MISBRANDED ARTICLES. 

'(a) NOTIFICATION- A person (other than a household consumer) that has reason to believe 
that any poultry or poultry product (referred to in this section as an 'article') transported, stored, 
distributed, or otherwise handled by the person is adulterated or misbranded shall immediately 
notify the Secretary, in such manner and by such means as the Secretary may by regulation 
promulgate, of the identity and location of the article. 

'(b) NONDISTRJBUTION AND RECALL-

'( ]) VOLUNTARY ACTIONS- On receiving notification under subsection (a) or 
otherwise, if the Secretary finds that an article is adulterated or misbranded and that there 
is a reasonable probability that human consumption of the article would present a threat 
to public health, as determined by the Secretary, the Secretary shall provide all 
appropriate persons, as determined by the Secretary, that transported, stored, distributed, 
or otherwise handled the article with an opportunity to--

' (A) cease distribution of the article; 

'(B) notify all persons transporting, storing, distributing, or otherwise handling the 
article, or to which the article has been transported, sold, distributed, or otherwise 
handled, to immediately cease distribution of the article; 

'(C) recall the article; and 

'(D) in consultation with the Secretary, provide notice to consumers to whom the 
article is, or may have been, distributed. 

'(2) MANDATORY ACTIONS- If the person refuses to or does not voluntarily take the 
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actions described in paragraph ( 1) with respect to an article within the time and in the 
manner prescribed by the Secretary, the Secretary shall, by order, require the person to 
immediately--

. (A) cease distribution of the article; and 

· (B) notify all persons transporting, storing, distributi ng, or otherwise handl ing the 
article. or to which the article has been transported, sold, distributed. or otherwise 
handled. to immediately cease distribution of the article. 

' (3) NOTICE TO CONSUMERS- The Secretary shall , as the Secretary considers 
necessary, provide notice to consumers to whom the article was, or may have been, 
distributed. 

'(4) NONDISTRIBUTION BY NOTIFIED PERSONS- A person transporting, storing, 
distributing, or otherwise handling the article, or to which the article has been 
transported, sold, distributed, or otherwise handled, that is notified under paragraph ( 1) 
(B) or (2)(B) sha ll immediately cease distribution of the article. 

'(c) INFORMAL HEARING ON ORDER-

, (I) IN GENERAL- The Secretary shall provide a person subject to an order under 
subsection (b) with an opportunity for an informal hearing (pursuant to such rules or 
regulations as the Secretary shall prescribe) on the actions required by the order and on 
why the article that is the subject of the order should not be recalled. 

· (2) TIMING- The Secretary shall hold the informal hearing as soon as practicable, but 
not later than 2 days, after the issuance of the order. 

'(d) RECALL OR OTHER ACTIONS-

, ( I) IN GENERAL- If, after providing an opportunity for an informal hearing under 
subsection (c), the Secretary determines that there is a reasonable probability that human 
consumption of the article that is the subject of an order under subsection (b) presents a 
threat to public health, the Secretary may--

. (A) amend the order to require recall of the article or other appropriate action; 

'(B) specify a timetable during which the recall will occur; 

'(C) require periodic reports to the Secretary describing the progress of the recall ; 
and 

· (D) provide notice to consumers to whom the article is, or may have been, 
distributed. 

· (2) VACATION OF ORDER- lf, after providing an opportunity for an informal hearing 
under subsection (c), the Secretary determines that adequate grounds do not exist to 
continue the actions required by the order, the Secretary shall vacate the order. 

'(e) ADDITIONAL REMEDIES- The remedies provided in this section shall be in addition to 
any other remedies that may be available. 
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'(a) IN GENERAL- The Secretary may, for such period, or indefinitely, as the Secretary 
considers necessary to carry out this Act, refuse to provide or withdraw inspection under this 
Act with respect to an establishment if the Secretary determines, after opportunity for a hearing 
on the record is provided to the applicant for, or recipient of, inspection, that the applicant or 
recipient, or any person responsibly connected with the applicant or recipient (within the 
meaning of section I 8(a)), has committed a willful violation or repeated violations of this Act 
(including a regulation promulgated under this Act). 

'(b) DENIAL OR SUSPENSION OF INSPECTION PENDING HEARJNG- The Secretary 
may deny or suspend inspection under this Act, pending opportunity for an expedited hearing, 
with respect to an action under subsection (a), if the Secretary determines that the denial or 
suspension is in the public interest to protect the health or welfare of consumers or to ensure 
the effective performance of an official duty under this Act. 

'(c) JUDICIAL REVIEW-

, ( I) IN GENERAL- A determination and order of the Secretary with respect to the 
refusal or withdrawal of inspection under this section shall be final and conclusive 
unless, not later than 30 days after the effective date of the order, the affected applicant 
for, or recipient of, inspection--

' (A) files a petition for judicial review of the order; and 

'(8) simultaneously sends a copy of the petition by certified mail to the Secretary. 

'(2) REFUSAL OR WITHDRAWAL OF INSPECTION PENDING REVIEW­
Inspection shall be refused or withdrawn as of the effective date of the order pending any 
judicial review of the order unless the Secretary directs otherwise. 

'(3) VENUE; RECORD- Judicial review of the order shall be--

'(A) in--

, (i) the United States court of appeals for the circuit in which the applicant 
for, or recipient of, inspection resides or has its principal place of business; 
or 

'(ii) the United States Court of Appeals for the District of Columbia; and 

'(B) on the record on which the determination and order are based. 

'(d) ADDITIONAL REMEDIES- The remedies provided in this section shall be in addition to 
any other remedies that may be available. 

'SEC. 33. CIVIL PENALTIES. 

'(a) IN GENERAL-

'(!) ASSESSMENT- The Secretary may assess a civil penalty against a person that 
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violates this Act (including a regulation promulgated or order issued under this Act) of 
not more than $100,000 for each violation. 

, (2) SEP ARA TE OFFENSES- Each violation and each day during which a violation 
continues shall be a separate offense. 

'(3) NOTICE AND OPPORTUNITY FOR HEARING- The Secretary shall not assess a 
c ivil penalty under this section against a person unless the person is given notice and 
opportunity for a hearing on the record before the Secretary in accordance wi th sections 
554 and 556 of title 5, United States Code. 

'(4) AMOUNT-The amount ofa civi l penalty under this section shall be--

'(A) assessed by the Secretary by written order, taking into account-­

, (i) the gravity of the violation; 

· (i i) the degree of culpability; 

'(iii) the size and type of the business; and 

'(iv) any history of prior offenses under this Act; and 

'(B) reviewed only in accordance with subsection (b). 

'(b) JUDICIAL REVIEW-

'( I) fN GENERAL- An order assessing a civil penalty against a person under subsection 
(a) shall be final and conclusive unless the person--

'(A) not later than 30 days after the effective date of the order, files a petition for 
judicial review in--

, (i) the United States court of appeals for the circuit in which the person 
resides or has its principal place of business; or 

'(ii) the United States Court of Appeals for the District of Columbia; and 

'(B) simultaneously sends a copy of the petition by certified mail to the Secretary. 

'(2) RECORD- The Secretary shall promptly file in the court a certified copy of the 
record on which the violation was found and the civil penalty assessed. 

' (c) COLLECTION ACTION FOR FAILURE TO PAY ASSESSMENT-

'( !) REFERRAL TO ATTORNEY GENERAL- If a person fails to pay a c ivil penalty 
after the order assessing the civil penalty has become final and unappealable, the 
Secretary shall refer the matter to the Attorney General. 

'(2) ACTION BY ATTORNEY GENERAL-The Attorney General shall bring a civi l 
action to recover the amount of the civil penalty in United States district court. 

'(3) SCOPE OF REVIEW- In the collection action, the validity and appropriateness of 
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the order of the Secretary imposing the civil penalty shall not be subject to rev iew. 

'(d) REFUSAL OR WITHDRAWAL OF INSPECTION PENDING PAYMENT- Ifa person 
fails to pay the amount of a civi l penalty after the order assessing the civil penalty becomes 
final and unappealable, the Secretary may refuse to provide or withdraw inspection under thi s 
Act of the person until the civil penalty is paid or until the Secretary directs otherwise. 

'(e) PENALTIES IN LIEU Of- OTHER ACTIONS- Noth ing in thi s Act requires the Secretary 
to report fo r prosecution, or for the institution of an action, a violation of this Act if the 
Secretary beli eves that the public interest will be adequately served by assessment of a civil 
penalty. 

'(f) ADDITIONAL REMEDIES- The remedies provided in this section shall be in addi tion to 
any other remedies that may be available.'. 
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THE SAFE FOOD ACT 
1999 

TITLE: The Safe Food Act of 1999 (S. 1281 ) 

SPONSOR (S): Senators Durbin, Toricelli, Mikulski and Cleland. 

A BILL 
To consolidate in a single independent agency in the executive branch the responsibilities 
regarding food safety, labeling, and inspection currently divided among several Federal agencies. 

PURPOSES: 

(1) To establish a single agency, the Food Safety Administration, that will be responsible 
for the regulation of food safety and labeling and for conducting food safety 
inspections to ensure, with reasonable certainty, that no harm will result from the 
consumption of food, by preventing food-borne illnesses due to microbial, natural, or 
chemical hazards in food; and 

(2) To transfer to the Food Safety Administration the food safety, labeling, and inspection 
functions currently performed by other Federal agencies, to achieve more efficient 
management and effective application of Federal food safety laws for the protection 
and improvement of public health. 



Pagel of 3 

By Mr. DURBIN (for himself, Mr. Torricelli, Ms. Mikulski, and Mr. Cleland): 

S. 1281. A bill to consolidate in a single independent agency in the executive branch the 
responsibilities regarding food safety, labeling, and inspection currently divided among several 
Federal agencies. 

THE SAFE FOOD ACT 

Mr. DURBIN. Mr. President, today I am introducing legislation that would replace the current 
fragmented federal food safety system with a single, independent agency responsible for all federal 
food safety activities--the Safe Food Act of 1999 (S. 1281 ). I am pleased to be joined by Senators 
Torricelli, Mikulski, and Cleland in this important effort. 

Make no mistake, our country has been blessed with one of the safest and most abundant food 
supplies in the world. However, we can do better. Foodbome illness is a significant problem. 

The safety of our nation's food supply is facing tremendous pressures with regard to emerging 
pathogens, an aging population with a growing number of people at high risk for food borne illnesses, 
broader food distribution patterns, an increasing volume of food imports, and changing consumption 
patterns. 

The General Accounting Office (GAO) estimates that as many as 81 million people will suffer food 
poisoning this year and more than 9,000 will die. Children and the elderly are especially vulnerable. 
In terms of medical costs and productivity losses, foodborne illness costs the nation up to $37 billion 
annually. The situation is not likely to improve without decisive action. The Department of Health 
and Human Services predicts that foodborne illnesses and deaths will increase l 0-1 5 percent over the 
next decade. 

In 1997, a Princeton Research survey found that 44 percent of Americans believe the food supply in 
this country is less safe than it was 10 years ago. American consumers spend more than $617 billion 
annually on food, of which about $51 1 billion is spent on foods grown on U.S. farms. Our ability to 
assure that the safety of our food and to react rapidly to potential threats to food safety is critical not 
only for public health, but also to the vitality of both domestic and rural economies and international 
trade. 

Many of you are probably following the dioxin crisis in Belgium. Days before the national elections 
poultry, eggs, pork, beef, and dairy products were withdrawn from supermarket shelves. Butcher 
shops closed and livestock farms were quarantined. Since then countries, worldwide, have restricted 
imports of eggs, chickens, and pork from the European Union. Public outrage in Belgium over the 
dioxin scandal led to a disastrous showing by the ruling party in the national and European elections 
on June 14, and the government was forced to resign. Food safety concerns and fears are global. 

Today, food moves through a global marketplace. This was not the case in the early l 900's when the 
first federal food safety agencies were created. Throughout this century, Congress responded by 
adding layer upon layer--agency upon agency--to answer the pressing food safety needs of the day. 
That's how the federal food safety system got to the point where it is today. And again as we face 
increasing pressures on food safety, the federal government must respond. But we must respond not 
only to these pressures but also to the very fragmented nature of the federal food safety structure. 

Fragmentation of our food safety system is a burden that must be changed to protect the public health 
from these increasing pressures. Currently, there are at least 12 different federal agencies, 35 different 
laws governing food safety, and 28 House and Senate subcommittees with food safety oversight. 
With overlapping jurisdictions, federal agencies often lack accountability on food safety-related 
issues. 
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Last August, the National Academy of Sciences (NAS) released a report recommending the 
establishment of a 'unified and central framework' for managing federal food safety programs, ·one 
that is headed by a single official and which has the responsibility and control of resources for all 
federal food safety activities.' I agree with this conclusion. 

The Administration has stepped forward on the issue of food safety--the President's Food Safety 
Initiatives and the President's Council on Food Safety have focused efforts to track and prevent 
microbial foodborne illnesses. I commend President Clinton and Secretaries Glickman and Shalala 
for their commitment to improving our nation's food safety and inspection systems. Earlier this year 
in response to the NAS report, the President's Council on Food Safety stated its support for the NAS 
recommendation calling for a new statute that establishes a unified framework for food safety 
programs with a single official with control over all federal food safety resources. 

An independent single food safety agency is needed to replace the current, fragmented system. My 
proposed legislation would combine the functions of USDA's Food Safety and Inspection Service, 
FDA's Center for Food Safety and Applied Nutrition and the Center for Veterinary Medicine, the 
Department of Commerce's Seafood Inspection Program, and the food safety functions of other 
federal agencies. This new, independent agency would be funded with the combined budgets from 
these consolidated agencies. 

With overlapping jurisdictions, federal agencies many times lack accountability on food safety­
related issues. There are simply too many cooks in the kitchen. A single, independent agency would 
help focus our policy and improve enforcement of food safety and inspection laws. 

The General Accounting Office has been unequivocal in its recommendation for consolidation of 
federal food safety programs. GAO's April 1998 report states that 'since 1992, we have frequently 
reported on the fragmented and inconsistent organization of food safety responsibilities in the federal 
government.' In a May 25, 1994 report, GAO cites that its 'testimony is based on over 60 reports and 
studies issued over the last 25 years by GAO, agency 

Inspectors General, and others.' The Appendix to the 1994 GAO report lists: 49 reports since 1977, 9 
USDA Office of Inspector General reports since 1986, 1 HHS Office of Inspector General report in 
1991, and 15 reports and studies by Congress, scientific organizations, and others since 1981. 

Again, earlier this year, GAO in its 21-volume report on government waste, pointed to the lack of 
coordination of the federal food safety efforts as an example. · So many cooks are spoiling the broth,' 
says the GAO while highlighting the absurdity of having one federal agency inspecting frozen meat 
pizza and another inspecting frozen cheese pizza. 

Over 20 years ago, the Senate Committee on Governmental Affairs advised that consolidation is 
essential to avoid conflicts of interest and overlapping jurisdictions. In a 1977 report the committee 
stated, · While we support the recent efforts of FDA and USDA to improve coordination between the 
agencies, periodic meetings will not be enough to overcome [these] problems.' This statement is just 
as true today as it was then. 

It's time to move forward. Let us stop using multiple federal agencies to inspect pizza. Instead let us 
' deliver' what makes sense--a single, independent food safety agency. 

A single, independent agency with uniform food safety standards and regulations based on food 
hazards would provide an easier framework for implementing U.S. standards in an international 
context. When our own agencies don't have uniform safety and inspection standards for all 
potentially hazardous foods, the establishment of uniform international standards will be next to 
impossible. 
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Research could be better coordinated within a single agency than among multiple programs. 
Currently, federal funding for food safety research is spread over at least 20 federal agencies, and 
coordination among those agencies is ad hoc at best. 

New technologies to improve food safety could be approved more rapidly with one food safety 
agency. Currently, food safety technologies must go through multiple agencies for approval, often 
adding years of delay. 

In this era of limited budgets, it is our responsibility to modernize and streamline the food safety 
system. The U.S. simply cannot afford to continue operating multiple systems. This is not about more 
regulation, a super agency, or increased bureaucracy, it's about common sense and more effective 
marshaling of our existing federal resources. 

With the incidence of food recalls on the rise, it is important to move beyond short-term solutions to 
major food safety problems. A single, independent food safety and inspection agency could more 
easily work toward long-term solutions to the frustrating and potentially life-threatening issue of food 
safety. 

Mr. President, together, we can bring the various agencies together to eliminate the overlap and 
confusion that have, unfortunately, at times characterized our food safety efforts. We need action, not 
simply reaction. I encourage my colleagues to join me in this effort to consolidate the food safety and 
inspection functions of numerous agencies and offices into a single, independent food safety agency. 

Mr. President, I ask unanimous consent that the text of the bill be printed in the Record. 

There being no objection, the bill was ordered to be printed in the Record, as follows: 
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s. 1281 

Be ii enacted by the Senate and House of Representatives of the United States of America in 
Congress assembled, 

SECTION l . SHORT TITLE; TABLE OF CONTENTS. 
(a) Short Title: This Act may be cited as the ·safe Food Act of 1999'. 
(b) Table of Contents: The table of contents of this Act is as follows: 

Sec. 1. Short title; table of contents. 

Sec. 2. Findings and purposes. 

Sec. 3. Definitions. 

Sec. 4. Establishment of independent Food Safety Administration. 

Sec. 5. Consolidation of separate food safety and inspection services and agencies. 

Sec. 6. Additional authorities of the Administration. 

Sec. 7. Limitation on authorization of appropriations. 
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Sec. 8. Effective date. 

SEC. 2. FINDINGS AND PURPOSES. 
(a) Findings: Congress finds the following: 

( 1) The safety and security of the food supply of the United States requires efficient and effective 
management of food safety regulations. 

(2) The safety of the food supply of the United States is facing tremendous pressures with regard to 
the following issues: 

(A) Emerging pathogens and the ability to detect them. 

(B) An aging population with a growing number of people at high risk for food borne illnesses. 

(C) An increasing volume of imported foods, without adequate monitoring and inspection. 

(0) Maintenance of adequate inspection of the domestic food processing and food service industry. 

(3) Federal food safety inspection, enforcement, and research efforts should be based on scientifically 
supportable assessments of risks to publ ic health. 

(4) The Federal food safety system is fragmented, with at least 12 primary Federal agencies 
governing food safety. 
(b) Purposes: It is the purpose of this Act--

( I) to establish a single agency, the Food Safety Administration, that will be responsible for the 
regulation of food safety and labeling and for conducting food safety inspections to ensure, with 
reasonable certainty, that no harm will result from the consumption of food, by preventing food­
borne illnesses due to microbial, natural, or chemical hazards in food; and 

(2) to transfer to the Food Safety Administration the food safety, labeling, and inspection functions 
currently performed by other Federal agencies, to achieve more efficient management and effective 
application of Federal food safety laws for the protection and improvement of public health. 

SEC. 3. DEFINITIONS. 
For purposes of this Act: 

(1) Administration: The term 'Administration' means the Food Safety Administration established 
under section 4. 

(2) Administrator: The term ' Administrator' means the Administrator of Food Safety appointed 
under section 4. 

(3) Food safety laws: The term 'food safety laws' means the following: 

(A) The Federal Meat Inspection Act (21 U.S.C. 60 1 et seq.). 

(B) The Poultry Products Inspection Act (21 U.S.C. 451 et seq.). 

(C) The Egg Products Inspection Act (21 U.S.C. 1031 et seq.). 
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(D) The Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.), with regard to food safety. 
labeling, and inspection under that Act. 

(E) Such other laws and portions of laws regarding food safety, labeling, and inspection as the 
President may designate by Executive order as appropriate to consolidate under the administration of 
the Administration. 

SEC. 4. ESTABLISHMENT OF INDEPENDENT FOOD SAFETY ADMlNlSTRA Tl ON. 
(a) Establishment of Administration; Administrator: There is established in the executive branch 
an agency to be known as the ' Food Safety Administration' . The Administration shall be an 
independent establishment, as defined in section I 04 of title 5, United States Code. The 
Administration shall be headed by the Administrator of Food Safety, who shall be appointed by the 
President, by and with the advice and consent of the Senate. 
(b) Responsibilities: The Administrator shall administer and enforce the food safety laws for the 
protection of the public health and shall oversee the following functions of the Administration: 

( l) Implementation of Federal food safety inspection, enforcement, and research efforts, based on 
scientifically supportable assessments of risks to public health. 

(2) Development of consistent and science-based standards for safe food. 

(3) Coordination and prioritization of food safety research and education programs with other Federal 
agencies. 

( 4) Coordination of the Federal response to foodborne illness outbreaks with other Federal agencies 
and State agencies. 

(5) Integration of Federal food safety activities with State and local agencies. 

[Page : S7603) 

SEC. 5. CONSOLIDATION OF SEPARATE FOOD SAFETY AND fNSPECTION SERVICES 
AND AGENCIES. 
(a) Transfer of Functions: For each Federal agency specified in subsection (b), there are transferred 
to the Administration all functions that the head of the Federal agency exercised on the day before the 
effective date specified in section 8 (including all related functions of any officer or employee of the 
Federal agency) that relate to administration or enforcement of the food safety laws, as determined by 
the President. 
(b) Covered Agencies: The Federal agencies referred to in subsection (a) are the following: 

(I) The Food Safety and Inspection Service of the Department of Agriculture. 

(2) The Center for Food Safety and Applied Nutrition of the Food and Drug Administration. 

(3) The Center for Veterinary Medicine of the Food and Drug Administration. 

(4) The National Marine Fisheries Service of the National Oceanic and Atmospheric Administration 
of the Department of Commerce as it relates to the Seafood Inspection Program. 

(5) Such other offices, services, or agencies as the President may designate by Executive order to 
further the purposes of this Act. 
(c) Transfer of Assets and Funds: Consistent with section 1531 of title 31, United States Code, the 
personnel, assets, liabilities, contracts, property, records, and unexpended balances of appropriations, 
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authorizations, allocations, and other funds that relate to the funct ions transferred under subsection 
(a) from a Federal agency shall be transferred to the Administration. Unexpended funds transferred 
pursuant to this subsection shall be used by the Administration only for the purposes for which the 
funds were originally authorized and appropriated. 
(d) References: After the transfer of functions from a Federal agency under subsection (a), any 
reference in any other Federal law, Executive order, rule, regulation, document, or other material to 
that Federal agency or the head of that agency in connection with the administration or enforcement 
of the food safety laws shall be deemed to be a reference to the Administration or the Administrator. 
respectively. 
(e) Savings Provisions: The transfer of functions from a Federal agency under subsection (a) shall 
not affect--

(I) an order, determination, rule, regulation, permit, agreement, grant, contract, certificate, license, 
registration, privi lege, or other administrative action issued, made, granted, or otherwise in effect or 
fina l with respect to that agency on the day before the transfer date with respect to the transferred 
functions; or 

(2) any suit commenced with regard to that agency, and any other proceeding (including a notice of 
proposed rulemaking), or any application for any license, permit, certificate, or financial assistance 
pending before that agency on the day before the transfer date with respect to the transfened 
functions. 

SEC. 6. ADDITIONAL AUTHORITIES OF THE ADMINISTRATION. 
(a) Officers and Employees: The Administrator may appoint officers and employees for the 
Administration in accordance with the provisions of title 5, United States Code, relating to 
appointment in the competitive service, and fix the compensation of the officers and employees in 
accordance with chapter 51 and with subchapter III of chapter 53 of such title, relating to 
classification and General Schedule pay rates. 
(b) Experts and Consultants: The Administrator may procure the services of experts and 
consultants as authorized by section 3109 of title 5, United States Code, and pay in connection with 
the services travel expenses of individuals, including transportation and per diem in lieu of 
subsistence while away from the homes or regular places of business of the individuals, as authorized 
by section 5703 of such title. 
(c) Bureaus, Offices, and Divisions: The Administrator may establish within the Administration 
such bureaus, offices, and divisions as the Administrator may determine to be necessary to discharge 
the responsibilities of the Administration. 
(d) Rules: The Administrator may prescribe, in accordance with chapters 5 and 6 of title 5, United 
States Code, such rules as the Administrator determines to be necessary or appropriate to administer 
and manage the functions of the Administrator. 

SEC. 7. LIMITATION ON AUTHORIZATION OF APPROPRIATIONS. 
For the fiscal year that includes the effective date of this Act, the amount authorized to be 
appropriated to carry out this Act shall not exceed--

( 1) the amount appropriated for that fiscal year for the Federal agencies described in section 5(b) for 
the purpose of administering or enforcing the food safety laws; or 

(2) the amount appropriated for these agencies for such purpose for the preceding fiscal year, if, as of 
the effective date of this Act, appropriations for these agencies for the fiscal year that includes the 
effective date have not yet been made. 

SEC. 8. EFFECTIVE DA TE. 
This Act shall take effect on the earlier of--

( 1) the date that is 180 days after the date of the enactment of this Act; and 
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(2) such date during that 180-day period as the President may direct in an Executive order. 
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S 1281 IS 

I 06th CONGRESS 

1st Session 

s. 1281 

To consolidate in a single independent agency in the executive branch the responsibilities regarding 
food safety, labeling, and inspection currently divided among several Federal agencies. 

IN THE SENATE OF THE UNITED STATES 

June 24, 1999 

Mr. DURBIN (for himself, Mr. TORRICELLI, Ms. MIKULSKI, and Mr. CLELAND) introduced the 
fo llowing bill ; wh ich was read twice and referred to the Committee on Governmental Affairs 

A BILL 

To consolidate in a single independent agency in the executive branch the responsibilities regarding 
food safety, labeling, and inspection currently divided among several Federal agencies. 

Be it enacted by the Senate and House of Representatives of the United States of America in 
Congress assembled, 

SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 

(a) SHORT TITLE- This Act may be cited as the ' Safe Food Act of 1999'. 

(b) TABLE OF CONTENTS- The table of contents of this Act is as follows: 

Sec. l . Short title; table of contents. 

Sec. 2. Findings and purposes. 

Sec. 3. Defin itions. 

Sec. 4. Establishment of independent Food Safety Administration. 

Sec. 5. Consolidation of separate food safety and inspection services and agencies. 

Sec. 6. Additional authorities of the Administration. 

Sec. 7. Limitation on authorization of appropriations. 

Sec. 8. Effective date. 

SEC. 2. FINDINGS AND PURPOSES. 
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(a) FINDfNGS- Congress finds the fo llowing: 

( I) The safety and security of the food supply of the United States requires efficient and 
effective management of food safety regulations. 

(2) The safety of the food suppl y of the United States is fac ing tremendous pressures 
with regard to the following issues: 

(A) Emerging pathogens and the ability to detect them. 

(B) An aging population with a growing number of people at high risk for 
foodborne illnesses. 

(C) An increas ing volume of imported foods , without adequate monitoring and 
inspection. 

(D) Maintenance of adequate inspection of the domestic food processing and food 
service industry. 

(3) Federal food safety inspection, enforcement, and research efforts should be based on 
scientifically supportable assessments of risks to public health. 

(4) The Federal food safety system is fragmented, with at least 12 primary Federal 
agencies governing food safety. 

(b) PURPOSES- It is the purpose of this Act--

( 1) to establish a single agency, the Food Safety Administration, that wi ll be responsible 
for the regulation of food safety and labeling and for conducting food safety inspections 
to ensure, with reasonable certainty, that no harm will result from the consumption of 
food, by preventing food-borne illnesses due to microbial, natural, or chemical hazards in 
food; and 

(2) to transfer to the Food Safety Administration the food safety, labeling, and inspection 
functions currently perfonned by other Federal agencies, to achieve more efficient 
management and effective application of Federal food safety laws for the protection and 
improvement of public health. 

SEC. 3. DEFINITIONS. 

For purposes of this Act: 

(I) ADMINISTRATION-The tenn ' Administration' means the Food Safety 
Administration established under section 4. 

(2) ADMINISTRATOR-The term 'Administrator' means the Administrator of Food 
Safety appointed under section 4 . 

(3) FOOD SAFETY LAWS- The term ' food safety laws' means the following: 

(A) The Federal Meat Inspection Act (2 1 U.S.C. 601 et seq.). 
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(B) The Poultry Products Inspection Act (2 1 U.S.C. 451 et seq.). 

(C) The Egg Products inspection Act (2 1 U.S.C. 1031 et seq.). 

(D) The Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 30 1 et seq.), with 
regard to food safety, labeling, and inspection under that Act. 

(E) Such other laws and portions of laws regarding food safety, labeling, and 
inspection as the President may designate by Executive order as appropriate to 
consolidate under the admi nistration of the Administration. 

SEC. 4. ESTABLISHMENT OF INDEPENDENT FOOD SAFETY 
ADMINISTRATION. 

(a) ESTABLISHMENT OF ADMINISTRATION; ADMINISTRATOR-There is established 
in the executive branch an agency to be known as the ' Food Safety Administration'. The 
Administration shall be an independent establi shment, as defined in section I 04 of title 5, 
United States Code. The Administration shall be headed by the Administrator of Food Safety, 
who shall be appoi nted by the President, by and with the advice and consent of the Senate. 

(b) RESPONSIBILITIES- The Administrator shall administer and enforce the food safety laws 
for the protection of the public health and shall oversee the following functions of the 
Administration: 

( I) Implementation of Federal food safety inspection, enforcement, and research efforts, 
based on scientifically supportable assessments of risks to public health. 

(2) Development of consistent and science-based standards for safe food. 

(3) Coordination and prioritization of food safety research and education programs with 
other Federal agencies. 

( 4) Coordination of the Federal response to food borne illness outbreaks with other 
Federal agencies and State agencies. 

(5) Integration of Federal food safety activities with State and local agencies. 

SEC. 5. CONSOLIDATION OF SE PARA TE FOOD SAFETY AND INSPECTION 
SERVICES AND AGENCIES. 

(a) TRANSFER OF FUNCTIONS- For each Federal agency specified in subsection (b), there 
are transferred to the Administration all functions that the head of the Federal agency exercised 
on the day before the effective date specified in section 8 (including all related functions of any 
officer or employee of the Federal agency) that relate to administration or enforcement of the 
food safety laws, as determined by the President. 

(b) COVERED AGENCIES- The Federal agencies referred to in subsection (a) are the 
fo llowing: 

(I) The Food Safety and Inspection Service of the Department of Agriculture. 

(2) T he Center for Food Safety and Applied Nutrition of the Food and Drug 
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(3) The Center for Veterinary Medicine of the Food and Drug Administration. 

(4) The National Marine Fisheries Service of the National Oceanic and Atmospheric 
Administration of the Department of Commerce as it relates to the Seafood Inspection 
Program. 

(5) Such other offices. services, or agencies as the President may designate by Executive 
order to further the purposes of this Act. 

( c) TRANSFER OF ASSETS AND FUNDS- Consistent with section 1531 of title 31, United 
States Code, the personnel, assets, liabilities, contracts, property, records, and unexpended 
balances of appropriations, authorizations, allocations, and other funds that relate to the 
functions transferred under subsection (a) from a Federal agency shall be transferred to the 
Administration. Unexpended funds transferred pursuant to this subsection shall be used by the 
Administration only for the purposes for which the funds were originally authorized and 
appropriated. 

(d) REFERENCES- After the transfer of functions from a Federal agency under subsection (a) , 
any reference in any other Federal law, Executive order, rule, regulation, document, or other 
material to that Federal agency or the head of that agency in connection with the administration 
or enforcement of the food safety laws shall be deemed to be a reference to the Administration 
or the Administrator, respectively. 

(e) SA VINOS PROVISIONS- The transfer of functions from a Federal agency under 
subsection (a) shall not affect--

(1) an order, determination, rule, regulation, permit, agreement, grant, contract, 
certificate, license, registration, privilege, or other administrative action issued, made, 
granted, or otherwise in effect or final with respect to that agency on the day before the 
transfer date with respect to the transferred functions; or 

(2) any suit commenced with regard to that agency, and any other proceeding (including 
a notice of proposed rulemaking), or any application for any license, permit, certificate, 
or financial assistance pending before that agency on the day before the transfer date 
with respect to the transferred functions. 

SEC. 6. ADDITIONAL AUTHORITIES OF THE ADMINISTRATION. 

(a) OFFICERS AND EMPLOYEES- The Administrator may appoint officers and employees 
for the Administration in accordance with the provisions ohitle 5, United States Code, relating 
to appointment in the competitive service, and fix the compensation of the officers and 
employees in accordance with chapter 51 and with subchapter III of chapter 53 of such title, 
relating to classification and General Schedule pay rates. 

(b) EXPERTS AND CONSULTANTS-The Administrator may procure the services of experts 
and consultants as authorized by section 3109 ohitle 5, United States Code, and pay in 
connection with the services travel expenses of individuals, including transportation and per 
diem in lieu of subsistence while away from the homes or regular places of business of the 
individuals, as authorized by section 5703 of such title. 

(c) BUREAUS, OFFICES, AND DIVISIONS- The Administrator may establish within the 
Administration such bureaus, offices, and divisions as the Administrator may determine to be 
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necessary to discharge the responsibilities of the Administration. 

(d) RULES- The Administrator may prescribe, in accordance with chapters 5 and 6 of title 5, 
United States Code, such rules as the Administrator determines to be necessary or appropriate 
to administer and manage the functions of the Administrator. 

SEC. 7. LIMITATION ON AUTHORIZATION OF APPROPRIATIONS. 

For the fi scal year that includes the effective date of this Act, the amount authorized to be 
appropriated to carry out this Act shall not exceed--

( I) the amount appropriated for that fi scal year for the Federal agencies descri bed in 
section S(b) for the purpose of administering or enforcing the food safety laws; or 

(2) the amount appropriated for these agencies for such purpose fo r the preceding fiscal 
year, if, as of the effective date of this Act, appropriations for these agencies fo r the 
fiscal year that includes the effective date have not yet been made. 

SEC. 8. EFFECTIVE DA TE. 

END 

This Act shall take effect on the earlier of--

( I) the date that is 180 days after the date of the enactment of this Act; and 

(2) such date during that 180-day period as the President may direct in an Executive 
order. 
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July 3, 1999 

THE PRESIDENT ANNOUNCES NEW MEASURES TO PREVENT UNSAFE 
FOOD FROM ENTERING OUR BORDERS July 3, 1999 

EM BARGOED UNTI L 10 : 06 AM EDT 
JULY 3 , 1 999 

THE PRESIDENT AN NOUNCES NEW MEASURES 
TO PREVENT UNSAFE FOOD FROM ENTERI NG OUR BORDERS 

J uly 1 , J 999 

In his wee kly radi o add r e ss , t he Presid e nl wil l annou nce sever a l ne w 
measures to p re ve n t "bad actor " food i mpor t ers from bringing unsafe f ood 
into the Uni ted S t ates . The Presid e n t will direct t he Depa r tmen ts of 
Health and Human Servic e s (HH S ) and the Tr easury to t ~ era l steps , 
i nc luding t o : (1 ) pre vent "port shopping , " in wh ich i mporters whose cargo 
i s d e n ied e ntry at o ne po rt try to i n t r oduce t he unsa f e food at another 
p ort ; (2 ) r e quire the destructio n of i mpo rt e d food that poses a ser ious 
publ ic heal th t hre a t ; ( ) rease the b ond tha t i mpo r te r s must p os t , 
as a way to deter i egal · po t s o f unsafe f ood . The Presiden t will call 
for passage o f_.J> c mprehensi · i ~ food s a fet y bill , such as the o ne 
i ntrod uced by {§e na t o rs Mikul sk,Y"_Ke ~nedy , a nd Durbi n a nd Repr esentative '-,,,. 
Eshoo7:? wh ich wo u l d i nc r ease ~he Food a nd Drug Admi nistration ' s ( FDA) Al 
auth ority t o preve n t unsafe fo od from e ver r eaching o u r borders . Fi nally , 04 
the Pres ide nt will c all for full fund i ng o f his foo d s a fe ty initiative ~ 

(-Edget r e quest a nd s uppo rt f o r l e g i sla tion , s po nsor e d b y Senator Ha rki n , t o' 
e the De pa~~nt of Agricu l ture (USDA) the power t o r ecal l t ai n ted food s 

i mpose c iv\ l penalties . 1v' ;;,~'-l' Presidential Directive to Ta ke Action to Prevent the I mportation of Unsafe 
Foods . Data from the £ DA show t ha t the number of i mport ed food ent rie s has 
doubled over the past seven years and tha t , based o n recent trends , 7:inports 
are expected to increase by an additional 30 percent by 2002. Imported 
food s (other than most meat a nd poultry products) are regulated under the 
Federal Food , Drug , and Cosmetic Act . After posting a bond with U. S . 
Customs , importers ma y take possession of i mported foods while FDA 
determi nes whether t he product should be allowed entry into the Unite d 
States, and if necessary , conducts laboratory tests. This procedure helps 
prevent congestion at ports of entry, but some unscrupulous importers have 
a bused it by distributing and selling imported food products before FDA has 
completed its review , resulting in adulterated and misbranded products 
being introduced into domesti c commerce . 

To day , consistent with our international obligations , the President will 
direct the Secretaries of HHS and Treasury to report back with i n 90 days on 
the a vai l able steps they will ta ke to : 

(1) Prevent distribution of imported unsafe food by means suc h as 
requiring food to be he ld until reviewed by FDA . Requiring food to be 
held in a secure storage facility until released by FDA will prevent 
" bad actor" importers from distributing a nd selling potentially unsafe 
imported food be f ore FDA has completed its review; 
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(2) Destroy imported food that poses a serious public health threat . 
Requiring destruction of such food will protect American consumers by 
removing the goods from commerce (thus preventing their re-entry at 
another porL) and will also protect consumers around the world by 
preventing importe r s from e xporling the contaminaled foods Lo other 
countries ; 

(3) ProhibiL "1,orl shopping "-- i n 1-ihich imporlers whose Cdrgo is denied 
entry al 01.t.:? pore try to introduce it at another -- though a new f'DA 
1equiremer1t to mar k shipping contair.ers and/or papers of imported (ood 
that is denied admi ssion for safety reasons . The unsafe food will be 
cJearly marked , " Refused U. S ."; 

(4 ) Set standards for private laboratories for the collection and analysis 
of samples of imported food for the purpose of gaining entry into the 
United States ; 

(5) I ncrease the amount of the bond posted for i mported food s whe n 
necessary to deter pre mature and illegal e ntry into the United States . 
I ncreasing the bond amoun t will prevent unscrupulous importers from 
forfeiting the bond amount (whi ch is c urrent l y based only on the 
wholesale value of Lhe shipment) , selling the shipment be(ore FDA 
completes its review, and turning a significant profil anyway ; and 

(6) Enhance e nforcement for violat ions of United States laws related to 
the importation of foods , including the imposition of c ivil monetary 
penalties . 

Food Safety I nit iati ve and Legislation . The President also will call on t 
Congress to provide full funding fo r his requested $72 million increase for l/ C,, 
t he food safety initiative , wh ich will support a variety of measures 'f'l ~ 
i ncludi ng : enabling FDA to hire new i nspectors to i nspect at least annually ~ ~ 
every domes t ic manu t acfurer<IT hTgfi- r i s k food products ; permitting USDA to ~ ~ 
ass is t states in order t o crea t e a seamless national inspection program; ~ ~ ~ 
e nabling FDA to more than double the numbe r of inspections conducted of <w~ 

(

foreign food processorsj a nd allowi ng the agencies to e xpand research to %. ~ 
develop more effective wa ys of testing for and identifying dangerous r,,.... ~ ~ 
contaminants such as Salmonella and Cyc l ospora . c:y...., 

The House -passed Agric ultural Appropriations bill fails to fund $27 million ~ ~ 
of the muc h-needed requested increase, and the Senate Appropriations z 
Committee bill fails to fund $18 million of the requested increase . \. 

The President also will call on Congress to pass two vital pieces of 

~

egislation to improve the safety of the nation ' s food supply . One bill , 
ponsored by Senators Mi ku lski , Kennedy , and Durbin and Representative '-._ 
shoo , will e nsure that i mports of fruits , vegetables , and other food ~ , 

products meet U. S . food safety requirements or provide the same level of 14.t 

l'rotection as is required for U. S . products . The second bill , sponsored by A 
enator Harkin , will give USDA the authori ty to issue m~ndatory recalls and 0 ~:;( 

~ mpose civil penalties for unsafe meat and poultry. ~ ,: ; "¥ 

### 

~ 

This is a mirror of the White House radio address, July 3, 1999,from the~ House Briefing Ro~ 

President's July]_,_ 1999 Radio Address ~ 
~ 1-'. Cl,, _J\,,~(',y 

> ~~/ 
http://vm.cfsan.fda.gov/~dms/ 7/ 12/99 



..... \ knwrandu rn lor the Sccrctan or I kallh and I lurnan Sen ices and Secretary or the l'reas Page l nl ., 

:· ,; . 
l!. '1 - . ':. ~-:',-"~\;• . -~, • • :f:ti,.~ ;>-p~J • ' ·, 

-

)t~f. 1®1:~..:~:~ •o ~ ~, .. ,Jf A • ~ 
. -!t.~ 4K~~~ ~~e • c -,e~~lf ',i,f<~:t, 
: ... f ~. ,~• '· -,f--t'l · · . . -. · ..t ... z_;_ • ·}, 

July 3, 1999 

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

THE WH I TE HOUSE 

Office o f t he Pre s s Sec r e t a ry 

Embargoed unti l 10 : 06 AM EDT 
J11 l y l , 1999 

July 3, 1999 

MEMORANDUM FOR THE SECRETARY OF HEALTH AN D HUMAN SERVICES 
THE SECRETARY OF THE TREASURY 

SUBJECT : Sa fet y of Impor ted Foods 

Whi le t he United Sta tes ha s one of the sa fest f ood s uppl ies in the worl d , ~ 
outbrea ks of f oodborne i l lne ss are stil l all too pre valent. Millions of // 1( 
Americans are stric ken by illness each year from foods they consume, and "\ , 
t hous ands , mostly the ve ry young and th~ e lde r l y , die a s a resu l t . The Is 
t hreats come from a va r i e ty of sources , inc lufilng both imported and 7, ~ 
domestically produc ed foods . Y~ •~ 

Foodborne illness is difficult to control in a changing world . Consumers ~~ ~ 
enjoy a greater variety of foods than they did 50 years ago , including a ~ 
greater emphasis on f ood from all around the world . Americans a l so eat \ 
more foods prepared outside their homes , such as foods prepared in , 
grocery stores, restaurants , hospitals , nursing homes , school s , and day \ 1/' 
ca r e centers . We a l so are seeing the emergence of new foodborne A 1 
pathogens such as the highly virulent E. Coli O157 : H7 . ~~ 

For t hese reasons , my Administration has made food safety a high ~ - .:) 
priority . I have requested substantial annual increases to fund food 7 · 
safety initiatives ~uch as a nationwide early warning s ystem ~ • 
foodborne illness , increased i nspections , and the expansThn of food '1.Jl . 
safety research , risk assessment , and education . In January of 1997, Ik"j/ ""'"Tl'~ 
directed the Secretary of Agriculture , the Secretary of Health and Human ~• 
Services , and the Administrator of the Environmental Protection Agency t ~4Jt _ S ~ 
identify specific steps to improve the safety of the food s upply. In ~ ~ 
October of 1997 , I e xpanded my initiative to provide special emphasis on 
the safety of domestic and imported fruits and vegetables . Last year at 
this time , I announced t he creation of a Joint Institute for Food Safety ~-
Research (JIFSR) to develop a strategic plan for conducting food safety '-f'< 
research and efficiently coordinating all Federal food safety research . .£_ 
In August of 1998 , I issued an Executive order to create the President's ~ 
Counci l on Food Safety, which is charged with (1) developing a ? 
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comprehensive plan for all federal food safety activities , (2) advising 
agencies of food safety priorities a nd developing coordinated food safely 
budgets , a nd (3) overseeing the JI FSR . We have made significant steps 
domestically to help ensure the sa fety of our food supply . 

Today , I am e xpanding my Administration ' s food safety efforts even 
further to focus on the safety of imported foods . Wh ile the majority of 
jmported food is safe , probl ems do e xist . 
These problems are the result of t wo major changes . At the turn of the 
century , relatively few foods were imported , but 
today , we are seeing a dramatic increase in the importation of ~oods . 
Imports have doubled over the past 7 years and , based on recent trends , 
we expect at least an additional 30 percent increase by 2002 . finished 
and fully packaged food products 

more 

(OV ER ) 

2 

account for an increasing proportion o f all imported foods and there has 
been a huge increase in fresh produce from all over lhe world . 

Wh ile there is no e vidence that imported foods pose more of a risk than 
domest i c foods and most importers comply with the applicable 
require me nt s , there are a few "bad actor " i mporters who violate the rules 
and wor k to subvert the system. We must give the agencies respons ible 
for food safety the tools necessary to deal with the importers who try to 
break the rules . Wh i l e the Food and Drug Administration (FDA ) inspects 
domes ti c facilities , it has , in con j unction with t he Uni ted States 
Cus t oms Service (Cus t oms) , relied primarily on border inspection to 
ensure the safety of i mported foods . 

I recognize that there are limitations on our resources and statutory 
au thority t o ta ke measures to protect consume rs against unsafe i mported 
foods . Indeed , t here are current l y bills before t he Congress that would 
grant e xplicit authority to i mprove the safety of imported foods . I 
appl aud these legislative effor t s a nd will continue to work with the 
Congress to improve our authority and resources . 

Ne vertheless , consisten t with our international obligations , we mu s t take 
whatever scienti f i cally base d steps we can to protect the public heal th 
in t hi s area a nd provide the necessary tools to ensure the safety of 
imported food . Specifically, I direct you to take all action s available 
to: 

(1 ) Preven t distribu t ion of i mport e d unsafe food by mean s such as 
r e quiring f ood t o be held until reviewed by FDA ; 

(2 ) Destroy i mported food that poses a serious public health threat ; 
--, 

(3) Prohibit the reimportation of food that has been previously 
refused a dmission and has not been brought i nto comp l iance wi th United 
States laws and regulat i ons (so called "port shopping" ) , and require the 
marking of shipping containers and/or papers of imported food that is 
r efused admission for safety reasons ; 

~ ) Set standards for private laboratories for the collection and 
analysis of samples of imported food for the purpose of gaining entry 
into the United States ; 

(5) Increase the amount of t he bond posted for imported foods when 
necessary t o deter premature and i l legal entry into the United States ; 
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and 

(6) Enhance enforcemen t aga inst violations of United States laws 
related to the i mportation of foods , i ncluding through the imposition of 
civil monetary penalties . 

Accordingly , I direct you , in consu l tation with my food Safety Councjl 
a nd releva n t federa l agencies , particularly t he Department of Agriculture 
and the United States Trade Representative , Lo teporl back to me within 
90 days on the steps you will take in these areas to prot:cct con:airnc!r s 
from unsafe imported foods . \tie must do all Lht1L 1✓e ;;;;n i_o p1olecl 
Americans from urisufe food . 

WILLIAM J . CLINTON 

ff ff ff 

This is a mirror of the White House press release, July 3, 1999, from the White House Briefing Room 

President's July .1, 1999 Radio Address 

The President Announce~ New Measures to Prevent Unsafe Food from Entering Our Borders July 3, 
1999 

Food Safe!Y Initiative 

Home 
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THE WHITE HOUSE 
The Roosevelt Room 

Saturday, July 3, 1999 

Listen to Address with Real Audio player II Download in .au format (~2 Mb) 

RADIO ADDRESS OF THE PRESIDENT TO THE NATION 

THE PRESIDENT: Good morning. This Independence Day at backyard barbecues and 
picnics in local parks, Americans celebrate the spirit of patrioti sm that has strengthened 
our nation fo r 223 years now. Today, I want to talk about what we must do to ensure that 
the food we serve at those gatherings is as safe as we can possibly make it, to keep our 
nation growing healthy, as well as strong. 

Our food supply is the most bountiful in the world. And for six and a half years, our 
administration has been committed to making it the safest in the world -- from 
establishing a nationwide early warning system for food-borne illness, to expanding food 
safety research and public education programs, to increasing inspections of food at every 
point in the chain of production. 

Last year, I established a Joint Institute for Food Safety Research and appointed the first­
ever President's Council on Food Safety to coordinate and expand food safety efforts at 
every level of the federal government. I'm proud of the progress we're making, but when 
it comes to keeping our families safe, we can always do more -- and we must. 

Today, Americans eat more imported food than ever before, and they have more choices 
than ever. Think of it: Thirty years ago, just a dozen kinds of fruits and vegetables were 
available year-round. Today, you could buy a different kind of fruit or vegetable every 
day of the year, and many were grown on the other side of the world. There's no 
evidence that these fruits and vegetables are less safe than those grown here in the United 
States. But some recent outbreaks of food-borne illness have been traced in imported 
foods. 

qOur import laws are very clear: We will not allow unsafe food to enter the United States. 
But a recent GAO report showed that some importers are sidestepping our laws and 
getting contaminated food across our borders and onto our kitchen tables. While most 
mporters comply with our regulations, it only takes one bad apple to spoil the whole 

bunch, only one shipment of contaminated food to threaten hundreds, even thousands o f 
Americans. 

That is why today, consistent with our international obligations, I'm directing the 
Treasury Department and the Health and Human Services Department to take immediate 
action to keep unsafe food from crossing our borders. First, we will take new steps to 
stop port shopping -- preventing importers whose unsafe food has been turned away at 
one U.S. port from slipping their goods in at another. To make sure this unsafe food can 
be easily spotted, we will stamp all rejected food with the clear label, "Refused U.S." 

http://vm.cfsan.fda.gov/~dms/ 7/ 12/99 
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Second, Customs and the FDA wil l rigorously enforce and expand our policy of 
destroying imported food that poses a serious health threat rather than risk letting it reach 
our grocery stores or the global market. 

Third, we'll do more to deter dishonest importers by increasing the bond they must post 
while food is being inspected fo r safety. Too many importers forfei t their bonds as a 
simple cost of doing business. That's wrong and we should slop ii. These steps wi ll help 
us to close the gaps in our food safety system. 

But Congress must also act. I'm grateful fo r 1he presence here today of Congressman 
Dingell and Congressman Brown. Congress should start by passing comprehensive food 
safety legislation that would increase the FDA's authority to turn away imported food 
that does not meet our high safety standards. And Congress should grant USDA the 
authority to impose civil penalties and to order mandatory recall s of unsafe meat and 
poultry. 

Finally, Congress should fu lly fund my $72-million Food Safety Initiative to increase the 
number of agents and inspections of high-risk food products ri ght here at home. and 
increase the num ber of inspections of fo reign food processors around the world . 

Americans have a right to know that the food they serve their families is safe -- whether 
it comes from the far corners of the world or the corner produce stand. I'm pleased that 
so many members of Congress are committed to giving them that security. I appreciate 
the initiatives, especially, of Senator Durbin and Representatives Dingell and Brown, 
along with Senators Mikulski, Kennedy, Harkin, Collins, and Representatives Eshoo and 
Waxman. I look forward to working with all members of Congress of both parties to 
build a stronger nation with a healthier food supply for the 21st century. 

Have a happy and healthy 4th of July, and thanks for listening. 

This is a mirror of the While House radio address, July 3, 1999, .from the White House Briefing Room 

The President Announces New Measures to Prevent Unsafe Food From Entering Our Borders July 3, 
1999 

Food Safety Initiative 

President's Council on Food Safety 

ome 

http://vm.cfsan.fda.gov/~dms/ 7/12/99 



~ 

I he Pres1tkn1 .\nnounccs Ne,, :\ka~ures to Prc,·ent ll nsa k Food horn Lntcring Our 13o r Page] ol' ] 

Food Safety Initiati ve 

Home 

http ://vm.cfsan.fda.gov/~dms/ 7/12/99 



• 

• 

• 

FOOD SAFETY FACTS 

• Today, fifty cents of every food dollar is spent on food prepared outside the home. This 
includes ready-to-eat foods from restaurants and supermarkets. There are also a large number 
of Americans who have their meals prepared and served in hospitals, nursing homes, and day 
care and senior centers. 

• The number of people that are considered at higher risk for foodbome illness has also 
increased. Today, nearly twenty-five percent of people in the United States fall into this 
category: the elderly, young children, pregnant women and the imrnuno-compromised. 
Moreover, the size of the vulnerable population is growing. Due to increased longevity, the 
senior population is now the fastest growing sector of society. 

• Fifty years ago scientists had identified four foodbome pathogens; today five times that 
number have been identified. 

• The General Accounting Office (GAO) estimates that as many as 81 million people will 
suffer food poisoning this year and more than 9,000 will die. 

• Jn terms of medical costs and productivity losses, foodbome illness costs the nation up to $37 
bill ion annually. 

• The Department of Health and Human Services predicts that foodbome illnesses and deaths 
will increase 10-15 percent over the next decade. 

• In 1997, a Princeton Research survey found that 44 percent of Americans believe the food 
supply in this country is less safe than it was 10 years ago. 

• American consumers spend more than $617 billion annually on food, of which about $511 
billion is spent on foods grown on U.S. farms. 

• Since 1990, more than 40 outbreaks of foodborne illness have been linked to fresh fruit, 
vegetable and juice products consumed in the United States. More than 6300 illnesses were 
reported, with victims in almost all-50 states. (Harkin Testimony 4/99). 

• In 1998, we had a record of 13 recalls for deadly E. coli O 157 :H7, involving more than 2 
million pounds of meat products. (Harkin Testimony 01 /99). 

• Over the 1998 holidays, a nationwide outbreak of Listeria was recognized, leading to the 
massive recall of hotdogs and cold cuts. At least a dozen people lost their lives during that 
outbreak just over the recent holiday season . 



• 

• 

• 

• The bulk of the illnesses from food borne pathogens happen to children younger than 6 years 
of age--kids have not built up the immunity that they need get the sickest from these 
foodborne pathogens, such as Salmonella, E. coli, and Campylobacter. 

• Currently (May, 1999), one-half of all the seafood and one-third of all the fresh fruit 
consumed in the U.S. comes from overseas. In fact, since the l 980's food imports to the U.S. 
have doubled, but federal inspections by Food and Drug Administration have dropped by 50 
percent. (Testimony of Senator Frist, May 1999) . 

• Over the years there have been foodborne pathogen outbreaks involving raspberries from 
Guatemala, strawberries from Mexico, scallions, parsley and cantaloupes from Mexico, 
carrots from Peru, coconut milk from Thailand, canned mushrooms from China and others. 
These outbreaks have serious consequences. The Mexican frozen strawberries I have just 
noted were distributed in the school lunch programs in several states, including my home 
state of Tennessee, were attributed to causing an outbreak of Hepatitis A in March of 1997. 
(Testimony of Senator Frist, May 1999). 

• In the past seven years, the amount of food imported into the U.S. has more than doubled. 
Out of all the produce we eat, 40% of it is imported. (Testimony of Sen. Mikulski May, 
1999) . 

• Michigan schoolchildren were contaminated with Hepatitis A from imported strawberries in 
1997, Americans were put on alert. Thousands of cases of cyclospora infection from 
imported raspberries--resulting in severe, prolonged diarrhea, weight loss, vomiting, chills 
and fatigue were also reported that year. Imported cantaloupe eaten in Maryland sickened 25 
people. As much as $663 million was spent on food borne illness in Maryland alone. Overall, 
as many as 33 million people per year become ill and over 9000 die as a result of food borne 
illness. (Testimony of Sen. Mikulski May, 1999). . 

• In 1998, there was a 50 percent increase in outbreaks and a record number of recalls for the 
deadly E.Coli 0157-H7 in ground beef. (Testimony of Harkin 01 /99). 

• Between 1992-1997, for foods regulated by FDA, the number of imported food entries more 
than doubled from 1.1 million to 2. 7 million (GAO Report 04/98). 

• Between 1992-1997, as workloads increased for FDA regulated foods, resources devoted to 
inspecting imported foods declined by 22 percent--- from 328 staff years for inspectors in 
I 992 to 25 7 staff years for inspectors in I 997. 

• This decrease meant that the average number of annual food shipments each inspector was 
responsible for increased from about 3,350 to about I 0,500. 



THE FOOD SAFETY INITIATIVE 

On January 25, 1997, President Clinton announced a Food Safety Initiative (FSI) to reduce the 
incidence of foodbome illness to the greatest extent possible. 

SCIENCE-BASED FOOD SAFETY SYSTEM 

► Together, FDA, USDA,CDC and EPA laid the foundation for a state-of-the-art science-based 
food safety system combating foodbome illness on two major strategic fronts: 

1. Prevention Strategies 

2. Strong Outbreak Response System 

PREVENTION, EDUCATION, and VERIFICATION 

• Hazard Analysis and Critical Control Point (HACCP). 

• Model Prevention Programs (such as the 1999 Food Code, a model code of 
food safety guidelines for food service establishments). 

• Prevention programs are supported by education and verification--by 
educating producers, processors, distributors, food service workers, and 
consumers in how to use prevention techniques correctly, and by verifying, 
through inspections at business establishments, that prevention techniques are 
being applied properly. 

OUTBREAK RESPONSE 

• Food Net, the Foodbome Diseases Active Surveillance Network: sites 
throughout the country actively track laboratory-confirmed cases of foodbome 
disease in their nearby population centers and share findings among sites and 
with the CDC. 

• PulseNet: A computerized database that matches the DNA fingerprint of 
foodbome diseases to accelerate traceback to the source of the contamination. 

• The Epidemiology Rapid Assessment Team: available 24 hours a day to 
review incoming reports of foodbome disease and to coordinate traceback and 
containment efforts rapidly. 

• FORCE-G, the Foodbome Outbreak Response Coordinating Group: links 
federal, state and local government agencies to enhance coordination and 
communication in responding to outbreaks and emerging threats to the food 
supply. 



r 
THE PRODUCE SAFETY INITIATIVE 

President Clinton introduced the Produce Safety Initiative (PSI) in the fall of 1997 that is part of 
the FSI, addressing entire food chain. 

VOLUNTARY GUIDANCE 

• The Guide to Minimize Microbial Food Safety Hazards For Fresh Fruits and 
Vegetables: Identifies broad microbial hazards, the scientific basis for the hazard, and 
good agricultural practices and good management practices that can be used to reduce 
the risk of microbial contamination in produce. It addresses: 

1. Water quality 
2. Manure and municipal biosolids 
3. Worker health and hygiene 
4. Sanitation, including fields and packing facilities 
5. Transportation 

The recommendations also establish traceback procedures to safeguards further contamination. 

THE IMPORTED FOOD SAFETY INITIATIVE 

In July 1999 President Clinton directed the Secretary of Health and Human Services (HHS) and 
the Secretary of the Treasury to report back within 90 days on the available steps they will take 
to: 

( 1) Prevent distribution of imported unsafe food by means such as requiring food 
to be held until reviewed by FDA. Requiring food to be held in a secure 
storage facility until released by FDA will prevent "bad actor" importers 
from distributing and selling potentially unsafe imported food before FDA 
has completed its review. 

(2) Destroy imported food that poses a serious public health threat. Requiring 
destruction of such foqd will protect American consumers by removing the 
goods from commerce (thus preventing their re-entry at another port) and will 
also protect consumers around the world by preventing importers from 
exporting the contaminated foods to other countries. 

(3) Prohibit "port shopping"-- in which importers whose cargo is denied entry at 
one port try to introduce it at another -- though a new FDA requirement to 
mark shipping containers and/or papers of imported food that is denied 
admission for safety reasons. The unsafe food will be clearly marked, 
"Refused U.S.". 

(4) Set standards for private laboratories for the collection and analysis of 
samples of imported food for the purpose of gaining entry into the United 
States. 



(5) Increase the amount of the bond posted for imported foods when necessary to 
deter premature and illegal entry into the United States. Increasing the bond 
amount will prevent unscrupulous importers from forfeiting the bond amount 
(which is currently based only on the wholesale value of the shipment), 
selling the shipment before FDA completes its review, and turning a 
significant profit anyway. 

(6) Enhance enforcement for violations of United States laws related to the 
importation of foods, including the imposition of civil monetary penalties. 
Food Safety Initiative and Legislation. 

The President also called on Congress to provide full funding for his requested $72 million 
increase for the Food Safety Initiative, which supports: 

(1) Enabling FDA to hire new inspectors to inspect at least annually every 
domestic manufacturer of high-risk food products. 

(2) Permitting USDA to assist states in order to create a seamless national 
inspection program; enabling FDA to more than double the number of 
inspections conducted of foreign food processors. 

(3) Allowing the agencies to expand research to develop more effective ways of 
testing for and identifying dangerous contaminants such as Salmonella and 
Cyclospora. 

The House-passed Agricultural Appropriations bill fai ls to fund $27 million of the much-needed 
requested increase, and the Senate Appropriations Committee bill fails to fund $18 million of the 
requested increase. 

The President also called on Congress to pass two pieces of legislation that: 

► Ensures that imports of fruits, vegetables, and other food products meet U.S. food 
safety requirements or provide the same level of protection as is required for U.S. 
products. (Sponsored by Senators Mikulski, Kennedy, Durbin and Representative 
Eshoo). 

► Will give USDA the authority to issue mandatory recalls and impose civil penalties 
for unsafe meat and poultry. (Sponsored by Senator Harkin). 
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On January 25, 1997, President Clinton announced a Food Safety Initiative (FSI) wi th a single~ lz.,_ 
mission--to reduce the incidence of food borne illness to the greatest extent possible. ~ 

The President took this action as a result of major changes in the food system and consumer lifestyles 
that were placing Americans at greater risk from foodborne illness. While recognizing that, in 
general, the American food supply is safe, the FSI acknowledges that these changes place increasing 
challenges to the nation's food safety system. 

"t>\ 
x~ 

FOOD SAFETY IN A CHANGING WORLD 

What are the changes that affect the food system? People arc eating a greater variety of foods and 
foods no longer need to be seasonal or locally grown. Food is often transported over long di stances, 
domestically and internationally. This combination of new sources and wide distribution of food 
poses new safety challenges. 

\ 

·, 
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People are also eating more food prepared by others. In the past, most J 1 
food was prepared in the home. Today, fifty cents of every food dollar is J'I q 
spent on food prepared outside the home. This includes ready-to-eat foods U o0 
from restaurants and supermarkets. There are also a large number of o/ 
Americans who have their meals prepared and served in hospitals, nursing ~ 
1homes, and day care and senior centers. ~ ~l>;/a -~ ~-:-

The number ef JteOJtle considered to be at higher risk for food borne illness 
has also increased. Teeay, nearly twenty-five percent of people in the United States fall into this 
category: the elderly, young children, pregnant women and the imrnuno-compromised. Moreover, the . 
:ize of the vulnerable population is growing. Due to increased longevity, the s, 
the fastest growing sector of society. 

Finally and most importantly, resistance trends in pathogenic bacteria, as well as new and more 
deadly pathogens, have emerged in the food supply. Fifty years ago scientists had identified four 
foodbome pathogens; today five times that number have been identified. 

SCIENCE-BASED FOOD SAFETY SYSTEM 

Working together, the federal government's food safety 
agencies, the Food and Drug Administration, the U.S. 
Department of Agriculture, the Centers for Disease Control 
and Prevention, (CDC) and the Environmental Protection 
Agency have responded to these changes by laying the 
foundation for the creation of a state-of-the-art science-based 
food safety system. This system focuses on combating 
foodbome illness on two major strategic fronts: 

• Through the development of prevention strategies, programs that will keep pathogens out of 
the food, throughout the food chain from farm to table. These prevention programs are 

http://vm.cfsan.fda.gov/~dms/ 7/12/99 
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supported by education and veri fication--by educating producers, processors, distributors, food 
service workers, and consumers in how to use prevention teclmiques correctly, and by 
verifying, through inspections at business establishments, that prevention techniques are being 
applied properly ; and 

• Through the development of a strong outbreak response capability that provides for the early 
detection and containment of foodborne haz.ards before they become widespread and helps 
develop the knowledge to prevent future outbreaks. 

PREVENTION. EDUCATION, and VERIFICATION J/\_, 
Prevention is the key to reducing foodborne illness. Scientific risk assessment programs identify 
threats to the public health from the environment, from processing systems, from food handlers and 
other sources in the nation's food system. This information is used to identify the most effective 
techniques to prevent pathogens from entering the food supply. "\i 
Regulatory prevention programs such as the Hazard Analysis and Critical Control Point (HACCP) 
system, look for places where contamination is likely to occur as a way to reduce risk. Mandated at 
seafood, meat aod pouhry production and processing faci liti es, HACCP programs identify and 
document methods lo prevent contamination. 

Development and adoption of model prevention programs is another technique to advance food 
safety. An example is the 1999 Food Code, a model code of food safety guidelines for food service 
establishments that promotes food safety by serving as a reference for more than 3,000 state and local 
regulatory agencies that oversee food safety in restaurants, grocery stores, nursing homes, and other 
institutional and retail settings. Working together with food industries to establish voluntary 
guidelines, such as the good agricultural and good manufacturing practices for raw fruits and 
vegetables, also help prevent pathogens from entering the food supply. 

Education about food safety practices for food handlers along the farm to table 
continuum is an effective prevention program as well. Programs to teach good 
agricultural practices to domestic and international growers, development of 
knowledge and skill competencies for food service managers and food safety 
regulators assigned to inspect retail food service establishments, school-based 
education programs to instill in young people life long safe food handling practices, 
and media and community-based public information campaigns to reach at-risk 
populations are all part of FSI. 

Verification of the effectiveness of the prevention programs is achieved through varying types and 
frequencies of inspection procedures at domestic food production and processing facilities, at 
international borders, and at foreign locations of producers and processors who export food to the 
United States. 

OUTBREAK RESPONSE 

Fast and effective response to emerging pathogens in the food supply 
is essential to preventing widespread illness. FSI's outbreak response 
program uses scientific research as the foundation for a multi-faceted 
program that includes: 

• Scientists at the Foodborne Diseases Active Surveillance 
Network (FoodNet) sites located throughout the country who 
actively track laboratory-confirmed cases of foodbome disease 
in their nearby population centers. Findings are shared among 

HACCP 
The Federally mandated, 
science-based Hazard 
Analysis and Critical 
Control Point (HACCP) 
system is a critical 
prevention program under 
the Food Safety Initiative. 
This program identifies 
points where contamination 

~~~ 
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s ites and with the CDC to gain a more accurate picture of the 
number of possible foodborne disease cases a1mually; 

• A computerized database, PulseNet, that matches the ONA 
fingerprint of foodborne di seases accelerating the traceback 
process to the source of the contamination; 

• The Epidemiology Rapid Assessment Team available 24 hours 
a day to provide a rapid review of incoming reports of 
foodborne di sease and to coordinate traceback and containment 
efforts; and 

• FORCE-G, the foodborne Outbreak Response Coordinating 
Group, that links federal, state and local government agencies 
to enhance coordination and communication in responding to 
outbreaks, use resources efficiently and prepare for new and 
emerging threats to the food supply. 

The Produce S3:fety Initiative 

Fresh fruits and vegetables are important to the health and well being 
of the American consumer. However, in recent years the detection of 
outbreaks of food borne illness associated with both domestic and 
imported fresh fruits and vegetables has increased. As a result, 
President Clinton introduced the Produce Safety Initiative in the fall 
of 1997. Like the FSI, of which it is a part, the PSI addresses the 
entire produce food chain from grower to table. 

VOLUNTARY GUIDANCE 

Page .1 ol -l 

is like ly to occur and puts in 
place appropriate process 
controls to prevent 
contamination during 
production and processing at 
seafood, meat and poultry 
facilities. 

With HACCP regulatory 
programs, there is a clear 
delineation of 
responsibilities between 
industry and the regulatory 
agencies. Industry has the 
primary responsibility for 
the safety of the food it 

' produces and distributes. 
The government's principle 
role is to verify that industry 
is carrying out its 
responsibility. and to initi ate 
appropriate regulatory action 
if necessary. Technical 
assistance is provided to 
facilities implementing 
HACCP plans. 

To minimize microbial hazards in the production, packing and transport of fresh fruits and 
vegetables, voluntary guidance has been developed that represents generally accepted, safe science­
based agricultural practices. Published in the Guide to Minimize Microbial Food Safety Harzards For 
Fresh Fruits and Vegetables, the recommendations identify critical control points where 
contamination is likely to happen and outlines steps that can be taken to minimize the risk of that 
occurring. Developed in consultation with consumers, growers packers and shippers, these 
recommendations are designed to be tailored to the needs of individual facilities and farms. 

The Guide identifies broad microbial hazards, the scientific basis for the hazard, and good 
agricultural practices and good management practices that can be used to reduce the risk of microbial 
contamination in fresh and minimally processed produce. Five areas of concern are addressed in the 
Guide: 

• Water quality 
• Manure and municipal biosolids 
• Worker health and hygiene 
• Sanitation, including fields and packing faci lities 
• Transportation 

The recommendations also establish traceback procedures so that the sources of bacteria can be 
identified and safeguards put in place to prevent further contamination. 

IMPORTS 

http://vm.cfsan.fda.gov/~dms/ 7/12/99 
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On the premise that the safety of imported foods can be better monitored where foods arc produced 
rather than as they cross the U.S. border, new programs are being designed to prevent contamination 
in countries that export to the United States. Assessment of foreign controls over food products 
exported to the United States are underway and technical assistance is being provided to fo reign 
countries. 

Foreign inspecti ons or food establishments that produce food products at high risk for microbial 
contamination will be conducted and conventional surveillance of imported food products at U.S. 
borders will be increased. When foodborne illness outbreaks associated with imported foods occur, 
follow up investigations in the exporting countries will be conducted. 

The Future of Food Safety 

Although it is among the best in the world, the nation's food safety system can and will be improved. 
Illnesses due to contaminated food, while preventable, continue to occur. The Food Safety Initiative 
is establishing a strong foundation for creating the safest science-based food system possible. 

For further information about the Food Safety Initiative check the U.S. Government's website. 
www.FoodSafety.gov. 

Home 
Hypertext updated by ear 1999-MA Y-18 
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Department of Health and Human Services 
U.S. Department of Agriculture 
February 25, 1999 

Backgrounder 
2000 President's Food Safety Initiative 

Page I 0 1· 7 

For the third consecutive year, the Department of Health and Human Services (HHS) and the 
Department of Agriculture (USDA) have coordinated a multi-agency effort to protect the health of 
the American public by improving the safety of the Nation's food supply. Through joint planning, 
agencies can maximize the use of their resources and achieve the greatest improvements in food JI 
safety. This process began with the May 1997 report to the President, entitled, Food Safety from \ 
Farm-to-Table: A National Food Safety Initiative. The report recognized foodborne illness as an ,,;( 
emerging public health hazard that required aggressive government action , identified critical gaps in ~., 
the food safety system for controlling or eliminating foodborne pathogens from the food supply, and ~ 
proposed a strategy for closing those gaps. 

1998 and 1999 Activities ~ ~ 

The 1998 budget initiative brought much-needed new resources to enhance surveillance of food borne~\ 
disease and outbreaks and better coordinate our response to outbreaks, improve inspections and ~ 
compliance-particularly seafood HACCP inspections, target important new research and ri sk ,..... 
assessment to critical scientific gaps, and strengthen education and training especially of those who ~ "" 
handle food at critical points from the retail setting to the home. The 1999 initiative built on science=t_,? 
based gains made in these areas, and placed increased emphasis on ensuring the safety of domestic .,;.{ 
and imported fresh produce and imported foods; targeted retail food safety education; transformed 
traditional meat and poultry inspection systems to science-based HACCP systems; and developed 
scientific information and tools to control a greater range of food safety hazards. 

2000 Budget Request 

For 2000, the Administration is proposing an increase of $74.8 million for the President's Food 
Safety Initiative. Of this amount, $40 million is allocated to HHS and $34.8 million to USDA. The 
2000 President's Food Safety Initiative builds on the foundation established in 1998 and 1999. 
Additional resources will be targeted to: (1) further develop a nationally integrated, seamless, and 
science-based food safety system, (2) enhance public health surveillance and increase the speed and 
efficiency of responses to outbreaks of foodbome illness, and (3) place greater emphasis on the 
control of foodbome haz.ards in the pre-harvest phase of the farm-to-table continuum. Funding is 
requested for the following activities: 

Enhance Surveillance and Investigation to Improve Outbreak Response (+$16.4 million): 

HHS (+$ 16.4 million): The Food and Drug Administration (FDA), working through the Centers for 
Disease Control and Prevention (CDC) will expand its access to PulseNet and increase outbreak 
response and associated traceback activities. FDA will begin initial development of electronic 
communication and data sharing systems for use in Federal-State monitoring and traceback activities. 
FDA, working with CDC, will also expand and increase the overall capacity of the National 
Antimicrobial Resistance Monitoring System (NARMS) and the number of States covered to assure a 

http://www.foodsafety.gov/~fsg/ 7 / 12/99 
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higher probability of detecting emerging resistant pathogens capable of animal to human transmission 
and to minimize the occurrence of foodborne outbreaks including those from outside of the United 
States. CDC wi ll identi fy foodborne hazards and characterize the risk posed by those hazards, 
increase the speed with which the presence of hazards in foods can be determined and controlled, and 
improve the accuracy and timel iness of public health data that justify food safety control programs 
and evaluate their effectiveness. CDC will a lso work with the States to improve diagnostic capacity 
for viruses and parasites, and expand the network of States with capacity to interact e lectronically 
with CDC to evaluate and improve diagnostic practices. 

Strength en Coordinati on and Improve Efficiency (+$0.S million): 

USDA (+$0.5 million): The Food Safety and Inspection Service (FSIS) will assign district 
epidemiologists to work with State Departments of Agriculture and Public Health to better coord inate 
responses to foodborne disease outbreaks and recalls. Efforts will be directed at increasing the speed 
and efficiency of responding to outbreaks of foodborne illness and to prevent further outbreaks. 
Funds will provide the special ized training, supplies, technology, and equipment fo r district 
epidemiology officers. This effort will further assist Federal, State, and Local integration in support 
of a seamless national food safety program. 

Expand Inspection and Compliance Efforts with Additional E mphasis on High Risk Foods, 
Imported Produce, and Enhancing Federal-State Partnerships (+$19.3 million): 

HHS ( +$ 16.9 million): FDA will increase inspection coverage and frequency of coverage of domestic 
firms, with the highest risk firms being inspected once per year beginning in FY 200 I. FDA will 
increase the number of inspections of fore ign processors and will conduct evaluations of fo re ign food 
productions systems. FDA will continue to provide training to State and local food safety officials 
and industry in the effective use of preventive control systems, such as hazard analysis and critical 
control point (HACCP) systems-especially seafood HACCP systems, and to perform inspections of 
HACCP systems. FDA will provide States resources and "hands-on" training to promote the adoption 
of the Food Code by retail establishments. 

USDA (+$2.4 million): In 2000, all State meat and poultry establishments will be required to have 
implemented hazard analysis and critical control point (HACCP) systems. By that time, the 26 State 
meat and poultry inspection programs will be required to amend their regulations to make them equal 
to Federal regulations. To facilitate this transition, FSIS will conduct the pathogen testing required by 
the HACCP rule of State inspected meat and poultry products in FSIS laboratories. In addition, FSIS 
will conduct comprehensive reviews of State laboratories to validate the ability of these laboratories 
to meet HACCP testing requirements. Demonstrating compliance with pathogen testing requirements 
of the HACCP rule will be a major prerequisite for permitting interstate shipment of State inspected 
product. Assisting States will integrate and unify efforts to create a seamless national inspection 
program. 

Improve Capability to Estimate Risks Associated with Foodborne Hazards (+$7.9 million): ,\ 

HHS ( +$ 1.5 million): FDA will develop methods for predicting the risk associated with food borne 
pathogens and will develop partnerships with government, industry, and academic scientists to \ 
conduct studies that demonstrate comparability of disease across species. FDA will continue a 
program of research in quantitative risk assessment (particularly for microbial hazards) that is · 
targeted to address the limitations in risk assessment methodologies. FDA will continue to build the 
activities of the interagency Risk Assessment Consortium that provides a forum for coordination of 
Federal microbial risk assessment research. FDA through the Joint Institute fo r Food Safety and 
Applied Nutrition (JIFSAN) will continue development of a risk assessment clearinghouse to better 
establish government, industry, and academic partnerships. 

USDA (+$6.4 million): The Agricultural Research Service (ARS), the Cooperative State Research, 

http ://www.foodsafety.gov/~ fsg/ 7/ 12/99 



J>r1.":s1dcnt's hl1lJ Sakty l11ll 1a11,·1.": 2000 i>agc ~ ol --; 

Education, and Extension Service (CSREES), the Economic Research Service (ERS), and the 
National Agricultural Statistics Service (NASS) will extend risk assessment modeling and data 
collection to include the pre-harvest phase for all foods. Previous risk assessment activities have 
focused on post-harvest operations. This pre-harvest modeling is necessary to determine the effects of 
various production practices, processing, and transportation systems on the behavior and subsequent 
contamination of poultry, beef, and swine as they are presented for slaughter. A Nationwide survey of 
fruit and vegetable producers and packinghouses will be conducted to establish a baseline of 
agricultural handling practices related to food safety. Data from the survey would be used to target 
food safety education materi als and to conduct economic analyses concerning food safety related 
agricultural practices. 

Continue to Develop and Disseminate Targeted Food Safety Education Materials (+ 
$2.4 million): 

HHS ( +$ 1.5 million): FDA, in cooperation with USDA and other Federal, State, and local agencies, 
will develop multi-lingual education programs for food service workers and will implement a 
National education and training program to ensure greater safety in retail food preparation practices, 
including the use of HACCP principles in retail establ ishments. Efforts will focus on the 
development of education materials for educating and training relating to proper storage, handli ng, 
and transportation practices identified in the Food Code. In addi ti on, FDA will deve lop educational 
messages for using antimicrobial drugs for use in animal foods. 

USDA (+$0.9 million): CSREES, will develop educational programs that target high-risk, under­
served populations who are at increased risk from developing foodbome illnesses, such as the elderly, 
children, and immuno-compromised individuals. Food safety education materials will also be 
provided to very small retailers and distributors to increase their awareness of their food safety 
responsibilities as part of a Nationwide education and training program. In additional CS REES will 
develop and implement training programs for producers, veterinarians, and crop consultants on good 
manufacturing and agricultural practices that can minimize microbial contamination of their products. 

Accelerate Food Safety Research (+$28.2 million): 

US DA (+$24.5 million): ARS and CSREES will support research projects that will contribute to the 
development of effective methods of handling and treating agricultural products to minimize 
microbiological contamination. Control of animal production practices, including manure 
management, will prevent possible distribution of pathogens to crops or other animals from surface 
runoff and irrigation waters. In addition, improved detection methodologies will be developed to 
enable producers to monitor their production processes for contamination. Research will also be 
supported to develop the knowledge necessary to prevent the development of antibiotic drug 
resistance. Research results will be used to develop strategies to prevent both the emergence and the 
maintenance in food producing animals of pathogenic and non-pathogenic antibiotic resistant 
bacteria. The Agricultural Marketing Service (AMS) will establish microbiological baselines for 
pathogens on fruits and vegetables. This information will contribute to the identification of 
microbiological haz.ards and the development of intervention strategies to reduce the food safety risks 
posed by these products. 

HHS (+$3.7 million): FDA will expand research on methods development and prevention 
technologies. FDA will collaborate with other Federal agencies and the private sector at the National 
Center for Food Safety and Technology (NCFST) and with academia to translate preventive 
technologies and techniques into appropriate versions for use by small firms and consumers. FDA 
and USDA will expand mechanisms to transfer technologies to States, small and large firms, foreign 
governments, consumers, and others. FDA will expand its ongoing research on the development of 
methods for detecting foodborne pathogens in animal feeds. 
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INTRODUCTION 

Preface 

Meat and poultry products exported from another nation must meet all safety standards 
applied to foods produced in the United States. However, under international law, food 
regu latory systems in exporting countries may employ sanitary measures I that differ from those 
applied domestically by the importing country. The reasons for such differences include the 
absence or very low prevalence of particular food safety hazards,2 the selection of alternative 
controls, and national choices about management of food risks. The United States makes 
determinations of equivalence by evaluating whether foreign food regulatory systems attain the 
appropriate level of protection3 provided by our domestic system. Thus, while foreign food 
regulatory systems need not be identical to the U.S. system, they must employ equivalent 
sanitary measures that provide the same level of protection against food safety hazards as is 
achieved domestically. 

The Food Safety and Inspection Service (FSJS) evaluates foreign food regulatory systems 
for equivalence through document reviews, on-site audits, and port-of-entry reinspection of 
products at the time of importation. Judgments of system equivalence are necessary for FSJS 
and the American consumer to develop and maintain trust in imported meat and poultry 
products. While consumers increasingly express concern that the worldwide integration of food 
production may expose them to disease from imported products, they simultaneously demand 
access to the abundant variety of affordable international foods. The degree to which consumers 
will trust food from an exporting country is directly related to how effectively food production is 
regulated by the foreign system. Thus, trust becomes an equivalence issue with both food safety 
and trade implications. 

11 
The confidence of consumers in the quality (including safety) of their food supply depends in part 11 
on their perception as to the effectiveness of food control measures. 4 

1 Sanitary Measure: Any measure applied: (a) to protect animal life or health from risks arising from the entry, 
establishment or spread of pests, diseases, disease-carrying organisms or disease-causing organisms; (b) to protect 
human or animal life or health from risks arising from additives, contaminants, toxins or disease-causing organisms 
in foods, beverages or feedstuffs; (c) to protect human life or health from risks arising from diseases carried by 
animals, or products thereof, or from the entry, establishment or spread of pests; or (d) to prevent or limit other 
damage from the entry, establishment or spread of pests. Sanitary measures include all relevant laws. decrees, 
regulations, requirements and procedures including, inter alia, end product criteria; processes and production 
methods; testing, inspection, certification and approval procedures; quarantine treatments including relevant 
requirements associated with the transport of animals, or with the materials necessary for their survival during 
transport; provisions on relevant statistical methods, sampling procedures and methods of risk assessment; and 
packaging and labeling requirements directly related to food safety. 
2 Food Safety Hazard: A biological, chemical, or physical property that may cause a food to be adulterated or 
otherwise unsafe for human consumption; must be of such a nature that its prevention, elimination, or reduction to 
acceptable levels is essential to the production of a safe food. 
3 Appropriate level of protection: A societal judgment of what risk from food safety hazards is acceptable to the 
majority. 
4 Codex Alimentarius Commission, Principles for Food Import and Export Inspection and Certification, Guide Line 

(CAC/GL) 20-1995, at 1.1. 



Purpose 

This paper presents the evaluation process FSIS now applies to initially determine and 
periodically verify whether foreign meat and poultry food regulatory systems provide food safety 
protections equivalent to U.S. domestic regulatory programs. The process presented in this 
document implements, in part, USDA regulations that require evaluation of a foreign meat and 
poultry inspection system to determine whether that country is eligible to import products into 
the United States.5 Agency regulations also set forth specific evaluation criteria that are appl ied 
by FSJS during this process to make equivalence determinations.6 The evaluation process 
described here represents FSIS's current thinking as to how equivalence decisions with respect to 
food safety measures should be made. This process will evolve and mature as the United States 
and its foreign trading partners gain more experience in applying the principles of equivalence 
internationally. 

Scope 

The scope of this paper is limited to equivalence under the "SPS Agreement" as is 
explained in the following section. Whi le non-food safety concerns such as misbranding and 
economic adulteration are generally not covered by the SPS Agreement, FSIS nevertheless 
applies an equivalence process analogous to that described in this paper to evaluate whether 
fore ign food regulatory systems meet all the equivalence criteria set forth in USDA regulations. 

BACKGROUND 

SPS Agreement, World Trade Organization 

Food safety equivalence evaluations are based upon provisions in the Agreement on the 
Application of Sanitary and Phytosanitary Measures, which appears in the Final Act of the 
Uruguay Round of Multilateral Trade Negotiations, signed in Marrakech on April 15, 1994. The 
SPS Agreement became effective in January 1995 concurrently with establishment of the World 
Trade Organization (WTO), which superseded the General Agreement on Tariffs and Trade 
(GA TT) as the umbrella organization for international trade. The United States, as a signatory to 
the Agreement, is a Member of the WTO. The SPS Agreement requires each Member to accept 
as equivalent the food regulatory system of another country if it has been demonstrated to furnish 
the same level of public health protection as is provided by its own system. 

Members shall accepc che sanicary or phytosanita,y measures of other Members as equivalent. 
even if these measures differ from their own or from those used by other Members trading in the 
same product. if the exporting Member objectively demonstrates to the importing Member that its 
measures achieve the importing Member's appropriate level of sanitary or phytosanitary 
protection. For this purpose, reasonable access shall be given, upon request. to the importing 
Member for inspection, testing and other relevant procedures. 7 

5 9 CFR 327.2 (a)(2) for meat and 9 CFR 381.196 (a)(2) for poultry 
6 9 CFR 327.2 (a)(2) (i)-(iv) for meat and 9 CFR 381.196 (a)(2) (i)-(iv) for poultry 
7 Article 4.1, "Agreement on the Application of Sanitary and Phytosanitary Measures." 
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The burden for demonstrating equivalence rests with the exporting country and the 
importing country is free to set any level of protection it deems appropriate to control or 
eliminate a food safety hazard. Importing cow1tries have the right to decide whether a foreign 
food regulatory system is ( 1) equivalent to its own, (2) is inadequate to achieve its appropriate 
level of sanitary protection, or (3) that inadequate evidence has been provided to demonstrate 
equivalence. If the exporting country objectively demonstrates that the appropriate level of 
protection has been met, the importing country is obliged to accept its food regulatory system as 
equivalent. 8 The recognition of equivalence does not necessarily require importing and 
exporting countries to enter into a formal agreement. 

Codex Alimentarius 

A central purpose of the SPS Agreement is to encourage the development of international 
food safety standards that Members will adopt domestically for "harmonization" and the 
facilitation of international trade. The fact that a Member's standard may differ from 
international standards does not, in itself, create any adverse presumption that it is failing to _meet 
its international obligations. In other words, the SPS Agreement preserves each Member's right 
to make independent judgments about food safety risks and to set standards that may be higher or 
lower than an international benchmark. 

For SPS purposes, this international benchmark is the Codex Alimentarius, a code of 
food standards for all nations. Codex was developed by an international commission established 
in 1962 when the Food and Agriculture Organization of the United Nations (F AO) and the 
World Health Organization (WHO) recognized the need for universal standards to guide the 
world's growing food industry. The purpose of Codex Alimentarius is to promote the elaboration 
and establishment of definitions and requirements for foods, to provide harmonization for public 
health purposes, and to facilitate international trade. 

The Codex Alimentarius Commission (CAC) is responsible for making proposals to the 
Directors-General of the Food and Agriculture Organization (F AO) and the World Health 
Organization (WHO) on all matters pertaining to the implementation of the Joint F AO/WHO 
Food Standards Program. The Commission establishes subsidiary bodies in the form of Codex 
Committees for the preparation of draft standards for submission to the Commission. 

U.S. Laws and Regulations 

r n 1994, the United States adopted the SPS Agreement with passage of the Uruguay 
Round Agreements Act. This legislation provided U.S. administrative agencies a standard that 
must be met when determining equivalence. 

An agency may not determine that a sanitary or phytosanitary measure of a foreign country is 
equivalent to a sanitary or phytosanitary measure established under the authority of Federal law 
unless the agency determines that the sanitary or phytosanitary measure of the foreign count1y 
provides at least the same level of sanitary or phytosanitary protection as the comparable sanitary 
or phytosanita1y measure established under the authority of Federal law.9 

8 This decision process is equally applicable to individual sanitary measures. 
9 Sec. 492, "The Uruguay Round Agreements Act," (P.L. 103-465; December 8, 1994). 
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The Act also amended other legislation to comport with SPS requirements . Among these 
were equivalence amendments to the Federal Meat Inspection Act (FM1A)10 and the Poultry 
Products Inspection Act (PPIA). 11 

The Secreta1y [of Agriculture/ may treat as equivalent to a United States requirement a 
requirement described in subparagraph (A) [of this section/ if the exporting country provides the 
Secretary with scientific evidence or other information. in accordance with risk assessment 
methodologies determined appropriate by the Secretary. to demonstrate that the requirement 
achieves the level of sanita1y protection achieved under the United States requirement. For the 
purposes of this subsection, the term ·sanitary protection · means protection to safeguard public 
health.12 

In July 1995, FSIS implemented the FMIA and PPIA amendments cited above with a 
direct final rule 13 that deleted existing regulatory language requiring foreign food regulatory 
systems to be "at least equal to" the system in the United States. In its place, the final rule 
substituted the words "equivalent to" as the standard for eligibility. Part 327 (meat) and Part 38 l 
Subpart T (poultry) of 9 CFR pertain to eligibi lity requirements for imported meat and poultry 
products. For example, Section 327.2 describes the standard for el igibility of foreign cow1tries 
for importation of meat products into the United States, as follows: 

Whenever it shall be determined by the Administrator that the system of meat inspection 
maintained by any foreign country. with respect to establishments preparing products in such 
count1y for export to the United States. insures compliance of such establishments and their 
products with requirements equivalent to all the inspection. building construction standards. and 
all other provisions of the Act and the regulations in this subchapter which are applied to official 
establishments in the United States. and their products. and that reliance can be placed upon 
certificates required under this part from authorities of such foreign country. notice of that fact 
will be given by including the name of such foreign country in paragraph (b) of this section. 14 

Agency regulations further specify that determinations of eligibil ity must be based upon 
equivalence evaluations. 15 Consequently, FSIS has developed the process described in this paper 
to conduct equivalence evaluations of foreign food regulatory systems or of individual sanitary 
measures that vary from U.S. requirements. The criteria for evaluating fo reign systems are set 
forth in Section 327 .2 for meat and Section 381. l 96 for poultry. 16 Each of these regulatory 
criteria constitutes a sanitary measure as defined by the SPS Agreement. 17 The criterion for 
evaluating alternative sanitary measures is whether they achieve the same level of sanitary 
protection provided under the United States requirement. 18 Evaluations of alternative sanitary 
measures are made by determining whether they are at least as effective as the U.S. requirements 
in controlling food safety hazards. These evaluations employ evolving international concepts of 
the linkage between a sanitary measure and the appropriate level of protection it is intended to 
achieve. The fo llowing section summarizes these concepts. 

10 2 1 U.S.C. 620(e) 
I I 2) LJ.S.C. 466 
12 Amendment to §20(e) FM IA. The PPIA was amended by §43 1 (k) with essentially the same language. 
13 60 FR 38667; Friday, July 28, 1995. 
14 9 CFR §327.2(a)(l ) [emphasis added] 
15 Ibid., footnote 5. 
16 Ibid., footnote 6. 
17 Ibid., footnote I. 
18 Ibid., footnote 12. 
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CONCEPTS OF EQUIVALENCE 

Equivalence is the relationship between three interlinking components: sanitary 
measures, appropriate level of protection, and food safety objectives. Cumulatively, these 
components provide sufficient data to evaluate the equivalence of different food regulatory 
systems, parts of systems, or individual sanitary measures. 

Sanitary Measures 

National food regulatory systems employ sanitary measures to control food safety 
hazards in a manner that achieves an appropriate level of protection for consumers. Sanitary 
measures are defined by their intent to protect human life or health from risks arising from an 
additive, contaminant, toxin, or disease-causing organism in a food or from a disease or pest 
carried by an animal or a product thereof. These measures may take many forms, to include: 19 

• End product criteria. 

• A product-related processing or production method. 

• A testing, inspection, certification, or approval procedure. 

• A relevant statistical method. 

• A sampling procedure. 

• A method of risk assessment. 

• A packaging and labeling requirement directly related to food safety. 

Sanitary measures must (I) be based upon scientific principles and (2) be applied by an 
importing country in a manner that is not arbitrary or would unjustifiably discriminate between 
its own industry and that of another country. These measures must be based on an assessment of 
risk from a food safety hazard, i.e., an evaluation of the potential for adverse affects on human 
life or health. The term "risk assessment" as used in the SPS Agreement is not limited to 
quantitative risk assessment, which has been described as a particular type of risk assessment 
used to evaluate the potential fo r carcinogenesis.20 

To the extent deemed appropriate by each Member, sanitary measures should be 
harmonized with those applied in other countries by basing them on relevant international 
standards such as Codex. Countries are not, however, required to harmonize "downward" by 
accepti ng a Codex or other international standard that provides a lower level of protection than is 
deemed appropriate by society. Similarly, Members may establish and maintain higher standards 

19 Administrative Action Statement accompanying "The Uruguay Round Agreements Act," (P.L. I 03-465; 
December 8, 1994); at A.3.b. (see House Report No. 103-826(11) accompanying H.R. 5110). This statement 
describes significant administrative actions proposed to implement the Uruguay Round Agreements. It represents an 
authoritative expression by the Administration concerning its views regarding the interpretation and application of 
the Uruguay Round Agreements, both for purposes of U.S. international obligations and domestic law. Since this 
Statement was approved by the Congress at the time it implemented the Uruguay Round agreements, the 
interpretations of those agreements in this statement carry particular authority. 
20 Ibid. at A.9. 
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than Codex provides if a greater level of protection is deemed appropriate. For the purposes of 
judging equivalence, the sanitary measures that comprise a food safety control system can be 
broadly categorized as: 

• Infrastructure; including legislative base authority and administrative regulatory systems, 
documentation of systems, performance, decision criteria and action, laboratory 
capabi lity, and provisions for certification, audit and enforcement. 

• Specific Requirements; individual facilities (e.g. construction), equipment (e.g. design 
of food contact machinery), processes (e.g. retorting of cans, HACCP plans fo r a specific 
product), procedures (e.g. post mortem meat inspection procedures) and tests (e.g. tests 
for microbiological or chemical hazards). 

Appropriate Level of Protection 

Importing countries may set any level of protection they deem appropriate and establish 
sanitary measures accordingly to abate or eliminate food safety hazards. While sanitary 
measures are objectively based upon scientific or technical knowledge about controlling food 
safety hazards, an importing country' s appropriate level of protection is a societal choice that 
may be objective or subjective. 

The [SPSJ Agreement explicitly affirms the right of each government to choose its levels of 
protection, including a "zero risk" level if it so chooses. A government may establish its levels of 
protection by any means available under its Jaw, including by referendum. In the end, the choice 
of the appropriate level of protection is a societal value Judgment. The Agreement imposes no 
requirement to establish a scientific basis for the chosen level of protection because the choice is 
not a scientificjudgment.2 1 

Food Safety Objective 

Sanitary measures applied to control food safety hazards are often narrowly focused and 
specific while the appropriate level of protection they are intended to achieve may be expressed 
as broad regulatory or societal goals relating to food safety risks. Consequently, an FSO may be 
developed to explain how a measure attains or contributes to attainment of the public health 
protection deemed appropriate. These statements may include quantitative as well as qualitative 
descriptions of the intended objective. 

FSO's are not SPS components, as the Agreement makes no mention of them. They are, 
nonetheless, useful and relevant for equivalence purposes because they faci litate the comparison 
of different sanitary measures. An FSO should not, however, be visualized as a standard to be 
achieved or by which equivalence is judged- FSO's are appropriate for equivalence purposes 
only as elaborative statements of publ ic intent that describe how sanitary measures achieve, or 
contribute to the achievement, of a country' s appropriate level of protection. 

21 Ibid. at A.3. 
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It must be noted that the term "Food Safety Objective" is used within the Codex 
international community to describe two separate activities. While these activities are related, 
they are particular in purpose and must be distinguished. The Codex Committee on Import and 
Export Food Inspection and Certification Systems (CCFICS) has commissioned a paper from 
New Zealand titled " Proposed Draft Guidelines for the Judgment of Equivalence of Sanitary 
Measures Associated with Food Inspection and Certification Systems." An important 
component of this paper is the concept of an FSO as a bridge between sanitary measures and the 
appropriate level of protection they are intended to achieve. 

Another use of the FSO concept has been proposed in a paper titled " Recommendations 
for the Management of Microbiological Hazards for Food in International Trade." This paper 
was prepared by the International Working Group on Management of Microbiological Hazards 
as a discussion paper for the Codex Committee on Food Hygiene (CCFH). The CCFH draft 
defines FSO as "a statement based on a risk analysis process which includes an expression of the 
level of a hazard(s) in food that is tolerable in relation to an appropriate level of consumer 
protection. When justified by the risk assessment, the FSO should include expression of the 
level of the hazard as a maximum tolerable concentration and/or frequency." 

The two Codex definitions of FSO have separate intent. The CCFICS definition is 
broadly constructed for use by exporting and importing countries in equivalence determinations 
under the SPS Agreement. The CCFH definition is more narrowly focused on the management 
of a particular food safety hazard, i.e., pathogenic microorganisms, and incorporates the 
requirement for a "target" to control these hazards in food. Thus it represents a subset of the 
more general CCFICS application of an FSO. 

THE FSIS FOOD SAFETY EQUIVALENCE EVALUATION PROCESS 

Introduction 

Evaluations of equivalence between different sanitary measures require exporting and 
importing countries to cooperate in a series of steps that meet mut11al international obligations. 
The steps that countries choose will depend on circumstances and trading experience between 
the two nations. Moreover, where sanitary measures differ, the FSO may still be evident and 
understood by both countries, while in other cases the FSO may need to be further explained by 
the importing country. A reasonable series of steps that countries may take to determine 
equivalence is as follows. 

• An importing country provides notice that it will require a particular sanitary measure to 
achieve a level of protection it deems appropriate. 

• An exporting country requests an explanation of the importing country ' s appropriate 
level of protection that is achieved by application of an identified sanitary measure. 

• The importing country provides that explanation, which may be facilitated by expression 
of an FSO for that measure. 
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• The exporting country uses that explanation as a guide to develop sufficient evidence to 
demonstrate the equivalence of an alternative sanitary measure, obtains clarification from 
the importing country if necessary, and develops a case for equivalence of a different 
sanitary measure in terms of achieving the importing country's appropriate level of 
protection. 

• The importing country evaluates evidence provided by the exporting country and (I) 
recognizes that the exporting country' s alternative san itary measure achieves the same 
level of protection provided by the importing country ' s measure or (2) requests more 
information to facilitate further consideration of the submission or (3) rejects equivalence 
of the alternative sanitary measure and provides appropriate reasons for that decision. 

The importing country retains the absolute right to decide whether the exporting 
country's sanitary measure is equivalent to its own. Exporting countr ies should be rigorous in 
seeking importing country determinations of equivalence well before any alternative sanitary 
measure is implemented. Unilateral action by an exporting country could lead to serious 
equivalence difficulties with importing countries and a possible disruption of trade. 

The foregoing steps provide a structure for the three-part process FSf S now employs to 
evaluate equivalence. As is explained in the following sections, this process is utilized for initial 
evaluations of equivalence wherein an exporting country is found eligible to ship meat and/or 
poultry to the United States, for periodic verifications that eligible countries remain equivalent, 
and to evaluate individual sanitary measures. 

Initial System Equivalence 

Applications from foreign countries for an initial determination of equivalence must 
contain sufficient technical and scientific evidence for FSIS to evaluate whether sanitary 
measures of the foreign food regulatory system are equivalent to the U.S. system. This 
evaluation involves a document review and an on-site review. 

FSIS does not conduct inspections in foreign countries. After a country is determined to 
have an equivalent food regulatory system, FSIS relies on it to carry out daily inspection. 
Foreign establishments desiring to export to the United States must apply to their own national 
inspection authority, and that country's chief inspection official must certify to FSIS a list of all 
establishments that meet U.S. import requirements. Countries must also be certified periodically 
as continuing to operate an equivalent residue control program. FSIS experts review the 
country's program to assure that approved analytical methods are used, that foreign officials are 
knowledgeable about the use of chemical compounds in their country, and that the country tests 
for those compounds with potential for getting into the U.S. food supply. 
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Verification of Continuing Equivalence 

Prior to the SPS Agreement, FSIS evaluated foreign food regulatory systems under 
provisions in U.S. inspection laws that required them to have programs "at least equal to" the 
U.S. system.22 Because the eligibi lity of countries to export meat or poultry to the United States 
was initially evaluated on a case-by-case basis through analysis of applications followed by on­
site audits, all "at least equal to" countries that were eligible for export of meat or poultry to the 
United States when the Uruguay Round Agreements Act was passed in 1994 were automatically 
judged to be "equivalent." 

FSIS utilizes a three-pat1 evaluation process to verify that foreign food regulatory 
systems continue to be equivalent. 

I. The first part is a recurring document analysis wherein the fundamental laws, 
regulations and implementing policies of an exporting country's food regulatory system 
are reviewed in parallel with U.S. government issuances to ensure that an appropriate 
legal and regulatory structure remains in place. 

2. The second is on-site food regulatory system audits conducted first for initial system 
equivalence determinations in each country that applies for export meat or poultry to the 
United States and generally repeated annually. 

3. The third is continuous port-of-entry reinspection of products shipped from exporting 
countries. These reinspections provide evidence of how the foreign inspection system is 
functioning; they are not necessarily indicators for specific sanitary measures. 

Document Analysis 

The purpose of recurring document analysis is threefold: first is to verify that the 
fundamenta l laws, regulations and implementing pol icies of an exporting country continue to 
provide for a food regulatory system with adequate authority and funding to accomplish its 
mission; the second is to examine written requirements for food production to determine whether 
equivalent sanitary measures have been mandated for the foreign meat and poultry industry; and 
the third is to evaluate written regulatory system procedures for foreign industry oversight, 
verification and enforcement of requirements. 

System Audits 

The system audit provides a transparent, collaborative forum with international trading 
partners to verify continuing equivalence. These audits are generally conducted annually in 
exporting countries by FSIS technical experts. The purpose of a system audit is to evaluate the 
foreign inspection program, not to inspect individual foreign establishments. 

During the system audits, FSIS, in part, seeks evidence that the exporting country has 
instituted sanitary measures adequate to provide the same level of protection fo r American 

22 Ibid. The poultry requirement was "same as" rather than "at least equal to" because of different language in the 
FMIA and PPIA. 
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consumers that is ensured by our domestic system. The system audit focuses on two essential 
components of safe food production: ( 1) process control, which is an industry responsibility 
executed through sanitary measures such as sanitation standard operating procedures, HACCP 
and quality assurance systems, and microbial testing programs and (2) oversight, which is a 
government responsibility exercised in a form and at an intensity appropriate to verify the 
effectiveness of industry process controls, detect noncompliance, and provide necessary 
enforcement. Exporting countries must meet this fundamental level of protection to establish 
and maintain equivalence. 

An FSIS foreign inspection system equivalence audit consists of three phases. 

1. First, FSIS conducts a document analysis as described above. Port-of-entry 
reinspection data are also reviewed at this time to determine trends and identify areas of 
special interest for audit. These documents and data are used by FSIS to develop an audit 
plan that is customized to each country. This plan is transmitted to the exporting country 
for comments at least 30 days before implementation. The audit protocol is sufficiently 
detailed to inform the exporting country of the audit objectives, scope and criteria, who 
will be visiting, what they wish to see, where they wish to go, and when they wish to do 
so. Special emphasis is given to changes in foreign food regulatory systems that have 
occurred since the last audit either through initiative of the exporting country or in 
response to new U.S. requirements. 

2. Second, FSIS dispatches an auditor (or in some cases an audit team) to the exporting 
country's inspection headquarters and/or to sub-offices as agreed in the audit protocol. 
Discussions are held with exporting country auditors and other officials as appropriate to 
determine if the exporting country's system of oversight and compliance is being 
implemented as written, and to identify significant trends or changes in establishment 
operations, oversight, and compliance. FSIS auditors examine a sample of available 
records that document the exporting country's oversight and enforcement activities, and 
accompany exporting country officials on field visits to a representative sample of 
establishments that are eligible for export to the United States. Exporting country 
officials conduct an evaluation at each selected establishment to verify that it continues to 
achieve the level of protection required by the United States. Particular attention is paid 
to how the foreign food regulatory system ensures that eligible establishments have 
addressed food safety hazards, some of which may be different from those encountered in 
the United States. FSIS auditors observe these activities and correlate findings made by 
exporting country officials.23 A sample of laboratories and other facilities is also 
reviewed in this manner. At conclusion of its visit, the FSIS auditor(s) meets with 
exporting country representatives to provide an overview of conditions observed during 
the audit and to ensure that observations noted are clearly understood by both parties. 

3. Third, FSIS conducts a post-audit evaluation of all data collected on-site and advises 
the exporting country in writing of any system equivalence issues to be resolved. When 

23 Other alternatives may be selected by agreement between FSIS and the exporting country. For example, the 
establishment audits could be conducted jointly by FSIS and foreign auditors or FSIS could conduct the audits with 
correlation by foreign auditors or supervisory personnel. These variables are resolved collaboratively on a country­
by-country basis. 
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evaluating audit data, FSIS will base its equivalence judgments on how sanitary measures 
of the foreign inspection system compare and relate to those used in the U.S. and whether 
the foreign food regulatory system cumulatively provides the same level of protection. 

A draft audit report is sent to the exporting country for review and comment after an on-
site visit. An action plan is mutually developed to address any issues raised by the audit. These 
issues are tracked by FSIS until resolution and are automatically included as items of special 
interest in the next audit. 

Port-of-entry Reinspection 

FSIS relies on its baseline determination that a foreign country is equivalent coupled with 
annual system audits to provide assurance that products shipped to the United States are-and 
continue to be- safe as well as wholesome, correctly labeled and properly packaged. As a 
further check on the equivalence of a foreign food regulatory system, FSIS randomly samples 
meat and poultry products for reinspection as they enter the United States and ensures that 
exporting country certificates are authentic and accurate. 

Port-of-entry reinspection is directed by the Automated Import Information System 
(AIIS), a centralized computer database that stores reinspection results from all ports-of-entry for 
each country and for each establishment. Reinspection of products is performance-based in that 
better performing foreign establishments have their products reinspected less frequently. 
Additionally, FSJS randomly samples products at ports for drug and chemical residues. An 
annual import residue plan sets the initial sampling rate for each cow1try based on its volume of 
product exported to the United States. Compounds included in the plan reflect testing done in 
the U.S. domestic residue program. Decisions about product acceptability are based on U.S. 
tolerances. 

The AUS receives and stores daily reinspection results from all ports-of-entry and 
continuously updates compliance histories for every establ ishment exporting to the United 
States. If a problem is found at one point, FSIS can quickly locate and hold other shipments 
from the same establishment at other entry points. When a shipment is presented for port-of­
entry reinspection, the AUS scans its existing records to determine if the foreign country, the 
establishment, and the product are eligible for export to the United States. The AIIS also 
determines the type of reinspection based on compliance history of the establishment and 
country for that specific product. AUS data provides a record of how each exporting country 
maintains inspection controls. 

FSIS has about 75 inspectors who carry out reinspection in approximately 150 official 
import establishments. At these establishments, all incoming lots of meat and poultry are 
reinspected for transportation damage, labeling, proper certification, general condition, and 
accurate count. Products that pass reinspection are stamped with the USDA mark of inspection 
and are allowed to enter U.S. commerce for distribution and use as if they were produced 
domestically. If they do not meet U.S. requirements, they are stamped "U.S. Refused Entry" and 
must be exported, destroyed, or converted to animal food. 
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Specific Sanitary Measures 

FSIS has successfully used the equivalence evaluation process described in this paper to 
ensure that exporting countries establish and maintain a food regulatory system appropriate to 
achieve the same level of protection provided by domestic inspection.24 In addition, these 
evaluation procedures have proven effective in verifying equivalent foreign implementation of 
specific sanitary measures such as those in USDA's Pathogen Reduction; Hazard Analysis and 
Critical Control Point (HACCP) Systems fina l rule (PR/HACCP final rule).25 

For example, in August 1996, FSIS provided a copy of the newly promulgated 
PR/HACCP final rule and a summary of its principal sanitary measures to each country listed as 
eligible for export of meat or poultry to the United States. FSIS conducted two public hearings 
in early October 1996 to brief interested parties on equivalence issues generally and in particular 
on implementation of equivalent PR/HACCP sanitary measures by eligible exporting countries. 
In late October 1996, FSIS followed-up these meetings with a cable to all exporting countries 
restating the need for equivalent implementation of PR/HACCP sanitary measures and 
requesting that each country provide information by the end of 1996 as to how it intended to 
achieve the same level of protection. 

Beginning in January 1997, FSIS sought from each exporting country specific 
documentation of what sanitary measures it had implemented to be equivalent with PR/HACCP 
final rule requirements for U.S. domestic establishments. Many countries have implemented 
measures identical to the U.S. requirements, and equivalence is not an issue. Where alternative 
sanitary measures have been offered, FSIS has conducted appropriate scientific and technical 
evaluations to determine whether the proffered alternatives are equivalent. In cases where 
exporting countries have not adequately demonstrated equivalence, additional info rmation has 
been requested. If ultimately, a foreign country's alternative sanitary measure were deemed not 
equivalent, FSIS would be obliged to initiate rulemaking that would terminate its eligibility for 
export to the United States. Equivalence decisions based on foreign food regulatory system 
documentation of specific sanitary measures are subsequently verified by on-site audits. 

24 
For example, Agency regulations require that foreign countries have an "organizational structure and staffing, so 

as to insure uniform enforcement of the requisite laws and regulations in all establishments throughout the system at 
which products are prepared for export to the United States." [9 CFR 327.2 (a)(2) (i)(A) for meat and 9 CFR 
381.196 (a)(2)(i)(A) for poultry] This regulatory criterion is a "sanitary measure" under the SPS Agreement, and 
would be evaluated for equivalence by (I) document analysis and (2) system audit. Some indications of equivalence 
would also be obtained from (3) port-of-entry reinspect ions of product. Each additional regulatory criterion would 
be evaluated in the same manner; cumulatively they provide evidence of system equivalence-and thus eligibility. 
All foreign food regulatory system sanitary measures-whether they be for food safety or other consumer 
protections- fall within one or more of the regulatory criteria set forth in Sections 327.2 and 381.196 and each must 
be evaluated for equivalence using procedures described in this document. 
25 61 FR 38806; Thursday, July 25, 1996. 
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Conclusion 

FSIS applies a rational evaluation process to determine the initial eligibility of foreign 
inspection systems or alternative sanitary measures and to verify annually that equivalence is 
maintained. Cumulatively, the evaluation process summarized in this document compl ies with 
international obligations under the SPS Agreement, comports fully with U.S. laws, and 
effectively implements FSIS inspection regulations by ensuring that American consumers 
receive the same level of protection in imported meat and poultry as is achieved domestically. 
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Imported Food Safety Improvement Act 
May 26, 1999 

TITLE: Cited as the ' Imported Food Safety Improvement Act of 1999'. 
TITLE I: IMPROVEMENTS TO THE FOOD SAFETY IMPORT SYSTEM. 

SPONSORS: Senators Mikulski, Kennedy and Durbin 

PURPOSES: To amend the Federal Food, Drug, and Cosmetic Act to improve the safety of 
imported food, and for other purposes. 

(1) It requires that FDA make equivalence determinations on imported food. Senator 
Kennedy and Senator Mikulski developed this with the FDA in consultation with the 
consumer groups. 

► It will allow FDA to look at the production at its source and take preventive 
measures. 

► FDA wi ll be able to be proactive, rather than just reactive. 

(2) It covers emergency situations by allowing FDA to ban imported food that has been 
connected to outbreaks of food borne illness and grants the Secretary of Health and 
Human Services the authority to issue an emergency ban. 

(3) It enhances enforcement measures through the creation of additional employment 
positions for laboratory, inspection, and compliance personnel. 
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Commission shall apply a presumption in favor of unconditional approval of the application. If the 
Commission fails to issue a final decision within the 60-day period described in paragraph (2), the 
application shall be deemed to have been granted unconditionally by the Commission.'. 

By Ms. MIKULSKI (for herself, Mr. Kennedy, and Mr. Durbin): 

S. 1126. A bill to amend the Federal Food, Drug, and Costmetic Act to improve the safety of 
imported food, and for other purposes; to the Committee on Agriculture, Nutrition, and Forestry. 

IMPORTED FOOD SAFETY IMPROVEMENT ACT OF 1999 

Ms. MIKULSKI. Mr. President, I rise today to introduce the ' Imported Food Safety Act of 1999.' l 
am proud to be the sponsor of this important legislation which guarantees the improved safety of 
imported foods. 

The health of Americans is not something to take chances with. It is important that we make food 
safety a top priority. Every person should have the confidence that their food is fit to eat. We should 
be confident that imported food is as safe as food produced in this country. Cars can't be imported 
unless they meet U.S. safety requirements. Prescription drugs can't be imported unless they meet 
FDA standards. You shouldn't be able to import food that isn't up to U.S. standards, either. 

We import increasing quantities of fresh fruits and vegetables, seafood, and many other foods. In the 
past seven years, the amount of food imported into the U.S. has more than doubled. Out of all the I lrP( 
produce we eat, 40% of it is imported. Our food supply has gone global, so we need to have global 1-) l V 

O 
V 

food safety. \ 5 ~ 

The impact of unsafe food is staggering. There have been several frightening examples of food · \ ~ 
poisoning incidents in the U.S. When Michigan schoolchildren were contaminated with Hepatitis A 
from imported strawberries in 1997, Americans were put on alert. Thousands of cases of cyclospora 
infection from imported raspberries--resulting in severe, prolonged diarrhea, weight loss, vomiting, ~k( 
chills and fatigue were a lso reported that year. Imported cantaloupe eaten in Maryland sickened 25 
people. As much as $663 million was spent on food borne illness in Maryland alone. Overall, as 
many as 33 million people per year become ill and over 9000 die as a result of food borne illness. It is 
our chi ldren and our seniors who suffer the most. Most of the food-related deaths occur in these two 
populations. 

These incidents have scared us and have j ump-started the efforts to do more to protect our nation's 
food supply. Now, I believe in free trade, but I also believe in fair trade. FDA's current system of 
testing import samples at ports of entry does not protect Americans. It is ineffective and resource­
intensive. Less than 2% of imported food is being inspected under the current system. At the same 
time, the quantity of the imported foods continues to increase. 

What this law does is simple: It improves food safety and aims at preventing food borne illness of all 
imported foods regulated by the FDA. This bill takes a long overdue, big first step. 

First, it requires that FDA make equivalence determinations on imported food. This was developed 
with the FDA by Senator Kennedy and myself in consultation with the consumer groups. 

Today, FDA has no authority to protect Americans against imported food that is unsafe until it is too 
late. Last year, the GAO found that FDA lacks the authority to require that food coming into the U.S . 
is produced, prepared, packed or held under conditions that provide the same level of food safety 
protection as those in the U.S. This means that currently, food offered for import to the U.S. , can be 

http://thomas.loc.gov/cgi-bin/query/C?r I 06: ./temp/~r I 06nf6Gpe 7/12/99 



Page 8 of 64 

imported under any conditions, even if those conditions are unsanitary. The Imported Food Safety 
Act of 1999, will allow FDA to look at the production at its source. This means that FDA will be able 
to take preventive measures. FDA will be able to be proactive, rather than just reactive. 

That means that when you pack your childrens' lunches for school or sit down at the dinner table, you 
can rest assured that your food will be safe. Whether your strawberries were grown in a foreign 
country or on the Eastern Shore, in Maryland, those strawberries will be held to the same standard. 
You won't have to worry or wonder where your food is coming from. You won't have to worry that 
your children or fami lies are going to get sick. You will know that the food coming into this country 
will be subject to equivalent standards. 

Secondly, this bill contains strong enforcement measures. Last year, the Permanent Subcommittee on 
Investigations, under the leadership of Senator Sue Collins, held numerous hearings on the safety of 
imported food. These enforcement measures are largely a product of those facts uncovered during 
those hearings. Senator Collins developed these enforcement provisions and introduced a bill which 
focuses on enforcement. I refer those with special interest in enforcement to also consider her bill. 

Finally, this bill covers emergency situations by allowing FDA to ban imported food that has been 
connected to outbreaks of food borne illness. When our children, parents and communities are getting 
seriously sick, the Secretary of Health and Human Services can immediately issue an emergency ban. 
We don't have to wait till someone else gets seriously sick or dies. We no longer have to go through 
the current bureaucratic mechanism that is inefficient and resource intensive. We can stop the food 
today, to protect our citizens. 

My goal is to strengthen the food supply, whatever the source of the food may be. This bill won't 
create trade barriers. It just calls for free trade of safe food. It calls for international concern and 
consensus on guaranteeing standards for public health. 

This bill is important because it will save lives and makes for a safer world. Everyone should have 
security in knowing that the food they eat is fit to eat. I'd like to thank FDA for their advice and 
consultation in developing this legislation. I also want to thank the Consumer Federation of America 
for their insight and recommendations. 

I look forward to working on a bipartisan basis to enact this legislation. I pledge my commitment to 
fight for ways to make America's food supply safer. This bill is an important step in that direction. 

Mr. President, I ask unanimous consent that the statement of Ms. Carol Tucker Foreman, 
Distinguished Fellow and Director of the Food Policy Institute, be printed in the Record. 

There being no objection, the material was ordered to be printed in the Record, as fo llows: 

(Page : S6053) 

Statement of Carol Tucker Foreman, Distinguished Fellow and 
Director of the Food Policy Institute 

I am here today on behalf of the Consumer Federation of America and the National Consumers' 
League to endorse the Imported Food Safety Act of 1999. I thank Senators Mikulski, Kennedy and 
Durbin and Congresswoman Eshoo for introducing this very important legislation. 

It will improve the Food and Drug Administration's capacity to protect American consumers from 
food-borne illness caused by adulterated imported food. 

http://thomas.loc.gov/cgi-bin/query/C?r 106:./temp/~r I 06nf6Gpe 7 / 12/99 



Page 9 of 64 

Food-borne illness is a serious public health problem in the U.S. Food poisoning kills 9,000 
Americans each year and causes as many as 33 million illnesses. It costs us at least $5 billion each 
year in medical costs and time lost from work. The human toll is incalculable. 

Americans eat from a global plate. We want a wide variety of foods available on a year round basis. 
Health experts urge us to eat more fruits and vegetables. Imports make fresh fruits available to us 
even in the midd le of February. 

But no one wants imported foods served with a side helping of food poisoning. We want all our food, 
domestic and imported, to be safe. 

We have not had that assurance. In recent years there have been a number of incidents of food-borne 
illness arising from imported food products. Last year, the Senate Permanent Subcommittee on 
Investigations revealed serious problems with the Food and Drug Administration's capacity to protect 
Americans from unsafe food. 

The General Accounting Office reported that FDA can't protect us because the agency has no 
authority to require that foods coming into the United States be produced and packaged under 
circumstances that provide the same level of health protection required for domestic food producers 
and processors. 

Most American consumers, and frankly most food producers and processors as well, would be 
shocked to learn that imported food is not required to be produced in a manner that provides the same 
level of health protection as domestic products and that FDA has no authority to check, in advance, 
for adequate public health safeguards. FDA can act only after the fact--after adulterated food has been 
found or someone has gotten sick. 

The USDA inspects meat, poultry and egg products. GAO noted that USDA has the necessary power 
to protect consumers. The Department has the authority to require that meat and poultry produced 
abroad and imported into the U.S. be produced in a system that provides a level of health protection 
equivalent to that imposed on U.S. producers. That level of protection may include limits on bacteria 
that cause human illness. In addition, USDA has federally sworn inspectors who examine the fo reign 
systems and check food at the docks. 

The Food and Drug Administration has jurisdiction over all other food products, including the fresh 
fruits and vegetables that are so susceptible to contamination. FDA has no similar authority, no 
inspectors who visit foreign plants and virtually no inspectors to check food at the docks. Last year, 
FDA checked only two percent of the food imported into the U.S. In fact, FDA has establ ished only a 
limited number of performance standards for domestically produced foods. 

That point bears repeating. If you eat meat and poultry produced in another country and imported into 
the U.S., you can do so knowing they were produced under circumstances at least as clean and 
sanitary as meat, poultry and eggs produced in the U.S. If you consume fresh fruits and vegetables 
produced in another country, you have no such assurance, even though you will cook your meat, 
poultry and eggs but may well eat the fruits and vegetables raw, increasing the chance that you will 
consume disease causing bacteria. 

In a recent study, the Center for Science in the Public Interest surveyed 225 food-borne illness 
outbreaks that occurred between 1990 and 1998. Foods regulated by the FDA caused over twice as 
many outbreaks as foods regulated by the USDA. Fruits, vegetables and salads caused 48 outbreaks. 
Seafood, both finfish and shellfish , caused 32 outbreaks. 

USDA's more rigorous system of inspection has certainly not stopped foreign produced meat 

http://thomas.loc.gov/cgi-bin/query/C?r I 06: ./temp/~r I 06nf6Gpe 7/12/99 
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products from entering the country. We import hundreds of millions of pounds of meat each year 
from Australia, to Argentina and Denmark and a host of other countries. Neither foreign nor domestic 
producers have suffered any loss of trade. 

The Imported Food Safety Act sets up a system for the Secretary of Health and Human Services to 
use in establ ishing equivalency; gives FDA more authority to visit other countries; provides 
important enforcement authority and controls over imported foods; prohibits port shopping and 
increases penalties for importing contaminated foods and authorizes new funding for FDA to carry 
out these functions. 

Americans do care about food safety. The Food Marketing Institute, the nation's super market trade 
association, recently released its annual survey of trends among super market shoppers. Ninety 
percent of those surveyed said food safety was very important or somewhat important to them in 
making food selections. The Imported Food Safety Act will increase assurance an1ong consumers that 
the food supply is safe. 

The Imported Food Safety Act is an important part of a package of food safety legislation which 
Congress should address this year. Other parts of the package include legislation to promote the use 
of specific microbial standards for both domestic and foreign produce, introduced by Senator Harkin; 
require registration of importers, introduced by Senator Dorgan. Congress should act now before 
confidence is diminished. 

Mr. KENNEDY. Mr. President, it is a privilege to be a sponsor of this important bill , and I commend 
Senator Mikulski for her leadership on this legislation to close the critical gaps in our imported food 
safety laws. 

Citizens deserve to know that the food they eat is safe and wholesome, regardless of its source. The 
United States has one of the safest food suppl ies in the world. Yet every year, millions of Americans 
become sick, and thousands die, from eating contaminated food. Billions of dollars a year in medical 
costs and lost productivity are caused by food-borne illnesses. Often, the source of the problem is 
imported food. 

We've heard recently about the thousands of cases of illness from Cyclospora in raspberries from 
Guatemala. But this high profile case is by no means the only case. 

In 1997, school children in five states contracted Hepatitis A from frozen strawberries served in the 
school cafeterias. Fecal contamination is a potential source of Hepatitis A, and the strawberries the 
children ate came from a farm in Mexico where workers had little access to sanitary facilities. 

Earlier this year, cases of typhoid fever in Florida were linked to a frozen tropical fruit product from 
Guatemala. Again, poor sanitary conditions appear to be at the root of the problem. 

Gastrointestinal illness has been linked to soft cheeses from Europe. Bacterial food poisoning has 
been attributed to canned mushrooms from the Far East. 

The emergence of highly virulent strains of bacteria, and an increase in the number of organisms that 
are resistant to antibiotics, make microbial contamination of food a major public health challenge. 

Ensuring the safety of imported food is a huge task. Americans now enjoy a wide variety of foods 
from around the world and have access to fresh fruits and vegetables year round. In 1997, the Food 
Safety Inspection Service of the Department of Agriculture handled 118,000 entries of imported meat 
and poultry. The FDA handled far more-- 2.7 million entries of other imported food. Current FDA 
procedures and resources allowed for less than two percent of those 2.7 million imports to be 
physically inspected. Clearly, we need to do better. 

http://thomas.loc.gov/cgi-bin/query/C?r l 06: ./temp/~r l 06nf6Gpe 7/ 12/99 
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The authority of the FDA is not sufficient to prevent contaminated food imports from reaching our 
shores. The Agency has no legal authority to require that food imported into the United States is 
prepared, packed and stored under conditions that provide the same level of public health protection 
as similar food produced in the U.S. Under current procedures, the FDA takes random samples of 
imports as they arrive at the border. The imports often continue on their way to stores in all parts of 
the country while testing is being done, and it is often difficult to recall the food if a problem is 
found. Unscrupulous importers make the most of the loopholes in the law, including substituting 
cargo, falsify ing laboratory results, and attempting to bring a refused shipment in again, at a later date 
or at a different port. 

The legislation we are introducing today will give the Secretary of Health and Human Services the 
additional authority needed to assure that food imports are as safe as food grown and prepared in this 
country. 

1t will give the FDA greater authority to deal with outbreaks of food-borne illness and to bar further 
imports of dangerous foods until improvements at the source can guarantee the safety of future 
shipments. This authority covers foods that have repeatedly been associated with food-borne disease, 
have repeatedly been found to be adulterated, or have been linked to a catastrophic outbreak of food­
borne illness. 

It will close loopholes in the law and give the FDA better tools to deal with unscrupulous importers. 

It will authorize the Centers for Disease Control and Prevention to target resources toward enhanced 
surveillance and prevention activities to deal with food-borne illnesses, including new diagnostic 
tests, better training of health professionals, and increased public awareness about food safety. 

Too many citizens today are at unnecessary risk of food-borne illness. The measure we are proposing 
is designed to reduce that risk as much as possible, both immediately and for the long term. We know 
that there are powerful special interests that put profits ahead of safety, but Americans need and 
deserve laws that better protect their food supply. This is essential legislation, and I look forward to 
working with my colleagues to see that it is enacted as soon as possible. 

[ Page : S60 54 ] 

By Mr. KYL (for himself, Mr. Kerrey, Mr. Nickles, Mr. Breaux, Mr. Mack, Mr. Robb, and Mr. 
Gramm): 

S. 1128. A bill to an1end the Internal Revenue Code of 1986 to repeal the Federal estate and gift taxes 
and the tax on generation-skipping transfers, to provide for a carryover basis at death, and to establish 
a partial capital gains exclusion for inherited assets; to the Committee on Finance. 

ESTATE TAX ELIMINATION ACT OF 1999 

Mr. KYL. 

Mr. President, I rise today with my colleagues, Senators Bob Kerrcy, Don Nickles, John Breaux, 
sConnie Mack, Chuck Robb, and Phil Gramm to introduce a bill that attempts to forge bipartisan 
consensus with regard to the future of the federal estate tax. The legislation we are offering today is 
ti tled the Estate Tax Elimination Act of 1999. 

Mr. President, we know that many Americans are troubled by the estate tax's complexity and high 
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S 1126IS 

l 06th CONGRESS 

I st Session 

s. 1126 

To amend the Federal Food, Drug, and Cosmetic Act to improve the safety of imported food, and for 
other purposes. 

IN THE SENA TE OF THE UNITED ST A TES 

May 26, 1999 

Ms. MIKULSKI (for herself, Mr. KENNEDY, and Mr. DURBIN) introduced the following bill; 
which was read twice and referred to the Committee on Agriculture, Nutrition, and Forestry 

A BILL 

To amend the Federal Food, Drug, and Cosmetic Act to improve the safety of imported food, and for 
other purposes. 

Be ii enacted by the Senate and House of Representatives of the United States of America in 
Congress assembled, 

SECTION 1. SHORT TITLE. 

This Act may be cited as the 'Imported Food Safety Improvement Act of 1999'. 

TITLE 1--IMPROVEMENTS TO THE FOOD SAFETY IMPORT SYSTEM 

SEC. 101. EQUIVALENCE AUTHORITY TO PROTECT THE PUBLIC HEALTH 
FROM CONTAMINATED IMPORTED FOODS. 

(a) EQUIV ALEN CE DETERMINATIONS, AND MEASURES, SYSTEMS, AND 
CONDITIONS TO ACHIEVE PUBLIC HEALTH PROTECTION- Section 801 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 381) is amended--

( )) by redesignating subsections (d), (e), and (t) as subsections (t), (g), and (h), 
respectively ; and 

(2) by inserting after subsection (c) the followi ng: 

'(d)(l) Subject to paragraphs (2) and (3), any food offered for import into the United States 
shall be prepared (including produced), packed, and held under a system or conditions, or 
subject to measures, that meet the requirements of this Act or that have been determined by the 
Secretary to be equivalent to a system, conditions, or measures for such food in the United 
States and to ach ieve the level of public health protection for such food prepared, packed, and 
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held in the United States. Consistent with section 492 of the Trade Agreements Act of 1979 ( 19 
U.S.C. 2578a), the Secretary shall make, where appropriate, equivalence determinations 
described in that section relating to sanitary or phytosanitary measures (including systems and 
conditions) that apply to the preparation, packing, and holding of food offered for import into 
the United States. 

'(2) In carrying out this subsection, the Secretary shall conduct systematic evaluations of the 
systems, conditions, and measures in foreign countries that apply to the preparation, packing, 
and holding of food offered for import into the United States. 

'(3) The Secretary shall develop a plan for the implementation of the authority under th is 
subsection within 2 years after the date of enactment of the Imported Food Safety Improvement 
Act of 1999. In developing the plan, the Secretary shall provide an opportunity for, and take 
into consideration, public comment on a proposed plan.'. 

(b) GENERAL AUTHORITY- Section 801 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 381 ), as amended in subsection (a), is further an1ended by inserting after subsection (d) 
the fo llowing: 

'(e)(1)(A) The Secretary shall establish a system, for use by the Secretary of the Treasury, to 
deny the entry of any food offered for import into the United States if the Secretary of Health 
and Human Services makes and publishes--

, (i) a wri tten determination that the food--

, (I) has been associated with repeated and separate outbreaks of food borne disease 
or has been repeatedly determined by the Secretary to be adulterated within the 
meaning of section 402; 

' (II) presents a reasonable probability of causing significant adverse health 
consequences or death; and 

'(III) is likely, without systemic intervention or changes, to cause disease or be 
adulterated again; or 

' (ii) an emergency written determination that the food has been strongly associated with 
a single outbreak of foodborne disease that has caused serious adverse health 
consequences or death. 

'(B)(i) The Secretary shall make a determination described in subparagraph (A) with respect 
to--

'(!) a food from a specific producer, manufacturer, or shipper; or 

' (II) a food from a specific growing area or country; 

that meets the criteria described in subparagraph (A). 

'(ii) Only the food from the specific producer, manufacturer, shipper, growing area, or country 
for which the Secretary makes the determination shall be subject to denial of entry under thi s 
subsection. 

'(C) The denial of entry of any food under this paragraph shall be done in a manner consistent 
with bilateral, regional, and multilateral trade agreements and the rights and obligations of the 
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United States under the agreements. 

· (D)(i) Before making any written determination under subparagraph (A)(i), the Secretary shall 
consider written comments, on a proposed determination, made by any party affected by the 
proposed determination and any remedial actions taken to address the findings made in the 
proposed determination. In making the written determination, the Secretary may modify or 
rescind the proposed determination in accordance with such comments. 

'(ii)(I) The Secretary may immediately issue an emergency written determination under 
subparagraph (A)(ii) without first considering comments on a proposed determination. 

'(II) Within 30 days after the issuance of the emergency determination, the Secretary shall 
consider written comments on the determination that are made by a party described in clause (i) 
and received within the 30-day period. The Secretary may affirm, modify, or rescind the 

emergency determination in accordance with the comments. 

· (m ) The emergency determination shall be in effect-­

' ( aa) for the 30-day period; or 

'(bb) if the Secretary affirms or modifies the determination, until the Secretary rescinds 
the determination. 

'(2)(A) The food initially denied entry under paragraph (1) may be imported into the United 
States if the Secretary finds that--

. (i) the written determination made under paragraph ( I) no longer justifies the denial of 
entry of the food; or 

'(ii) evidence of remedia l action submitted from the producer, manufacturer, shipper, 
specific growing area, or country for which the Secretary made the written determination 
under paragraph (I) addresses the determination. 

'(B)(i) The Secretary shall take action on evidence submitted under subparagraph (A)(ii) within 
90 days after the date of the submission of the evidence . 

'(ii) The Secretary's action may include--

. (I) 1 i fling the denial of entry of the food; or 

· (JI) continuing to deny entry of the food while requesting additional informat ion or 
specific remedial action from the producer, manufacturer, shipper, specific growing area, 
or country. 

' (iii) If the Secretary does not take action on evidence submitted under subparagraph (A)(ii) 
within 90 days after the date of submission, effective on the 91 st day after the date of 
submission, the food initially denied entry under paragraph (I) may be imported into the 
United States. 

· (3) The Secretary shall by regulation establish criteria and procedures for the system described 
in paragraph (1). The Secretary may by regulation modify those criteria and procedures, as the 
Secretary determines appropriate.'. 
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(c) TECHNICAL AND CONFORMING AMENDMENTS-

(!) Section 351(h) of the Public Health Service Act (42 U.S.C. 262(h)) is amended by 
striking 'section 801(e)(l) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.381 
(e))' and inserting 'section 801(g)(l) of the Federal Food, Drug, and Cosmetic Act (2 1 
U.S.C. 381(g)(I))'. 

(2) Section 301 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 331) is 
amended--

(A) in paragraph (t), by striking 'section 801(d)(l)' and inserting 'section 801(f) 
(l)';and 

(8) in paragraph (w)--

(i) by striking 'sections 80l(d)(3)(A) and 80l(d)(3)(8)' and inserting 
'subparagraphs (A) and (8) of section 80 I (f)(3)'; 

(ii) except as provided in clause (i), by striking 'section 80l(d)(3)' each 
place it appears and inserting 'section 80l(f)(3)' ; and 

(iii) by striking 'section 801 (e)' and inserting 'section 80I(g)'. 

(3) Section 303(b)(l)(A) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 333(b) 
(l)(A)) is amended by striking 'section 801(d)(l)' and inserting 'section 801(f)(I )'. 

(4) Section 304(d)(l) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 334(d)(l)) 
is amended--

(A) by striking 'section 80l(e)( I)' and inserting 'section 801(g)(J)'; and 

(8) except as provided in subparagraph (A), by striking 'section 801(e)' each place 
it appears and inserting 'section 80l(g)'. 

(5) Section 801 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 381) is 
amended--

CA) in subsection (a), in the third sentence, by striking 'subsection (b) of this 
section' and inserting 'subsection (b) or subsection (e)(2)(A) (in the case of a food 
described in that subsection)'; 

(8) in paragraph (3)(A) of subsection (f), as redesignated in subsection (a), by 
striking 'section 801(e) or 802' and inserting 'subsection (g), section 802,'; and 

(C) in paragraph (1) of subsection (h), as redesignated in subsection (a), by striking 
'subsection (e)' and inserting 'subsection (g)'. 

(6) Section 802 of the Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 382) is 
amended--

(A) in subsection (a)(2)(C), by striking 'section 801(e)(2)' and inserting 'section 
801(g)(2)'; 
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(B) in subsection (f)(3), by striking 'section 801(e)(l)' and inserting ·section 801 
(g)( I)' ; and 

(C) in subsection (i), by striking · section 80 I ( e )(1 )' and inserting 'section 801 (g) 
(1 )'. 

SEC. 102. PROHIBITION AGAINST THE DISTRIBUTION OF CERTAIN FOOD. 

(a) ADULTERATED FOODS- Section 402 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 342) is amended by adding at the end the fo llowing: 

. (h )( I ) 1 f--

'(A) it is a food being imported or offered for import into the United States; 

'(B) the food has been designated by the Secretary for sampling, examination, or review 
for the purpose of determining whether the food is in compliance with this Act; 

' (C) the Secretary requires, under section 80l(a)(2)(B), that the food not be distributed 
until the Secretary authorizes the distribution of the food; and 

'(D) the food is distributed before the Secretary authorizes the distribution. 

'(2) In this paragraph, the term 'distributed', used with respect to food, means--

. (A) moved for the purpose of selling the food, offering the food for sale, or delivering 
the food for 

the purpose of selling the food or offering the food for sale; or 

' (B) delivered contrary to any bond requirement.'. 

(b) PROHIBITION- Section 80l(a) of the Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 
381(a)) is amended--

( I) in the third sentence, by redesignating paragraphs (I) through (3) as subparagraphs 
(A) through (C), respectively; 

(2) by stri king '(a) The' and inserting '(a)(l) The'; 

(3) in the last sentence, by striking ' Clause (2)' and inserting 'Subparagraph (B)'; 

(4) by moving the fourth sentence to the end ; 

(5) in the sentence so moved, by striking 'The Secretary' and inserting the following: 

' (2)(A) The Secretary'; and 

(6) by adding at the end the following: 

' (B) The Secretary of Health and Human Services may require that a food being imported or 
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offered for import into the United States not be distributed until the Secretary authorizes 
distribution of the food.'. 

SEC. 103. REQUIREMENT OF SECURE STORAGE OF CERTAIN IMPORTED 
FOOD. 

(a) ADULTERATED FOODS- Section 402 of the Federal Food, Drug, and Cosmetic Act, as 
amended in section I 02(a), is further amended by adding at the end the fo llowing: 

'(i) If--

' (l) it is a food being imported or offered for import into the United States; 

'(2) the Secretary requires, under section 80 I (a)(2)(C), that the food be held in a secure 
storage faci lity until the Secretary authorizes distribution of the food; and 

'(3) the food is not held in a secure storage facil ity as described in section 80 I (a)(2)(C) 
until the Secretary authorizes the distribution.'. 

(b) REQUIREMENT- Section 801(a)(2) of the Federal Food, Drug, and Cosmetic Act, as 
amended in section I 02(b ), is further amended by adding at the end the fo l lowing: 

'(C)(i) The Secretary of Health and Human Services may require that a food that is being 
imported or offered for import into the United States be held, at the expense of the owner or 
consignee of the food, in a secure storage facility until the Secretary authorizes distribution of 
the food, if the Secretary makes the determination that the food is--

, (I) being imported or offered for import into the United States by a person described in 
clause (ii); or 

'(II) owned by or consigned to a person described in clause (ii). 

'(ii) An importer, owner, or consignee referred to in subclause (I) or (11) of clause (i) is a 
person against whom the Secretary of the Treasury has assessed liquidated damages not less 
than twice under subsection (b) for failure to redeliver, at the request of the Secretary of the 
Treasury, food subject to a bond under subsection (b).'. 

SEC. 104. REQUIREMENT OF ADMINISTRATIVE DESTRUCTION OF 
CERTAIN IMPORTED FOOD. 

(a) ADULTERATED FOODS- Section 402 of the Federal Food, Drug, and Cosmetic Act, as 
amended in section I 03(a), is further amended by adding at the end the following: 

'U) Notwithstanding subsections (a)(2)(A) and (b) of section 801 , if--

, (I) it is a food being imported or offered for import into the United States; 

· (2) the food presents a reasonable probability of causing significant adverse health 
consequences or death; 

' (3) the Secretary, after the food has been refused admission under section 80 I (a), 
requires under section 80 I (a)(2)(D) that the food be destroyed; and 
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' (4) the owner or consignee of the food fails to comply with that destruction 
requirement.'. 

(b) REQUIREMENT- Section 80I(a)(2) of the Federal Food, Drug, and Cosmetic Act, as 
amended in section I 03(b), is further amended by adding at the end the following: 

'(D) The Secretary of Health and Human Services may require destruction, at the expense of 
the owner or consignee, of food imported or offered for import into the United States that 
presents a reasonable probability of causing significant adverse health consequences or death.'. 

SEC. 105. PROHIBITION AGAINST PORT SHOPPING. 

Section 402 of the Federal Food, Drug, and Cosmetic Act, as amended in section I 04(a), is 
further amended by adding at the end the following: 

· (k) If it is an article of food being imported or offered for import into the United States, and 
the article of food previously has been refused admission under section 80 I (a), unless the 
person reoffering the article affirmatively establishes, at the expense of the owner or consignee 
of the article, that the article complies with the applicable requirements of this Act, as 
determined by the Secretary.'. 

SEC. 106. PROHIBITION OF IMPORTS BY DEBARRED PERSONS. 

Section 402 of the Federal Food, Drug, and Cosmetic Act, as amended in section I 05, is further 
amended by adding at the end the following: 

· (I) If it is a food being imported or offered for import into the United States by a person 
debarred under section 306(b )( 4).'. 

SEC. 107. AUTHORITY TO MARK REFUSED ARTICLES. 

(a) MISBRANDED FOODS- Section 403 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 343) is amended by adding at the end the following: 

' (t) If--

' (l) it has been refused admission under section 80 I (a); 

'(2) the food has not been required to be destroyed under subparagraph (A) or (B) of 
section 80 I (a)(2); and 

'(3) the packaging of the food does not bear a label or labeling described in section 801 
(a)(2)(E).'. 

(b) REQUIREMENT- Section 801(a)(2) of the Federal Food, Drug, and Cosmetic Act, as 
amended in section l 04(b), is further amended by adding at the end the following: 

'(E) The Secretary of Health and Human Services may require the owner or consignee of food 
that has been refused admission under paragraph (I), and has not been required to be destroyed 
under subparagraph (A) or (B), to affix to the packaging of the food a label or labeling that--

'(i) clearly and conspicuously bears the following statement: 'United States: Refused 
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Entry.'; 

· (ii) is affixed to the packaging until the food is brought into compliance with this Act; 
and 

'(iii) has been provided at the expense of the owner or consignee of the food.'. 

SEC. 108. EXPORT OF REFUSED ARTICLES. 

Paragraph (2)(A) of section 80l(a) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
381 (a)), as designated in section 102(b), is amended by striking ' ninety days' and inserting ' 30 
days'. 

SEC. 109. COLLECTION AND ANALYSIS OF SAMPLES OF FOOD IMPORTS. 

Section 801 of the Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 381), as amended in 
section l O l (a), is further amended by adding at the end the following: 

'(i) The Secretary may issue regulations or guidance as necessary to govern the collection and 
analysis by entities other than the Food and Drug Administration of samples of food imported 
or offered for import into the United States to ensure the integrity of the samples collected and 
the validity of the analytical results.'. 

TITLE 11--ENFORCEMENT AND PENALTIES FOR IMPORTING CONT AMINA TED 
FOOD 

SEC. 201. ENHANCED BONDING REQUIREMENTS FOR PRIOR 
INVOLVEMENT IN IMPORTING ADULTERATED OR MISBRANDED FOOD. 

Section 801(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 381(b)) is amended-­

(1) by inserting '( l )' after '(b)'; and 

(2) by adding at the end the followi ng: 

'(2)(A) The Secretary of the Treasury, acting through the Commissioner of Customs, shall 
issue regulations that establish a rate for a bond requi red to be executed under paragraph (I) for 
an article of food if an owner, consignee, or importer of the food has committed a covered 
violation. 

'(B) The regulations shall require the owner or consignee to execute such a bond-­

, (i) at twice the usual rate; or 

'(i i) if the owner, consignee, or importer has committed more than l covered violation, at 
a rate that increases with the number of covered violations committed, as de termined in 
accordance with a sliding scale established in the regulations. 

'(C) In thi s paragraph: 

· (i) The term 'committed' means been convicted of, or found liable for, a violation by an 
appropriate court or administrative officer. 
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'(ii) The term 'covered violation' means a violation relating to--

. (I) importing or offering for import into the United States--

. (aa) an article of food during a period of debarment under section 306(b) 
(4); 

'(bb) an article of food that is adulterated within the meaning of paragraph 
(h), (i), (j), (k), or (I) of section 402; or 

' (cc) an article of food that is misbranded within the meaning of section 403 
(t); or 

'(II) making a false or misleading statement in conduct relating to the import or 
offering for import of a food into the United States. 

'(iii) The term ·usual rate', used with respect to a bond, means the rate that would be 
required under paragraph (1) for the bond by a person who has not committed a covered 
vio lation.'. 

SEC. 202. DEBARMENT OF REPEAT OFFENDERS AND SERIOUS 
OFFENDERS. 

(a) IN GENERAL- Section 306(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
335a(b)) is amended--

(!) in paragraph (1), in the paragraph heading, by striking 'IN GENERAL-' and 
inserting 'DEBARMENTFORVIOLATIONSRELATINGTODRUGS- '; 

(2) in paragraph (2), in the paragraph heading, by striking ' PERSONS SUBJECT TO 
PERMISSIVE DEBARMENT-' and inserting 'PERSONS SUBJECT TO PERMISSIVE 
DEBARMENT FOR VIOLATIONS RELATING TO DRUGS-'; 

(3) in paragraph (3), in the paragraph heading, by striking 'STAY OF CERTAIN 
ORDERS-' and inserting 'STAY OF CERTAfN ORDERS RELATING TO 
DEBARMENT FOR VIOLATIONS RELATING TO DRUGS- '; and 

(4) by adding at the end the following: 

'(4) DEBARMENT FOR VIOLATIONS RELATING TO FOOD IMPORTS-

'(A) IN GENERAL- The Secretary may debar a person from importing a food or 
offering a food for import into the United States, if--

'(i) the Secretary finds that the person has been convicted for conduct that is 
a felony under Federal law and relates to the importation or offering for 
importation of any food into the United States; or 

'(ii) the Secretary makes a written determination that the person has 
repeatedly or deliberately imported or offered for import into the United 
States a food adulterated within the meaning of paragraph (h), (i), U), or (k) 
of section 402, or misbranded within the meaning of section 403(t). 
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'(B) IMPACT- On debarring a person under subparagraph (A), the Secretary shall 

provide notice of the debarment to the Secretary of the Treasury, who shall deny entry of food offered 
for import by the person.'. 

(b) TECHNICAL AND CONFORMING AMENDMENTS-

( ! ) IN GENERAL- Section 306 of the Federal Food, Drug, and Cosmetic Act (2 1 U.S.C. 
335a) is amended--

(A) in subsection (c)--

(i) in paragraph (1)--

(l) in subparagraph (8), by striking' , and' at the end and inserting a 
comma; 

(II) by redesignating subparagraph (C) as subparagraph (D); and 

(III) by inserting after subparagraph (B) the following: 

'(C) shall , during the period of a debarment under subsection (b)( 4), prohibit the 
debarred person from importing a food or offering a food fo r import into the 
United States, and'; 

(ii) in paragraph (2)(A), by inserting after clause (i ii) the following: 

'(iv) The period of debarment of any person under subsection (b)(4) shall be 
not less than l year. '; and 

(iii) in paragraph (3 )--

(I) in subparagraph (C)--

(aa) by striking 'suspect drugs' and inserting 'suspect drugs or food'; and 

(bb) by striking 'fraudulently obtained' and inserting 'fraudulently obtained or on food wrongfully 
imported into the United States'; and 

(II) in subparagraph (E), by inserting ' in the case of a debarment 
relating to a drug,' after '(E)' ; 

(B) in subsection (d)--

(i) in paragraph (3)--

(1) in subparagraph (A)--

(aa) in clause (i), by striking 'or (b)(2)(A)' and inserting 'or paragraph (2)(A) or (4) of subsection (b)' ; 
and 
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(bb) in clause (ii)(II), by inserting 'in the case of a debarment relating to a drug,' after' (II)'; and 

(1 1) in subparagraph (B)--

(aa) in clause (i), by striking 'or clause (i), (ii), (iii) or (iv) of subsection (b )(2)(B)' and inserting ' , 
clause (i), (ii), (iii), or (iv) of subsection (b)(2)(B), or subsection (b)(4)'; and 

(bb) in clause (ii), by striking 'subsection (b)(2)(B)' and inserting 'paragraph (2)(8) or (4) of 
subsection (b)'; and 

(ii) in paragraph (4)--

(I) in subparagraph (A), by striking '(a)(2)' and inserting '(a)(2) or (b) 
( 4)'; 

(IJ) in subparagraph (B)--

(aa) in clause (ii), by striking 'involving the development or approval of any drug subject to section 
505' and inserti ng 'involving, as appropriate, the development or approval of any drug subject to 
section 505 or the importation of any food' ; and 

(bb) in clause (iv), by striking 'drug' each place it appears and inserting 'drug or food' ; and 

(III) in subparagraph (D), in the matter following clause (i i), by 
inserting ', in the case of a debarment relating to a drug,' before 
'protects'; and 

(C) in subsection (1)(2), in the second sentence, by striking '(b )(2)(B)' and 
inserting '(b)(2)(B), subsection (b)(4),'. 

(2) CIVIL PENALTIES- Paragraphs (6) and (7) of section 307(a) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 335b(a)) are amended by strik ing '306' and inserting 
'306 (except section 306(b)(4))'. 

SEC. 203. INCREASED ENFORCEMENT TO IMPROVE THE SAFETY OF 
IMPORTED FOOD. 

Subchapter A of chapter VII of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 371 et 
seq.) is amended by adding at the end the following: 

'SEC. 712. POSITIONS TO IMPROVE THE SAFETY OF IMPORTED FOOD. 

'There is authorized to be appropriated such sums as may be necessary for each of fiscal years 
2000 through 2002 to enable the Commissioner, in carrying out chapters IV and VIII, to 
decrease the health risks associated with imported food through the creation of additional 
employment positions for laboratory, inspection, and compliance personnel.'. 

TITLE III--IMPROVEMENTS TO PUBLIC HEALTH INFRASTRUCTURE AND 
AWARENESS 

SEC. 301. IMPROVEMENTS. 

http://thomas.loc.gov/cgi-bin/query/C?c I 06:./temp/-c l 06B8DVue 7/ 12/99 
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Title II of the Public Health Service Act (42 U.S.C. 202 et seq.) is amended by adding at the 
end the fo llowing: 

'PART C--PUBLIC HEALTH INFRASTRUCTURE AND 
AWARENESS 

'SEC. 251. DEFINITIONS. 

'In this part: 

'( I ) INSTITUTION OF HIGHER EDUCATION-The term ' institution of higher 
education' has the meaning given the term in section IO I (a) of the Higher Education Act 
of 1965 (20 U.S.C. I00l(a)). 

'(2) SECRETARY- The term 'Secretary' means the Secretary of Health and Human 
Services, 

acting through the Director of the Centers for Disease Control and Prevention. 

'SEC. 252. PUBLIC HEALTH SURVEILLANCE ENHANCEMENT. 

'(a) IN GENERAL- The Secretary may--

, (I) make grants to, enter into cooperative agreements with, and provide technical 
assistance to el igible agencies to enable the agencies to enhance their capacity to carry 
out activities relating to surveillance and prevention of foodborne pathogen-related 
disease, particularly pathogen-related disease associated with imported food, as 
described in subsection (b )(I); and 

'(2) carry out the activities described in subsection (b)(2). 

'(b) USE OF ASSISTANCE-

'(I ) AGENCIES- An eligible agency that receives assistance under subsection (a) shall 
use the assistance to enhance the capacity of the agency--

, (A) to identify , investigate, and contain threats of food borne pathogen-related 
disease, particularly pathogen-related disease associated with imported food; and 

'(B) to conduct additional surveillance and studies to address prevention and 
control of the disease. 

'(2) CENTERS FOR DISEASE CONTROL AND PREVENTION- The Secretary may 
use not more than 30 percent of the funds appropriated to carry out this section--

' (A) to assist an agency described in paragraph ( l ) in enhancing the capacity 
described in paragraph ( l) by providing standards, technologies, information, 
materials, and other resources; and 

'(B) to enhance national surveillance systems, including the ability of domestic 
and international agencies and entities to respond to food safety issues associated 

http ://thomas.loc.gov/cgi-bin/query/C?c I 06: ./temp/~c 106B8DVue 7/12/99 
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with imported food that are identified through such systems. 

'(c) ELIGIBLE AGENCIES- To be eligible to receive assistance under subsection (a)( I), an 
agency shall be a State or local health department. 

'(d) APPLICATION-To be eligible to receive assistance under subsection (a)(l), an agency 
shall submit an application to the Secretary at such time, in such manner, and containing such 
information as the Secretary may require. 

'(e) AUTHORJZATION OF APPROPRIATIONS- There are authorized to be appropriated to 
carry out this section such sums as may be necessary for fiscal years 2000 through 2002. 

'SEC. 253. PA TH OGEN DETECTION RESEARCH AND DEVELOPMENT. 

'(a) IN GENERAL- The Secretary may conduct applied research, directly or by grant or 
contract, to develop new or improved methods for detecting and subtyping emerging foodborne 
pathogens in human specimens, food, and relevant environmental samples. The Secretary may 
use funds appropriated to carry out this section to support applied research by State health 
departments or institutions of higher education. 

'(b) APPLICATION- To be eligible to receive a grant or enter into a contract under subsection 
(a), an entity shall submit an application to the Secretary at such time, in such manner, and 
containing such information as the Secretary may require. 

'(c) AUTHORIZATION OF APPROPRJATIONS- There are authorized to be appropriated to 
carry out this section such sums as may be necessary for fiscal years 2000 through 2002. 

'SEC. 254. TRAINING, EDUCATION, AND PUBLIC INFORMATION. 

'(a) IN GENERAL- The Secretary may--

'(!) make grants and enter into contracts with eligible entities, to support training 
activities and other collaborative activities with the entities to inform health 
professionals about foodborne disease, including strengthening traini ng networks serving 
State, local, and private entities; and 

· (2) increase and improve the activities carried out by the Centers for Disease Control 
and Prevention to provide information to the public on foodborne disease. 

'(b) ELIGIBLE ENTITIES- To be eligible to receive a grant or enter into a contract under 
subsection (a), an entity shall be a medical school, a nursing school , an entity carrying out 
clinical laboratory training programs, a school of public health, another institution of higher 
education, a professional organization, or an international organization. 

' (c) APPLICATION- To be eligible to receive a grant or enter into a contract under subsection 
(a), an entity shall submit an application to the Secretary at such time, in such marmer, and 
containing such information as the Secretary may require. 

' (d) CONSULTATION- In carrying out this section, the Secretary shall consult with Federal, 
State, and local agencies, international organizations, and other interested parties. 

'(e) AUTHORJZATION OF APPROPRIATIONS- There are authorized to be appropriated to 
carry out this section such sums as may be necessary for fiscal years 2000 through 2002. 

http://thomas. loc.gov/cgi-bin/query/C?c I 06: ./temp/~c I 0688OVue 7/ 12/99 
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'SEC. 255. INTERNATIONAL PUBLIC HEALTH TRAINING AND TECHNICAL 
ASSISTANCE. 

'(a) IN GENERAL- The Secretary shall, directly or by agreement, provide training and 
technical assistance to agencies and entities in foreign countries, to strengthen the foodborne 
disease surveillance and investigation capacities of the agencies and entities, including 
establishing or expanding activities or programs such as the Field Epidemiology and Training 
Program of the Centers for Disease Control and Prevention. 

'(b) APPLICATION- To be eligible to enter into an agreement under subsection (a), an entity 
shall submit an application to the Secretary at such time, in such manner, and containing such 
information as the Secretary may require. 

'(c) AUTHORIZATION OF APPROPRJA TIONS- There are authorized to be appropriated to 
carry out this section such sums as may be necessary for fiscal years 2000 through 2002. 

'SEC. 256. SUPPLIES AND SERVICES IN LIEU OF GRANT FUNDS. 

END 

'(a) IN GENERAL- On the request of a recipient of assistance under section 252, 253, 254, or 
255, the Secretary may, subject to subsection (b), provide supplies, equipment, and services for 
the purpose of aiding the recipient in carrying out the section involved and, fo r such purpose, 
may detail to the grant recipient any officer or employee of the Department of Health and 
Human Services. Such detail shall be without interruption or loss of civil service status or 
privilege. 

'(b) CORRESPONDING REDUCTION IN PAYMENTS- With respect to a request described 
in subsection (a), the Secretary shall reduce the amount of payments under the section involved 
by an amount equal to the cost of detailing the officer or employee and the fair market value of 
the supplies, equipment, or services provided by the Secretary. The Secretary shall , for the 
payment of expenses incurred in complying with such a request, expend the amounts 
withheld.'. 

http://thomas.loc.gov/cgi-bin/query/C?c I 06: ./temp/---c I 06B8DVue 7/12/99 
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AGENCY: Food Safety and Inspection Service, USDA; Research, Education, and Economics, USDA; 
Centers for Disease Control and Prevention, HHS; Food and Drug Administration, HHS; 
Environmental Protection Agency. 

ACTION: Notice of public meeting. 

SUMMARY: The President's Council on Food Safety was established in August 1998 under 
Executive Order 13 100 to strengthen and focus our efforts to coordinate food safety policy and 
resources. The Council was directed to develop a comprehensive national food safety strategic 
plan. The United States Department of Agriculture (USDA), the Department of Health and Human 
Services (HHS), and the Environmental Protection Agency (EPA) are announcing a public meeting 
to discuss development of the plan. The purpose of the strategic plan is to reduce the annual 
incidence of acute and chronic foodborne and waterborne illness by further enhancing the safety 
of the nation's food supply. USDA, the Food and Drug Administration (FDA), and EPA have 
established public dockets to receive comments about the President's Council on Food Safety 
strategic planning process and the p lan. 

DATES: The meeting will be held on July 15, 1999, from 8:30 a.m. to 5 p.m. Comments should 
be submitted by September 1, 1999. 

ADDRESSES: The meeting will be held at: The Washington Plaza Hotel, 10 Thomas Circle, 
Massachusetts Avenue and 14th Street, Washington, DC. 

FOR FURTHER INFORMATION CONTACT: To register for this meeting, call Ms. Sheila Johnson on 
(202) 501- 7305. Persons requiring a sign language interpreter or other special accommodations 
should notify Ms. Johnson by July 7, 1999. 

For further information about the meeting, call Mr. Robert Tynan, of USDA, on (202) 205-
7393 or e-mail: robert.tynan@usda.gov. 

SUPPLEMENTARY INFORMATION: 
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I. Background 

On January 25. 1997, the President issued a directive to the Secretaries of USDA and ll HS 
and the Administrator of EPA to work with consumers, producers, industry, States. Tribes, 
universities, and the public to ident ify ways to further improve the safety o r our food supply, 
and report back to him in 90 days. The Federal food safety agencies, working with their colleagues 
in the States. in the food industries. in academia, and wi th consumers. initially focused on the 
goa l of reducing illness caused by microbial contamination of food and water. This goa l was to 
be reached through systematic improvements in six key components of the rood safety system: 
Foodborne outbreak response coordination, surveillance, inspections. research. ri sk assessment. and 
education. The plan for meeting this goal was presented to the President in May 1997. in ··Food 
Safety from Farm to Table: A National Food Safety Initiative." 

In less than 2 years, the agencies have taken significant strides forward in building a 
strengthened national food safety system. Building blocks fo r the infrastructure are in place: 
Increased targeted surveillance through FoodNet and PuiseNet; coordination of Federal, State, and 
local responses to outbreaks by the Foodborne Outbreak Response Coordinating Group (FORCG): 
expanded re liance on preventive controls (such as the I lazard Analysis and Critica l Control Point 
(HACCP) based inspection systems for meat, poultry, and seafood, and Good Agri cu ltural and 
Good Manufacturing Practices guidance for produce); coordination of Federal food safety research; 
cooperation on risk assessment through the interagency Risk Assessment Consortium; leveraging 
inspection resources; and innovative public and private partnerships. These efforts provide a 
common ground for moving forward. 

In the May 1997 report, the food safety agencies made a commitment to prepare a 5-year 
comprehensive strategic plan, with the participation of all concerned parties. By Executive Order 
13 100, the President established the President's Counci l on Food Safety that will be responsible 
for development of a comprehensive strategic Federal food safety plan. A coordinated food safety 
strategic planning effort is needed to tackle some of the difficult public health, resource, and 
management questions facing Federal food safety agencies. Although microbial contamination wi ll 
remain an area of emphasis, the strategic plan will address the full range of issues (e.g., chemical 
contamination, pesticides, food additives, and physical hazards) and actions necessary to ensure 
the safety of the food and water Americans use and consume. The charge is to develop a strategic 
long-range plan that can be used to help set priorities, improve coordination and efficiency, identify 
gaps in the current system and how to fill those gaps, enhance and strengthen prevention and 
intervention strategies and identify measures to show progress. In developing the plan, the agencies 
will consider the conclusions and recommendations of the National Academy of Sciences Report 
on "Ensuring Safe Food from Production to Consumption" and the review of Federal food safety 
research and the research plan currently being developed by an interagency working group under 
the auspices of the National Science and Technology Council. 

The food safety agencies, as part of their work on the President's Council on Food Safety, 
have already taken the first steps to lay the groundwork for the development of the strategic plan 
by participating in interagency strategic planning sessions. The agencies also engaged consumers, 
producers, industry, food service providers, retailers, health professionals, State and local 
governments, Tribes, academia, and the public in the strategic planning process through a series 
of public meetings beginning in October 1998. The purpose of those meetings was to obtain the 
public' s view on a long-term vision for food safety in the U.S. and to identify a strategic planning 
process that involves interested parties, addresses the important food safety challenges, and makes 
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the best use o f agency resources. J\s a result of those public meetings, a vision statement is currently 
being revised. The revised vision statement will be ava ilable at the July meeting. 

The Council has also developed a series of five draft food safety goals that create the 
framework for the food safety strategic plan. Each draft goal is accompanied by broad objectives 
des igned to achieve that goal. The Council has chosen a twofold process using internal agency 
resources and external public comment involv ing all interested parties to review and refine the 
goals and objectives as well as to add more specific action items to the objectives. 

First, the Council has des ignated five government agency planning workgroups to ass ist in 
the development of a final strategic plan. Each Workgroup will be responsible fo r the fu rther 
development of one of the goals and its objectives within the plan. Under the guidance and direction 
of the Council , each Work group wi ll perform the following tasks fo r its ass igned goal statement 
and objectives: 

• Refine the goals and objectives provided by the Counci l. 

• Develop the next level o f action items for the plan. 

• Assist in the preparation and presentation of public and stakeholder meetings related to 
the planning process by: Developing appropriate discussion questions related to the goal ; 
participating in breakout sessions concerning the goal; and reviewing and incorporating appropriate 
public comments into the plan. 

Second, the Council wants to engage all interested stakeholders in the development of the 
actual plan as it did in the earlier dialogue surrounding the agencies' vision for the U.S. food 
safety system and the roles of all those involved. The Council is planning two public meetings 
during the summer and fall of 1999 to share the draft plan and obtain public input. In addition, 
the Council is considering engaging in a series of three to five stakeholder meetings to take place 
in conjunction with scientific or professional conferences scheduled over the next 6 to 9 months. 

The first public meeting is scheduled for July 15, 1999, at the Washington Plaza Hotel in 
Washington, DC. The purpose of the July 15th meeting is to obtain the public 's input on the 
draft goals and objectives, as well as to provide comments and suggestions on specific action 
items for inclusion in the plan. The meeting is intended to be a working meeting; therefore, the 
agenda wi ll follow almost exclusively a breakout session format. The breakout sessions wi ll be 
organized around the goals and objectives and include members of the agency planning workgroups 
to lead and facilitate discussions. The workgroups are currently developing several illustrative 
action items and questions concerning the goals and objectives to encourage and focus participant 
comments during the breakout sessions. The agenda will be designed to obtain the maximum input 
from the participants with a minimum of reporting during the meeting from the breakout groups. 
Summaries of all discussions will be available within 30 days from the end of the public meeting. 
The second fall public meeting will be announced in the Federal Register prior to the date of 
the meeting. This meeting wi ll obtain public input on a more refined draft of the strategic plan. 

The draft goals and objectives to be discussed at the meeting are as fo llows: 

Draft Inter-Agency Food Safety Strategic Plan--Goals and Objectives 
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Overarching Goal: To protect public health by significantly reducing the number of foodborne 
illnesses through science-based and coordinated regulation, inspection , enforcement, research, and 
education programs. 

Goal 1: Ensure the development and use of a comprehensive scienti fie and technologica l food 
safety knowledge base to support prevention, regulation, inspection, surveillance, and education 
programs. 

Objectives: 

• Develop a national food safety research and technology infrastructure. 

• Develop and improve data, methods, models, and measures to assess health effects, 
including a better understanding of the factors that affect sensitivity to food borne illness ( e.g., 
age and health status). 

• Develop new and improve existing data, methods, models, and measures to assess exposure. 
including improved analytica l and surveillance methods. 

• Develop better, integrated (uniform) national and international risk assessment capability 
and conduct risk assessments. 

• Develop and improve prevention/control methods and risk management practices through 
better integration of research. 

• Coordinate and evaluate research on the highest priority food safety issues and efficiently 
leverage Federal agencies ' research resources. 

• Develop adequate technological support, including advanced modeling technology, for risk 
assessment and risk management. 

Goal 2: Improve the effectiveness of surveillance, outbreak investigation, and response. 

Objectives: 

• Enhance and expand foodborne disease and hazard monitoring and surveillance systems. 

• Identify, investigate, and track the causes of foodbome infections to determine sources and 
exposed populations. 

• Provide better information to health professionals and physicians about the causes and 
effects of foodborne illness to more effectively detect and treat these illnesses. 

• Improve outbreak coordination and investigation amongst Federal, State, and local agencies 
for more efficient, effective responses to foodborne contamination and illness. 

• Strengthen and expand traceback, intervention, and recall capability; improve coordination 
on tracebacks and recalls. 

Goal 3: Identify and manage food safety risks through protective standards, inspection, and 
enforcement from farm to table. 

Objectives: 
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• Improve the safety of the nation ·s food supply to protect public health to the greatest extent 
possible through priority- and science-based standards, guidance, and other measures. including 
effective food safety management strategies by processors and providers. 

• Develop and implement preventive techniques and controls. 

• Ensure priority-based effective and efficient monitoring and inspection of the food supply. 

• Protect our food supply in accordance with U.S. statutes and where appropriate 
internationally recognized science-based standards. 

• Ensure contaminated water wi ll not contaminate food during its production, processing. or 
reconstitution. 

Goal 4: Ensure that all people who come into contact with food from farm to table are fully 
informed of the ri sks and measures to prevent or reduce foodborne illnesses. 

Objectives: 

• Foster basic understanding of food safety principles. 

• Enhance the public 's timely accessibility to accurate information that wi ll help them make 
informed decisions about their food and the risks. 

• Provide education and information to eliminate unsafe food handling practices at each poin t 
in the food chain (producers, processors, transporters, preparers, retai lers, and consumers) . 

• Improve communication and information to the public so that they are informed about 
foodborne illness incidences, but are not unduly alarmed. 

Goal 5: Create a national and to the extent poss ible an international seamless food safety system 
from farm to table. 

Objectives: 

• Ensure a complete set of Federal statutory authorities for an effective, prevention-based 
food safety system, including authorities for information collection and dissemination, rulemaking, 
inspection, enforcement, and expedited review of food safety technofogfes. 

• Develop and implement a seamless Federal food safety system that supports effective 
regulation and administration of food safety programs. 

• Coordinate and integrate Federal, State, and local actions to provide efficient, effective, 
and timely protection of the food supply and eliminate gaps by focusing and delivering resources 
where they are needed. 

• Optimize use of available food safety resources at all levels of government to carry out 
the monitoring, inspections, outbreak response, traceback, and training necessary for an appropriate 
level of public protection nationwide. 

• Enhance international understanding and acceptance of food safety standards that are in 
accordance with U.S. statutes and international trade agreements. 
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The workgroups are continuing to refine these goals, objectives. and action items in preparation 
for the July 15th meeting. Therefore, the material distributed at the meeting may differ slightly 
from the information provided in this Notice. 

II. Public Dockets and Submission of Comments 
The Agencies have established public dockets for the Pres ident 's Council on Food Safety 

Strategic Plan. Comments submitted to the dockets are to be identified with the appropriate docket 
number. For those comments directed to USDA, use Docket No. 98-045N, and for comments 
directed to fDJ\, use Docket No. 97N-0074. Commcntcrs arc encouraged to submit a disk with 
their written comments in WordPerfect 5.1/6.1 or ASCII file format. Submit written comments 
(in triplicate) to: 

USDA/FSIS 

USDA/FSIS Hearing Clerk, 300 I 2th Street, SW., Rm. I 02 Cotton Annex, Washington, DC 
20250-3700. 

FDA 

FDA/Dockets Management Branch (HFA-305), 5630 Fishers Lane, Rm. I 061 , Rockville. MD 
20852. 

Electronic Comments 

Comments may also be submitted electronically to: oppts.homepage@epa.gov. All comments 
and data in an electronic format must be identified by the docket number OPP-00550. Electronic 
comments must be submitted as an ASCII file avoid ing the use of special characters and any 
form of encryption. 

Meeting Summaries 

Summaries of the public meeting will be posted on the Internet at: www.foodsafety. gov. This 
website is a joint FDA, USDA, and EPA food safety homepage. It is linked to each agency for 
persons seeking additional food safety information. Summaries of the public meeting may also 
be requested in writing from the Dockets Management Branch (HFA-305), FDA, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852, approximately 15 business days after the meeting at a 
cost of 10 cents per page. The summaries of the public meeting will be avai lable for public 
examination at the above-mentioned office between the hours of 9 a.m. and 4 p.m., Monday through 
Friday, excluding legal holidays. 

The public docket in its entirety will be available on the Internet at: http://www.epa.gov/ 
opptsfrs/home/rules. htm#docket. 

List of Subjects 
Environmental protection, Food safety. 
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List of Subjects 
Environmental protection, Food safety. 

Dated: J,,. Y\( 14 t 114 
I 

Ca✓~~WL- ztJ~ 
Catherine E. Woteki , 
Undersecretaiy for Food Safety, United States Department of Agriculture. 

-Date~ /~/zff 

~ . .LM</~ 
James A. O'Hara, 
Deputy Assistant Secreta,y for Health, Department of Health and Human Services. 

Dated: '/t'tf '11 

~~rJ.W~L 
V Susan H. Wayland, 

Acting Assistant Administratorfor Prevention, Pesticides and Toxic Substances, 
Environmental Protection Agency. 
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Food Safety: Federal Efforts to Ensure the Safety of Imported Foods Are 
Inconsistent and Unreliable 

(Chapter Report, 04/30/98, GAO/RCED-98- 103). 

EXECUTIVE SUMMARY 
Concerned about the safety of imported foods, the Chairman of the Permanent 

Subcommittee on Investigations, Senate Committee on Governmental Affairs, asked GAO to 
review the efforts of federal programs to ensure the safety of food imports. 

PURPOSE: 
To discuss: 

1. the differences in the agencies' authorities and approaches for ensuring the safety of 
imported foods. 

2. the agencies' efforts to target their resources on foods posing risks and the weaknesses 
in the controls over imported foods. 

BACKGROUND: 

• The primary responsibility for ensuring the safety of imported foods is split between 
USDA's Food Safety and Inspection Service (FSIS) and FDA . 

• Jurisdiction: 
FSIS: Meat, poultry, and some egg products. 
FDA: All other foods. 

• FSIS and FDA work closely with Customs and CDC. 

Role: 
CUSTOMS: Refers imported foods to FSIS or FDA for review before releasing the 
shipment into U.S. commerce. 
CDC: Monitors the incidence of foodborne illness, works with state and local health 
departments to investigate outbreaks, and collaborates with FSJS, FDA, and others to 
conduct research. 

• FSIS and FDA require imported foods to meet the same standards as domestic foods, but 
their approaches to enforcing these requirements differ: 

► By law, FSIS places the principal responsibility of safety to the exporting 
countries by allowing imports only from countries with food safety systems 
deemed equivalent to the U.S. 

► FDA, lacks this legal authority and allows food imports from almost any country, 
taking on the burden of ensuring the safety of imported foods as they arrive at 
U.S. ports of entry. 

. , 
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RESULTS: 

1. LACK OF EQUIVALENCY AUTHORITY DIMINISHES FDA'S ABILITY TO 
PROTECT U.S. CONSUMERS . 

Relying on port-of-entry inspections to detect and prevent unsafe foods is ineffective: 

► It does not ensure that foods are produced under adequately controlled conditions. 
► FDA currently inspects less than 2 percent of all foreign shipments. 
► Inspection will not detect some organisms, such as Cyclospora, for which visual 

inspections and laboratory tests are inadequate. 

2. AGENCIES COULD MORE EFFECTIVELY TAR GET RESOURCES ON 
UNSAFE FOODS. 

Federal agencies cannot ensure that imported foods are safe for consumers because FSIS 
and FDA are not deploying their inspection resources to maximum advantage: 

► FSIS focuses on exporting firms with a history of non-health related violations 
(processing defects, incorrect shipping labels, etc ... ), yet using available data on 
exports with a history of health-related violations would allow inspectors to focus 
on imports posing the greater risks. 

► FDA does not make health risk data readily available to guide inspectors' 
selections and when making deciding on which shipments to inspect, they rely on 
importers' descriptions of shipments' contents, which are often incorrect. As a 
result, the agency's resources may not be focused on imported foods posing the 
greater safety risk. 

3. WEAKNESSES IN IMPORT CONTROLS ALLOW ENTRY OF UNSAFE 
PRODUCTS. 

The Food and Drug Administration's procedures for ensuring that unsafe imported foods 
do not reach U.S. consumers are vulnerable to abuse by unscrupulous importers: 

► Because FDA does not have the explicit authority to require importers to use 
certain laboratories, importers can choose the laboratories that select the samples 
and perform the tests to prove compliance . 

► FDA has often found discrepancies between their test results and those from 
private laboratories for the same shipment. 

► Customs and FDA inspectors have also found that importers substitute safe 
products for inspection, rather than the imported products FDA wanted to inspect. 
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RECOMMENDATIONS: 

(1) That the Congress require all foods eligible for import to the United States.,..not just 
meat and poultry, be produced under equivalent food safety systems. 

Agency Response: FDA agreed that it needs equivalency authority to control the safety 
of imported foods, but it did not agree that equivalence should be a requirement for the 
entry of imported foods. FDA believes that the authority should be discretionary, not 
mandatory, so that equivalency could be applied where it is most appropriate without 
disrupting trade . 

(2) The Secretary of Health and Human Services and the Secretary of 
Agriculture improve the effectiveness and efficiency of their import review systems and 
procedures by targeting inspection resources on foods posing greater health risks. 

The report recommends that the Secretary of Agriculture improve the Automated 
Import Information System's usefulness so that the system can identify patterns between 
laboratory test results and specific foods , foreign firms and exporting countries. 

The report recommends to the Secretary of HHS to direct the Commissioner, FDA, to: 

• Clarify the guidance inspectors should use when making decisions on which 
shipments to inspect and test. 

• Modify the Operational and Administrative System for Import Support 
(OASIS) System. 

• Ensure that the field offices are taking the appropriate corrective action, when 
warranted, against importers that repeatedly enter incorrect shipping 
information into the OASIS database. 

Agency Response: FSIS agreed with GAO's recommendation, and that it will be 
evaluating its port-of-entry inspection procedures and consider GAO's recommendations. 

FDA agreed with GAO's recommendation to link three databases (the Import Alert 
database, the Low-Acid Canned Food database, and the laboratory database) to the 
Operational and Administrative System for Import Support for use by inspectors when 
choosing shipments for inspections and tests. 
FDA also agreed generally with other specific recommendations regarding its import 
screening system. 

(3) No Recommendation for the third result . 
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TELECOMMUNICATIONS: TELEPHONE SLAMMING AND ITS 

HARMFUL EFFECTS 

Tcslimo,~y of'E(jay B. Bowron, Am·stam Comptroller Genernl, Omer of Special 
fnH'.ff igc1tions 

Slamming is the switching of a customer from one long-distance provider 
to another without the consumer's knowledge and consent. The Federal 
Communications Commission (FCC), the states, and the telecommunica­
tions industry are not sufficiently protecting consumers from telephone 
slamming. Because of lack of FCC diligence, an unscrupulous company can 
easily file a tariff or application with FCC to provide long-distance service 
and slam consumers with impunity. In addition to consumers, long­
distance carriers are victims of slamming because this fraud increases industry 
costs. (T-OSI-98- 11) 

AIM-9X ACQUISITION: MISSILE RISK REDUCTION 

UNDERWAY BUT SYSTEM P RODUCTION PLANS NEED TO BE 

R EEXAMINED 

The Navy and the Air Force are jointly developing the AIM-9X short-range 
air-to-air missile. In this report, GAO expresses concern that low-rate Initial 
production is planned to start before decisionmakers have enough verifiable 
information to make an informed production decision. GAO recommends 
revisions to the AIM-9X acquisition strategy to allow enough testing to 
demonstrate that the AIM-9X can meet its minimum performance require­
ments before production begins. (NSIAD-98-45) 

YEAR 2000 COMPUTING CRISIS: POTENTIAL FOR 

WIDESPREAD D ISRUPTION CALLS FOR STRONG LEADERSHIP AND 

p AITTNERSHIPS 

There is a high risk that critical services provided by the government and the 
private sector could be severely disrupted by the Year 2000 computing crisis. 
Financial transactions could be delayed, flights grounded, power lost, and 
national defense affected. The many Interdependencies that exist among 
governments and within key economic sectors could cause a single fa ilure to 
have adverse repercussions. While the government and the private sector 
work to mitigate these risks, much work remains to be done and time is 
running out. (AIMO-98-85) 
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Executive Summary 

Purpose 

Background 

c~ 

Each year, millions of Americans become ill after eating tainted foods, and 
thousands die. Ensuring the safety of domestically produced foods is a 
daunting task, but the challenge of ensuring the safety of the entire food 
supply is even more difficult as Americans consume more foods imported 
from other countries. The primary responsibility for ensuring the safety of 
imported foods is split between two federal agencies-the U.S. 
Department of Agriculture's Food Safety and Inspection Service (FSIS) and 
the Department of Health and Human Service's Food and Drug 
Administration (FDA). 

Concerned about the safety of imported foods, the Chairman of the 
Permanent Subcommittee on Investigations, Senate Committee on 
Governmental Affairs, asked GAO to review the efforts of federal programs 
to ensure the safety of food imports. Specifically, this report discusses 
(l') the differences in the agencies' authorities and approaches for 
ensuring the safety of imported foods and (2) the agencies' efforts to target 
their resources on foods posing risks. In addition, the report discusses 
weaknesses in the controls over imported foods. 

Foodbome illnesses in the United States are widespread and costly. The 
magnitude of the problem is uncertain, however, because these illnesses 
are underreported and health officials often cannot determine their 
source. As GAO reported in May 1996, 1 up to 81 million cases of foodbome 
illnesses and as many as 9,100 deaths from these illnesses occur each year. 
According to the U.S. Department of Agriculture's Economic Research 
Service, the costs for medical treatment and productivity losses associated 
with these illnesses and deaths range from $6.6 billion to $37.1 billion. 
Recent outbreaks of foodbome illness demonstrate that imported foods 
have introduced new risks or increased the incidence of familiar illnesses. 
The increased consumption of imported foods in the United States further 
heightens the risk of illness. 

FSIS has jurisdiction over meat, poultry, and some egg products, while FDA 

regulates all other foods. FSIS and FDA work closely with the Customs 
Service (Customs) and the Centers for Disease Control and Prevention 
(c Dc). Customs refers imported foods to FSIS or FDA for their review before 
releasing the shipment into U.S. commerce. CDC monitors the incidence of 
foodborne illness; works with state and local health departments to 
investigate outbreaks of illness; and collaborates with FSIS, FDA, and others 
to conduct research on foodbome diseases. 

'Food Safety: Information on Foodbome Illnesses (GAO/HCED-9G-06, May 8, 1996). 
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Federal agencies cannot ensure that the growing volume of imported 
foods is safe for consumers. Although the Food Safety and Inspection 
ervice and the Food and Drug Administration require imported foods to 

meet the same standards as domestic foods, their approaches to enforcing 
these requirements differ. By law, the Food Safety and Inspection Service 
places the principal burden for safety on the exporting countries by 
allowing imports only from those countries with food safety systems it 
deems to be equivalent to the U.S. system. The Food and Drug 
Administration, lacking such legal authority, allows food imports from 
almost any country and takes on the burden of ensuring the safety of 
imported foods as they arrive at U.S. ports of entry. Relying on 
port-of-entry inspections to detect and prevent unsafe foods is ineffective, 
given that (1) this approach does not ensure that foods are produced 
under adequately controlled conditions, (2) the Food and Drug 
Administration currently inspects less than 2 percent of all foreign 
shipments, and (3) inspection will not detect some organisms, such as 
Cyclospora, for which visual inspections and laboratory tests are 
inadequate. 

~

Food Safety and Inspection Service and the Food and Drug 
dministration are not deploying their inspection resources to maximum 

antage. The Food Safety and 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 as the 
incorrect or missing shipping labels, may bear little relationship to food 
safety. Using available data on health-related risks from shipments that do 
not meet U.S. standards could help the Food Safety and Inspection Service 
focus more closely on the imports posing the greater risks. The Food and 
Drug Administration's annual work plan does not set achievable targets 
for inspection activities; as a result, inspectors do not have clear guidance 
for conducting inspections. For example, in fiscal year 1997, the Food and 
Drug Administration conducted only half of its planned inspections of 
imported foods. Furthermore, the Food and Drug Administration does not 
make health risk data readily available to guide inspectors' selections. In 
addition, when making decisions on which shipments to inspect, the Food 
and Drug Administration relies on importers' descriptions of shipments' 
contents, which are often incorrect. As a result, the agency's resources 
may not be focused on imported foods posing the greater safety risk. 

r;e Food and Drug Administration's procedures for ensuring that unsafe 
~ported foods do not reach U.S. consumers are vulnerable to abuse by 
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unscrupulous importers. For example, when an exporting firm has a 
history of violations, the Food and Drug Administration detains shipments 
from that firm without sampling or analysis. Importers of these detained 
shipments have the right to present evidence, such as private laboratory 
tests, showing that the product complies with U.S. standards. However, 
because the Food and Drug Administration does not have the e licit 
au onty o req rs o use certain laboratories, importers can 
choose the laboratories that select the samples and perform the tests to 
_Qrove compliance. For other shipments, importers retain control of t?te 
goods while the Food and Drug Administration decides whether to inspect 
them or while tests are being conducted on them. In some cases, when the 
Food and Drug Administration decides to inspect shipments, the importers 
have already marketed the goods. In other cases, when the Food and Drug 
Administration finds contamination and calls for importers to return 
shipments to the Customs Service for destruction or reexport, importers 
ignore this requirement or substitute other goods for the original 
shipment. Such cases of noncompliance seldom result in a significant 
penalty. 

Principal Findings 

Lack of Equivalency @ Authority Diminishes 
FDA's Ability to Protect 
U.S. Consumers 

(')\) [FS1s has the statutory authority to require the exporters of meat and 
_- poultry products to have food safety systems equivalent to the system in 

the United Stat@In enforcing this requirement, FSIS has determined that 
37 countries have food safety systems equivalent to the United States' and 
are therefore eligible to export meat and poultry products to this country. 
(App. II lists the eligible countries.)~A's authority, on the other hand, 
requires imported foods to meet U.S. standards. FDA does not have the 
authority to require the exporting country to have an equivalent safety 

f'v\'). 

• 1,. system in plac~ l.!_l 1997, administration initiatives on food safety propo1,ed 
~(\~~'-"',,,;\ that FDA be given tnis "equivalency authority." 

\ '(',. ~ ,~"Jr. FSIS has used its equivalency authority to shift the primary responsibili~ - -
(M1eYt(\~.) ~\~ 
(p~ '~\~''\'> 

for food safety ta ibe expolting countries. In so doing, the agency can 
leverage its resources by reviewing exporting countries' compliance with 
U.S. requirements, rather than by depending on resource-intensive 
inspections at ports of entry. FDA, on the other hand,}e[es on selecting 
and testing import sample§ a't'ocfrts of entcy to ensure that faads are iafe. 
Such an approach, when used as the sole means of assessing the safety of 

q..~~ 
\~t'J'w i.\ 1 ~re J< 

~ 
. ~\.1' .• d._R,,~ 

~(11\11..(.;~-; •')\0Y~· ~~{fi\.~ 
\~Qo Q0 
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foods, has been widely discredited as an effective protective measure by 
the Food and Agriculture Organization of the United Nations, an FDA 
advisory committee, and GAO for a number of reasons. For examr,le, 
mdiVIdual products tested at ports of en ma not re resent the health 
ns s o e en e s pment. The ineffectiveness of FDA's approach is 
magnified by its inability to keep pace with a rising level of imports~ 
coverage of import shipments has fallen from an estimated 8 percent in 
fiscal year 1992 to an estimated 1.7 percent in fiscal year 1997. 

Agencies Could More Although both FSIS and FDA use computer systems to screen each import 
Effectively Target shipment and to help identify the import shipments requiring inspectors to 
Resources on Unsafe take action, ~agencies have not designed their systems to take the best 
Foods advantage of available data so that they can target those imported foods 

~. ~~ posing the greater health risks. FSIS relies primarily_on the violation hist-9.ry 
v-~ e. ~ C ~ __. • of previous shipments froQl the exporting firm to target entries for 

~~ _o ... ~ ~tors' action; this violation history may not always indicate the 
~Y-Jf,). shipments more likely to pose health threats. For example, many 

A.t,l; ti'b~ ~ ~~-... :r- violations, such as incorrect shipping labels, may not directly affect 
fS\S: -flclahctl we\\ consumers' safety. As a result, FSIS is using some inspection resources to 

t\l~V\\ review shipments that pose lower food safety risks. However, information 
-- \ is available on the relative health risks of specific types of imported foods, 

such as ground or deboned beef, that would enable FSIS to further improve 
its computer screening system. ~)<~:~~e,, 

~e>-~,~~~: &~ 
~-.IJ-(>Y•'"\~'(\ \~ 
~~t(\,jxl,..'< 

~1/ 
A 

~ 

C/ 

l!DA's syst~6FS"ete~g imports for examination relies primarily on 
inspector ' judgment, d FDA's guidance and information to aid 
inspectors ecisioR e often not useful. FDA's annual work plan, which 
identifies, among other things, the number of imported food inspections 
and tests each field office is expected to conduct, guides inspectors' 
judgment; but the work plan is unrealistic because it does not make 
allowances for the time needed to inv · encies and consumers' 
complaints. Because the number of activities set out in the work p an 1s 
generally not attainable, the work plan is not useful when making 
inspection and testing decisions, according to managers in field locations 
who reported the views of inspectors. In additionJDA's computer system 
for scr food s i nts is not rogrammed to help · 
inspectors effectively use laboratory test results, violation s , and 
other information to identify shipments posing the greater food saf etl 
risks. Finally, the information identifying the contents of imported food 
shipments is entered directly into FDA's computer system by importers, 
s ome of whom have an incenti'lf!~rnisrepresent their ~oods in the 
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interest of avoiding inspectors' attention. After an importer demonstrates 
competency with the system, FDA retrospectively verifies a sample of the 
importer-provided information. Although the agency frequently identifies 
errors, it has recently taken no corrective action other than counseling the 
filer. Thus, FDA has no assurance that importers are accurately describing 
their goods and that it is identifying shipments that should be scrutinized. 

FDA and Customs have historically had problems stopping importers from 
distributing unsafe foods under FDA's jurisdiction. Recent investigations by 
Customs confirm that these problems continue. Nevertheless, the 
procedures for controlling suspect shipments continue to permit 
importers to easily circumvent them. 

In particular, FDA does not maintain effective control over the products it 
automatically detains because of past violations. In lieu of requiring that 
these shipments be destroyed or reexported, FDA requires importers to 
establish that the contents are safe. As proof, FDA allows them to present 
evidence, such as private laboratory test results, to show that the 

~\n\,e.J!' srupments meet U.S. safety standards. However, because the agency does 
~IJ'.1" cl\k ,,- not have the explicit authority to require importers to use certain 

~ fov 'f..
1
~~ laboratories, importers are free to choose the laboratories that will 

#u~,'V"' perform the tests. While FDA expects these laboratories to follow the 
\('-0 "y'{, U Wl, agency's written sampling guidelines and reviews the test results 
y ~\\~ ~ submitted to the agency, it does not control the selection of the samples 
~, \ tested by the private laboratories or certify acceptable private laboratories 
~- to perform these tests. FDA has found numerous discrepancies between its 

rfl~~ test results and those from private laboratones for the same shipments. 
~ \our ..A ~w~ Customs officials and FDA inspectors told GAO that importers have been 

~ <;O ~ ~i.ro~:- known to substitute shipments that have been tested as safe for samples of 
c.vCJ>~..,..~\,.Wf)-.J9}"-· other shipments that are suspect. 
'\V \-0 &\\Q~' 

A~ 

Unlike FSIS, which controls the storage of imported foods after they are 
presented for inspection until their release into the U.S. market, Customs 
usually allows importers to retain possession of their shipments until FDA 
and Customs clear them for entry into U.S. commerce. According to FDA 
and Customs officials, imported food shipments under FDA's jurisdiction 
are often not made available for FDA's inspection as required or are IlQt 
p..r.oper_ll'. disposed 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 imported 
products FDA wanted to inspect. In other instances, when the tested 
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products failed laboratory tests, importers substituted other products for 
destruction, rather than the imported products FDA wanted to destroy. In 
each situation, FDA inspectors believe the original imported food was sold 
in the U.S. market and presumably consumed. A joint Customs-FDA 
operation to test controls over foods at one port found that evasion was 
common. 

The evasion of safety requirements is seldom punished effectively. While 
FDA and Customs rely on the bonds presented by the importer, which 
cover the value of the shipment, as the principal deterrent against 
noncompliance with laws, the collection of damages against violators is 
uneven and uncertain. For example, at one port, Customs collected about 
2 percent of the damages originally assessed in 24 cases in 1997. In a 
previous report, GAO found that even if the maximum damages had been 
collected, the importer would still have made a profit on the sale of the 
shipment.2 Thus, the bonds do not represent an effective deterrent. 

In order to strengthen FDA's ability to ensure the safety of imported foods, 
GAO s that the Co . . . . . to 

ent 

In the body of this report, GAO also makes several recommendations to the 
Secretary of Health and Human Services and the Secretary of Agriculture 
to improve the effectiveness and efficiency of their import review systems 
and procedures by targetin ins ection resources on foods posing greater 
health risks. -
GAO provided copies of a draft of this report to the Department of Health 
and Human Services' Food and Drug Administration, the U.S. Department 
of Agriculture's Food Safety and Inspection Service, and the Department 
of the Treasury's U.S. Customs Service for review and comment. Their 
comments and GAO's responses are in appendixes III, IV, and V, 
respectively. The Centers for Disease Control and Prevention provided 
technical comments in response to the draft report, and these have been 
incorporated as appropriate. 

2Pesticides: Adulterated Imported Foods Are Reaching U.S. Grocery Shelves (GAO/HCl·:D-92-20G, SepL 
24, 1992). 
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Executive Summary 

FDA generally agreed with the report and said it raises a number of issues 
that need to be addressed. FDA agreed with GAO that FDA needs additional 
le islative authori to con l f im orted foods, but the agency 
disa reed that an au to require equivalency """- be mandatory 
because such mandatory authority would 1srupt tra e if im lemented at 
one time. GAO disagrees a DA s o d have discretion over applying 

equiv-alency requirements and believes the agency could implement the 
requirements io. stages. GAO believes that equivalency should be mandatory 
for all imported foods and could be implemented in a manner that would 
not unnecessarily or unfairly disrupt trade. Mandatory authority to require 
equivalency would address weaknesses in FDA's inspection approach at 
ports of entry, enable FDA to leverage its staff resources by sharing the 
responsibility for food safety with the exporting countries, and compel FDA 
to take a proactive approach in preventing food safety problems instead of 
requiring equivalency after problems are identified. The Congress could 
provide reasonable time frames that would allow equivalency to be 
implemented over a number of years. 

FDA also ~nerally a~eed with the report's recommendation regarding its 
import screening system. FDA described planned actions to improve the 
efficiency of its automated import screening system and to take 
appropriate corrective actions in its electronic filer prograrn....:...FDA did not, 
agree with GAO's characterization of its system for communicating 
inspection priorities to its inspectors or the associated recommendation in 
GAo's draft report to improve this system. Specifically, FDA said that its 
annual work plan and compliance programs provide sufficient guidance to 
inspectors to help them make decisions about which shipments to inspect. 
GAO continues to believe that the priority-setting guidance provided to 
inspectors, even as it is described in FDA's comments, is confusing and 
inconsistent. As a result, inspectors may not be selecting shipments to 
inspect that pose the greater food safety risk to consumers. GAO has, 
however, modified its recommendation to better reflect the nature of the 
problem and to provide FDA with more flexibility to address it. 

FSIS concurred with the facts in the report and stated that it will consider 
GAO's recommendation in its evaluation of port-of-entry inspection 
procedures and automated systems. 

Customs also provided explanations of its actions to enforce requirements 
for controlling imported foods and raised concerns about the extent of the 
problem regarding the substitution of safe food products for actual 
products for inspection. 
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Chapter 1 

Introduction 

0\K(" 

\<A°"~ 
Foodbome illnesses constitute a major public health problem in the 
United States. In May 1996, we reported that up to 81 million cases of 
foodbome illnesses and as many as 9,100 deaths associ · those 

esses are estimated to occur eac year. "le foodborne illnesses are 
often temporary maladies that may not reqwre medical treatment, they 
can sometimes cause acute and chronic illnesses, such as kidney failure in 

-n'ff- infants and young children, stillbirths, and various types of arthritis. 
'J_"'· ~ cording to the U.S. Department of Agriculture's Economic Research 

\}_:>· ,:,/ \ Service, in 1996, the estimated annual cost of medical treatments and 
, :,f,:Y V productivity losses associated with these illnesses ranged from $6.5 billion 

'< r'tfnJ° to $37. 1 billion. T~ tt!al_nurnber of foodbome illnesses, however, is 
'\:> if _.. unknown because many people who become ill do not seel< treatment, and 

O\CI\\JJ_ v:;./' doctors may not associate lh e1flnesses tlteyclosee with a food source or, 
\. , if they do, report it to state or local health agencies.2 Even when a 

.:x._(j (?)'P r:t;'> foodbome illness is reported, health agencies may not be able to trace the 
~ ~ illness to a specific food or its origin. 

Xf> 

Imported Food's 
Growing Role in U.S. 
Food Supply 

A growing percentage of the U.S. food supply is imported. The sheer 
volume of these imports, along with the difficulty in ensuring that they are 
safe, adds to the risk of foodborne illnesses. 

As shown in table 1.1, the import share of some commonly consumed 
/ foods is increasing. For example, in 1995, one-third of all fresh fruits 

f\. q_ ½ consumed in the United States were imported. 

\, ~\. ~ ;x \} <--, " ~ 
\ \7/ lY ~ ~~~ .f:fJ~ 

'< t-'.'< ~rl ,{t', 
~t~v'y 

'Food Safety: lnfonnation on Foodbome illnesses (GAO/HCl::D-96-96, May 8, 1996). 

2Federal and state agencies began in 1996 to collect more comprehensive data on foodbome illness in 
the United States to overcome tl1e scarcity of data. TI1is effort will help identify tl1e frequency witl1 
which specific foods are associated with certain pathogens, but it does not address tJ1e difficulties of 
tracing an adulterated food back to its country of origin. 
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Table 1.1 : Import Share of Selected 
Foods Consumed In the United States, 
1980-95 

Multiple Agencies Are 
Responsible for 
Ensuring the Safety of 
Imported Foods 

Chapter l 
Introduction 

Import item 

Fish and 
shellfish 

Fresh fruits 

Fresh 
vegetables 

Tomatoes for 
processing 

Broccoli for 
processing_ 

Percentage of total U.S. consumption provided by 
imports 

1980 1985 1990 1995 

45.3 53.8 56.3 55.3 

24.2 28.0 30.7 33.3 

7.6 8.9 8.4 11.7 

1.4 7.0 5.7 3.5 

9.1 22.2 57.8 84.9 

Source: U.S. Department of Agriculture. Economic Research Service. 

Percent 
change, 
1980-95 

22.1 

37.6 

53.9 

150.0 

833.0 

Some imported foods pose a significant risk of foodborne illness. They can 
introduce pathogens previously uncommon in the United States, such as 
new strains of Salmonella and the Cyclospora parasite. Imported foods 
may also contain pathogens, such as hepatitis A, that cannot be easily 
detected until illness breaks out. (App. I provides information on selected 
recent outbreaks of food borne illness related to imported foods.) 

As the percentage of imported foods consumed in the United States 
increases, the importance of ensuring that these foods are safe increases 
as well. Ensuring food safety therefore cannot be achieved by focusing on 
domestic products exclusively. 

Two federal agencies have the primary responsibility for ensuring the 
safety of imported foods. The Food Safety and Ins ection Service (FSIS) in 
the U.S. Department of Agriculture USDA) is responsible for meat, poultry, 
and some egg products. The Food and tirug Administration (FDA) in the 
Department of Health and Human Services (HHS) is responsible ror all 
other foods. 

'f ~ M.ew-- lV\~fe.CtlC>I\ Aof- Under the Federal Meat Inspection Act, the Poultry Products Inspection 

1 
~rr ,~ .. ~r~ • Act as amended, FSIS works ti 

~ovJ.\vt-t f Yl d.. \k.(r ' ' 1 ensure that products moving in interstate and foreign commerc e-safe 
G~<j ()vu~ 11 , , and wholesome, and correctly labeled and packaged. In calendar year 

1997, FSIS used about 84 staff years, costing an estimated $3.2 million, to 
- review about 118,000 import shipments and to determine that exporting 

countries met U.S. food safety requirements. 
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~nod.~· Under the Federal Food, Drug, and Cosmetics Act, as amended, FDA works 
to ensure that domestic and imported food products are safe, wholesome, 

. roA and properly labeled.3 In fiscal year 1997, FDA spent approximately 463 
l V\. ~q-:::f ' staff years (inspectors, laboratory staff, and support staff), at a cost of 

~(,()\~kr 

~id' ~w ,l v.i\~01\ approximately $35. 1 million, to ensure the safety of about 2. 7 million 
~.~Af'( s .<1A'Vl~ ·mported food shipments. 

L,.,e,M)vr~\I' (I:. ""'1" 
'\ ,.., :1,"('\\\\\0 • , 

~t?-• \I 

. ~ 

0ts\"lMS l--

(»::-

<;\\flc.,~JC\.({ 2, 
b ,K<J ~cf.. 

~ 
Tu~rico~ 
~e,)O~ 

To assist these agencies, the U.S. Customs Service (Customs) in the 
Department of the Treasury and HHS' Centers for Disease Control and 
Prevention ( CDC) provide a number of services, including referring 
imported shipments for inspection and providing information on 
outbreaks of foodbome illnesses. Customs is the first federal agencyJo 
screen impacted prodncts, inclnding food import,S,~n they enter the 
United States. Enforcing laws for over 40 federal agencies, Customs has, 
among o1her duties, the responsibility for collecting revenues from 
importers and enforcing various customs and related laws. Customs 
cooperates with FDA and FSIS in carrying out their regulatory roles in food 
safety. 

CDC is the federal agency primarily responsible for 
inc1ctence of fooabome illness in the United States. CDC assists state and 
local health departments and other federal agencies in investigating 
outbreaks of foodbome illness, monitors information on foodbome 
illnesses, and conducts research related to these illnesses. 

Since 1992, we have frequently reported on the fragmented and 
-mconsistent organization of food safety responsibilities in the federal 
govemment.4 These reviews have shown tha~s and 
differences betweenthe agencies' approaches and enforcement ru.ithorities 
undercut overall efforts to ensure a safe food supply. To address this 
problem, we recommended the formation of a single food agency. In the 
fiscal year 1998 a ropriation act for USDA, the Congress provided $420:000 
for a study by the National Ac c1ences on the need to reorganize 
the federal food safety system. 

3FDA is also responsible for ensuring that certain other products are safe. TI,ese products Include 
dnigs, cosmetics, medical devices, and electronic products that emit radiation, such as television sets. 

!~ -- ' t-! ' --- n i - L n ___ ..J .. ____ - _ ,<! -·- r-_ -- • - -- ,., _ -- ..J _ ..J A._ ---ure Safe Food Supply 
ceded to Enhance 

'OO<l ::;arcty (liAU/l'- m; p;u.fH-71, Nov. 4, 19113); 1'"00<! ::;arety: A Unified, Hisk-Based Food Safety 
System Needed (GA0/1'-RCED-94-22:l, May 26, 1994); Food Safety: Changes Needed to Minimire 
Unsafe Chemicals in Food (GAO/RCED-94-10-2, Sept. 26, 1994); and Food Safety: Fundamental Changes 
Needed to Improve Food Safety (GA0/RCED-97-249R, Sept. 9, 1997). 
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Chapter 1 
Introduction 

FDA and FSIS are the two agencies responsible for ensuring that the 
imported shipments of food entering the United States are safe. Their 
systems for inspecting, testing, and approving the release of these food 
import shipments operate independently of each other. 

To ensure that FDA is notified of all imported food products under its 
jurisdiction, an importer must file both an import notice and certain 
shipping information and, for shipments valued over $1,250, a bond to 
cover the goods for release with Customs within 5 days of the shipment's 
arrival at a U.S. port of entry. The import documents or electronic entry 
data identify the type of food product, the importer, foreign manufacturer, 
and country of origin. The bond, which covers potential duties, taxes, and 
penalties, may allow the importer to retain control of the shipment until 
FDA decides to inspect samples, test, or release it. If an importer fails to 
make an import shipment available for FDA's inspection, fails to 
recondition,5 or fails to destroy or re-export the shipment, as directed by 
FDA, Customs may collect penalties against all or part of the bond value. 

FDA relies on several sources of information to determine whether an 
imported food shipment will be inspected or tested or can be released into 
U.S. commerce. Among these sources are the following: 

• FDA's annual work plan. The annual work plan establishes, among other 
activities, th_e number of inspections and tests that each EDA district office 
~ to conduct, w,hich are derived from guidance in specific food programs.6 

For example1 the work plan for fiscal year 1997 set inspection and testing 
activities for 10 im orted food programs, such as Im orted 
low-acid/acidified canned foo an Imported seafood, 7 in four major 
project areas related to food saf ety-Foodbome Biological Hazards; 
Pesticide and Chemical Contaminants: Molecular Biology and Naffital 
Toxins: and Food and Color Additiv,.es.8 

~Importers can recondition imported products that do not meet U.S. standards so that tJ1e products can 
enter tJ1e United States. Examples of reconditioning include changing labels and fumigating raw 
agricultural products. 
6FDA refers to tJ1ese programs as compliance programs. 
7Low-acid canned foods are products like green beans, mushrooms, and tuna fish. Acidified canned 
foods are low-acid foods to which acid is added, such as pickles and marinated artichokes. Canned 
products wiU1 low acidity arc more prone to bacterial growth and contamination. 

!J'J'echnical Assistance is FDA's fifU1 major project area related to food safety, but FDA did not identify 
inspection and testing activities for programs in U1is area in 1997. 
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• FDA's Import Alert Retrieval System database. This database contains a l.ist 
ofuodu~ that FDA automatically detains because.the exporter or the 
specific food products have shown a history of violations in previous 
shipments.9 FDA will not approve the release into U.S. commerce of these 
automatically detained shipments until the importer shows that the 
product is not in violation, usually by providing the results of a private 
laboratory analysis. !<~DA disseminates information on automatic detentions 
to district offices through import alerts, which identify problem 
commodities and/or exporters, foreign firms, the country of origin, the 
reasons for detention, and the food safety risk. ·.\~· 

0 • FDA's Low-Acid Canned Food database. This database contains 
information on foreign processors of low-acid.and acidified canned fo9ds 
registered with FDA. Foreign processors wishing to export these foods to 
the United St.ates must submit descriptions of their canning processes to 
FDA before it will issue a registration number for the firm and nermit the 

e ntry of the firm's srnpments into l J S commerce. The descriptions include 
the manufacturing methods used to prevent spoilage and contamination. 
FDA issues each foreign establishment a registration number to help track 
the firm's registration and processing records. 

, To assist FDA in reviewing all shipments, Customs' computer system uses 
CtA.~~W\.\ the information provided by the importer and FDA-developed screening 

r.,._M n ,1., J,(\J.jktl') rates to determine which shipments to automatically release into domestic 
\.,Vl''f""'.(:' { - commerce and which shipments to review further. FDA sets the screening 
\l)t,\p\ u.~ll'\t rates using several sources of information, such as the annual work plan, 

WW. CAA p ~ compliance programs, type of product, and past violations of products or 
<..ll.V\. ~ vcl~ shippers. Most · ents that are believed to pose minimal safety risks, 
~VJ 1 , d dried ast:a ro ucts, are requen y released 

J '¥ ecause they have low screening rates. FDA re eases these 
~IS)(S shipments a few minutes after e tmporter enters the information. Other 

shipments, such as some seafood and low-acid canned foods, are les.s 

t¥..~ 

-
(ft\S 

~~~ 
Si 

frequently or never released automatically, because they pose greater 
potefitial risks. 

Custpms forwards information on products that are not automatically 
released to FDA for further review, through FDA's automated screel)ing 
s- ste wn as the Operational and Administrative System for Import 
Support (OASIS). This sys m was p1 ot-tes e m an installed at all 

°FDA uses u,e fonnal tenn "detention without physical examination" to identify those shipments that 
are automatfoally detained. 
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Chapter I 
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FDA's district offices by October 1997.10 (Before OASIS was developed, FDA 
manually tracked shipments through entry documents submitted by 
importers to Customs.) Along with the electronic information provided by 
the importer, FDA officials use the information in OASIS and other sources 
as needed-such as the databases with information on products to be 
automatically detained and registration numbers for foreign firms- to 
determine which samples of imported food shipments should be held for 
further action, such as inspection and/or laboratory testing, and which can 
be released without further review. FDA releases most shipments not 
requiring further review within 3 hours after the importer enters the 
information. FDA does not visually check or inspect these released 
shipments. - - - ., 

DA annually inspects or conducts laboratory analyses on a small 
p_ircentage-currently less than 2 percent-of all types of imported food 
shipments. Inspections may occur at ports of entry and at warehouses or 
other business establishments. If FDA decides to test an imported food 
shipment, an FDA inspector collects a sample from the shipment and sends 
it to a FDA laboratory for analysis. (FDA maintains a record of all laboratory 
test results in its Laboratory Management System database.) For samples 
found to comply with U.S. standards, FDA notifies Customs and the 
importer that the shipment can be released. For samples found to violate 
these standards, FDA notifies Customs and the importer that the shipment 
has been refused entry into U.S. commerce. Importers generally have three 
options for handling shipments refused entry. If FDA concurs, importers 
can recondition the shipment. Otherwise, they must either destroy or 
re-export the shipment. Whatever option the importer chooses, Customs 
officials are required to supervise proper disposition of the refused 
shipment. 

FSIS' System for Allowing 
the Entry of Imported 

Before foreign firms can export meat and poultry to the United States, FSIS 
must have determined that the exporting country has a food safety system 
for these products that is eguivalent to the u S SySt¢m, Urdtl<e r oi<, l"SIS 
inspectors visually check every imported shipment of foods under their 
jurisdiction for correct documentation, transportation damage, and 
correct labeling at FSIS-approved import inspection stations. FSIS conducts 

Foods 

"~ 
more intensive inspections and tests on a portion of the imported 

l q_ r1- ,,,. shipments-about 20 percent in 1997- to verify the effectiveness of the 
(V\S~olo foreign food safety system. FSIS calls this process "reinspection" because 

~Meo--~ 
c._!J a,.,\ V\\Q~' •,-oFD_ A_b_eg-an- de-v-elo_p_il_,g_an- au_to_m_a_ted_ sys_ te_ m_as_ ea- rly_ as_J_98_7_. O- A-S-IS- s-uc-c-eeds--a1-, e-ar- li-er_v_e_rs-io_n _ 

4. V called t.he Import Support and Information System. 
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the product has already passed inspection by the exporting country's 
equivalent inspection system. 

Importers of FSIS-regulated products, like importers of FDA-regulated 
products, must file an import not.ice .;m<l a bond with Customs within 5 
days of the date that a shipment arrives at a port of entry to cover their 
goods for release. Unlike FDA, however, importers must hold shipments at 
FSIS-registered warehouses for FSIS' inspection until these shipments are 
released into the domestic market or refused entry. 11 

FSIS inspectors enter the information provided by importers-such as 
country of origin, foreign manufacturer, exporting country's health 
certification, and type of product-into a centralized computer system. 
This computer system, which was installed in 1979, is known as the 
Automated Import Information System (Alls). The system scans the 
information it contains to determine if the country, plant, and product are 
eligible for import into the United States and whether the shipment will be 
allowed entry with only a vis ual check or be subjected to more intensive 
inspections and tests. 

The Ans system uses computer-ass igned screening procedures and 
individual plants' performance histories to target shipments for more 
intensive inspection and testing. Under the system, one violation on the 
previous shipment of a particular product, such as boneless beef, triggers 
more intens ive inspection and testing for the same type of product from 
the same foreign firm until FSIS has found at least 10 successive shipments 
that are free of violations and meet U.S. standards. Violations that generate 
more intensive inspections include food products that contain chemical 
res idues or bone fragments, have misidentified products, or have 
microbial contamination. If the imported products do not meet U.S. 
requirements, they are stamped "U.S. Refused Entry" and must be 
"exPon:ed;::tfes~Rverted.ta..animal food. 12 FSIS uses information 
on refused shipments to plan inspections in foreign countries. 

Concer:ned over recent foodbome illnesses associated with imported 
foods, the Chairman, Permanent Subcommittee on Investigations, Senate 

11FDA officials stated that tl1ey lack the authority to require that shipments be held in a specific 
warehouse. 
12Because of agreements witll Canada, FSIS does not stamp refused entry on each load of refused 
imported meat and poultry shipments from Canada. Instead, FSIS notifies Canadian officials tJ1at tlle 
shipment was refused entry and is being returned. 
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Committee on Governmental Affairs, asked us to review federal programs' 
efforts to ensure the safety of imported foods. Specifically, this report 
discusses (1) the differences in the agencies' authorities and approaches 
or ensuring the safety of imported foods and (2) the agencies' efforts to 

target thetr resources. In addition, the report discusses weaknesses in 
controls over food imports. 

Our work focused on the two principal federal agencies with responsibility 
for ensuring the safety of imported foods- FDA and FSIS. We also 
conducted work at Customs and coc. We reviewed agency and public 
information on food borne illnesses and their relationship to imported 
foods. We also spoke with FDA, FSIS, and CDC officials about the link 
between foodbome illnesses with imported foods. We reviewed 
information from USDA to determine the current level of food imports into 
the United States, the share of imported foods in the U.S. diet, and the 
costs associated with foodbome illnesses. 

To examine the major authorities guiding the federal agencies responsible 
for imported food safety, we reviewed the federal laws and regulations 
gov~. We also reviewed FDA's and FSIS' documents 
describing their procedures for ensuring the safety of imported foods, and 
we met with agency officials to discuss their approach to inspecting 
imports. We also discussed with FDA officials proposals to change FDA's 
statutory authority and to expand the import inspection program. We 
reviewed various studies on the effectiveness of different inspection 
approaches for ensuring the safety of imported foods. We analyzed agency 
data on resources used, import entries reviewed, and inspection actions 
taken. 

To evaluate ~ approaches each agency uses to target imports for 
examination, we reviewed agencies' documents describing their import 
eview procedures and the use of automated systems to screen imports. 
e discussed these procedures and systems with FDA and FSIS offic1afs. We 

observed and analyzed the agencies' automated screening processes, 
physical inspections, and sample collections at FDA's and FS1s' field offices 
in California, Florida, New York, New Jersey, Texas, and Washington 
State. We visited three FDA laboratories to discuss and observe analysis 
procedures. We met with Customs officials in Laredo, Texas; Los Angeles 
and San Francisco, California; Miami, Florida; Port Elizabeth, New Jersey; 
and Seattle, Washington; to discuss and observe how FDA and FSIS work 
with Customs to handle the initial review of imported foods. 

Page 19 GAO/RCED-98-103 Safety of Imported Foods 



Chapter 1 
Introduction 

In the course of this review, we discussed and reviewed activities related 
to controls over imported foods in the field offices we visited. These 
activities included FDA's reliance on laboratory analysis provided by 
importers, and agencies' practices and procedures for (1) controlling 
imports before their release into domestic commerce, (2) ensuring that 
refused entries are properly disposed of, and (3) levying penalties against 
violators. 

We performed our work from June 1997 through April 1998 in accordance 
with generally accepted government auditing standards. 
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FSLS shares the burden of ensuring the safety of the imported foods it 
regulates with the exporting country, while FDA primarily relies on 
inspections at the U.S. ports of entry to detennine the safety of the 
imported foods under its jurisdiction. Before it will allow a country to 
export meat and poultry to the United States, FSIS is required to determine 
that the exporting country has a food safety inspection system for these 
products that is equivalent to the U.S. system. By ensuring that countries 
exporting meat and poultry to the United States have adopted practices 
that protect their products from contamination, FSIS can devote its 
energies to verifying the efficacy of these exporting countries' systems and 
thereby use its inspection resources more efficiently. FDA does not have 
the authority to impose such a requirement on foreign countries for fish, 
fruits, vegetables, and the other foods for which it is responsible. Lacking 
the authority to ensure that exporting countries are adopting safe 
practices, FDA has to rely on labor-intensive inspections of imported 
products at the port of entry as its primary line of defense against the entry 
of unsafe foods. Because FDA is currently able to inspect less than 
2 percent of the foods imported under its jurisdiction there is reason to 
question whether this approach adequately protects U.S. consumers. 
Providing FDA with authority similar to FSIS' would allow it to leverage its 
resources and provide greater assurance that the imported foods it is 
responsible for are safe. 

Federal laws on meat and poultry imports re uire ucts 
shiru>ed to the m e . es mee . . standards for safety and 
wholesomeness, and comply with U.S. labeling a.t:1.d packaging 
requirements. B"efore a country can export meat and poultry to the United 
States, 1t1i'Tust demonstrate that it has a food inspection system that is at 
least equivalent to the U.S. system. That is, the exporting country's 
inspection system must include, among other components, competent, 
qualified inspectors with the authority to enforce national food safety laws 
and regulations; administrative and technical support for these inspectors; 
and the implementation of inspection, sanitation, quality, microbiological, 
and residues standards equivalent to those applied to U.S. products. 

In implementing this requirement, FSIS requires exporting countries to 
apply for eligibility to export meat and poultry products to the United 
States, to supply health certificates attesting to the safety of the product 
with each exported item, and to submit exports for inspection at the U.S. 
border to verify the effectiveness of the foreign inspection system. FSIS 

staff visit foreign countries and firms annually to verify the effectiveness 
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of their systems. In 1997, for example, FSIS staff visited 30 of the 37 eligible 
exporting countries to verify that the countries had changed their systems 
to include new safety procedures required for all domestic and foreign 
firms. These new procedures, called Hazard Analysis and Critical Control 
Point (HACCP), build science-based food safecy controls into food 
production._~y~J~ms. Food-firms incorporate controls into processing 
steps, maintain records of compliance with controls, and are subject to 
audits of their records to verify the program's effectiveness. As of y<i?> 

)-'J; (P > ,<;~ 

s/ 
o~J . ~ <..~ \>-~ 

January 1, 1998, FSIS had determined that 37 countries have food 
inspection systems equivalent to the United States' and are eligible to 
export meat and/or poultry products to this country. 1 Products from 
countries not on the list of eligible countries are automatically refused 
entry. ~~~~ 

0~ 

~ 
FDA does not have similar authority to accept only foods from countries 
with equivalent safety inspection systems. The Federal Food, Drug, and 
Cosmetics Act, which covers most food ite~ other than meat and poultry, 
~rted products to comply with U.S. standards for purity, 
wholesomeness, safety, and hygiene. It does not, however, require the 
exporting countries to have inspection systems equivalent to the U.S. 
system. Accordingly, FDA must, with few exceptions, rely on inspections 
and tests of selected imported foods at the U.S. port of entry as the only 
defense against unsafe foods entering the United States. For a few 
products (infant formula and low-acid and acidified canned foods), FDA 

may request that foreign exporting firms grant FDA inspectors access to 
their plants, but these inspectors actually conduct few foreign plant 
inspections. In fiscal year 1996, FDA planned 90 such inspections but 
carried out only 9. FDA planned 37 such inspections in fiscal year 1997, 
carrying out 29. 

r \..,-'l-

{ ~ ~ vo.,'1!f Although_ ~DA cannot currently require countries_to demonstrate _that they 
'<'-~ have eqmvfilent inspection systems befbre granting them authonty to 

~ o., ~ export to the United States, it can negotiate voluntary agreements with 
~ ~;y-- individual countries to establish equivalent inspection systems. For 

vt3~1 example, in 1997, FDA began an intensified effort to develop equivalency 
1./" ..;.,-.r-- agreements, on a voluntary basis, with the major seafood exporting 
~ 0°" countries, in response to new regulations requiring all seafood producers 

selling to the U.S. market to use new HACCP procedures. However, FDA 

1Since Jan. I, 1998, FSIS has suspended Paraguay from exporting because FSIS found that the country 
had not implemented required pathogen reduction tests and had contaminated products in foreign 
plants. FSIS is considering action to withdraw several other countries from the list of eligible 
exporting countries because they do not comply with new regulations for testing for E. coli and 
implementing sanitary operating procedures. - -
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officials said the agency has not strongly pursued equivalency agreements 
on a broad scale because the effort would require considerable resources 
to review foreign countries' food safety systems. In addition, a single 
agreement with each country might not be adequate because many 
countries have multiple food safety programs for different food products 
or even for different stages of preparation for the same product for export. 
For example, one foreign agency may be responsible for the safety of fresh 
produce, while another agency may be responsible for processed produce. 

Nonetheless, FDA believes that equivalency authority provides significant 
benefits. In its 1997 draft Guidance on Equivalence Criteria for Food, 
developed to implement HACCP requirements for seafood processors, FDA 

stated, 

where equivalence has been determined to exist ... the work of the foreign regulatory 
authority should serve to help ensure the safety of imports for U.S. consumers. Since the 
foreign inspection system will have been found to be equivalent to roA's inspection system, 
roA will be able to rely on the results for the foreign inspection system .... As equivalence 
is achieved, and agreements are reached recognizing the achievement of equivalence, trade 
is likely to flow more freely because of the reduced need by importing countries to engage 
in resource-intensive san1pling and exan1ination of products being offered for entry from 
countries with equivalent systems. For the United States, equivalency agreements will also 
mean that FDA will be able to target the limited resources it has for imports towards 
products from countries that have not been detemlined to be equivalent. Thus, FDA will be 
able to use its resources more efficiently and effectively. 

/(' In October 1997 as part of the administration's food safety initiative, the 
(""_j:.__Y ~d FDA to seek new authority to require equivalency in 
\ ...,, food safety systems. In response, FDA developed proposed legislation for 

lf"l ,<'\ b new discretionary authority that w1 · · " · · · · · ·· · 
~\.. imports of some foods, unless the exporting (:Ouatcy d0H10RStrates that the 

ystem and cooditiacs io the ex:part.ing country achieve the 
same level of protection as food prepared and packed in the United States. 
Legislation was introduced in the House of Representatives in November 
1997 and in the U.S. Senate in March 1998, and is under consideration.2 

The legislation would allow FDA to determine that an imported food is 
adulterated, and thus cannot be imported, if the foreign system, 
conditions, or measures for preparing or packing the food product are not 
equivalent to the level of protection required for similar foods produced in 
the United States. 

2H.R. 3052, the "Safety of Imported Food Act of 1997," and S. 1707, the "Safety of Imported Food Act of 
I 998." No action had been taken as of Apr. I 0, 1998. 
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FSIS uses its equivalency authority to shift the primary responsibility for 
food safety to the exporting country. Rather than focusing on 
resource-intensive port-of-entry inspections, FSIS emphasizes review_s_m 
ea>orting countries' compliance with U.S. requi,rements.ln GGnkast,PDA 
g_lies an part-of-entcyj_nspections to ensure that imported foods are safe. 
This approach does little to verify the safety of all imported foods because 
it does not account for the conditions under which the products were 
processedand packed. The efficacy of port-of-entry inspections therefore 
d~~ting an adequate sample of imports, an objective FDA has 
not been able to meet, particularly as import volumes have increased. In 
addition, inspections of imported foods may be insufficient to determine 
whether contamination has occurred. For example, both visual 
inspections and laboratory tests are inadequate to detect Cyclospora, 
according to coc. 

By requiring exporting countries to assume responsibility for the safety of 
meat and poultry products sent to the United States, FSIS can extend the 
coverage and enhance the effectiveness of its inspection resources. In 
1997, FSIS had about 12 staff involved in reviewing the continuing eligibility 
of foreign countries to export their meat and poultry products to the 
United States, through document reviews and regular inspections in those 
countries. It also deployed about 75 inspectors to (1) ensure that each 
imported shipment had a health certificate from the exporting country, 
(2) visually check every shipment for transportation damage and accurate 
shipping labels, and (3) conduct intensive inspections and tests on a 
sample of products as a way of verifying the performance of the exporting 
country's system. This approach allows FSIS to transfer the primary food 
safety responsibility to the exporting country. FSIS considers the eligible 
foreign country's inspection system-not its own inspection at the port of 
entry-to be the primary control for ensuring that imported meat and 
poultry products meet U.S. standards. If a country fails to maintain an 
e uivalent safety system, FSIS can suspend the eligibility of that country to 
export FSIS-r the United States. 

FDA's reliance on inspecting imported foods at the U.S. port of entry 
provides weak assurance that the foods it allows to enter the United States 
gire safe. According to the United Nation's Food and Agriculture 
Organization, testing products at the port of entry involves a concentration 
of inspection resources on the imported product itself and is an attempt to 
compensate for a lack of knowledge about the processing, hygiene, and 
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sanitation practices of the producer. In addition, FDA's draft guidance on 
equivalency criteria states that, by itself, end-product inspection and 
testing at the port of entry cannot be relied upon to provide adequate 
protection because assurance that food will not present unacceptable 
risks requires effective processing controls that are periodically inspected 
and verified by a regulatory authority. 

Similarly, a 1991 report by the Advisory Committee on the Food and Drug 
Administration called :QOint-of-entzy inspections an anachronism.3 The -... 
process of ins ectin a final roduct to determine if it conforms to 
standards and of rejecting those th~t do not has been "totally credited," 
according to the committee, as a means of ensuring manufactillffigltUality 
or regulatory compliance for domestic products. 

Likewis in 1994 we reported that reliance on end-product testing was an 
ineffective, resource-intensive, an s tistically invalid approach to 
ensuring that imported foods are not contaminated with unsafe levels of 
chemicals.4 We recomm0nded that the Congress change the federal 
ggvernmeot's role in ensuring food safety by moving away from­
end-product testing to an approach preventing contamination from 
occurnng, such as the use of HACCP in production processes. In addition, 
we suggested the Congress consider requiring that all imported foods be 
produced under equivalent food safety systems. HACCP is now required for 
some products, such as seafood, and the Congress is considering 
legislation to provide FDA with equivalency authority. 

The capabilities of FDA's inspection approach to protect consumers from 
unsafe products has been further called into question by the agency's 
inability to keep pace with rising import levels. Between 1992 and 1997, 
the number of imported food entries more than doubled, from 1.1 million 
to 2. 7 million. As workloads increased, resources devoted to ins: 
imported foods declined by 22 percent, from 328 staff years for inspectors 
in 1992 to 257 staff years for inspectors in 1997; thus, the average number 
of annual food shipments each inspector was responsible for increased 
from about 3,350 to about 10,500. As a result of these and other factors, 
FDA's inspection coverage of imported food entries has fallen from an 
estimated 8 percent of food entries in fiscal year 1992 to 1.7 percent in /_ 
fiscal year 1997. Of the 2.7 million total food entries in 1997, 56 percent "-::::: 

3Final Report of the Advisory Committee on the Food and Drug Administration, Advisory Committee 
d d Drug Administration, U.S. Department of Health and Human Sc1"1ces, May 1991. 

4Food Safety: Changes Needed to Minimize Unsafe Chemicals in Food (GAO/RCED-~l-1-192, SepL 26, 
1994). 
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Chapter 2 
FDA's Lack of Author ity for Equivalent 
Inspect.ion Systems in Exporting Countries 
Diminishes Its Ability to Protect Consumers 
From Unsafe Foods 

were released after FDA's automated screening system reviewed the import 
information, 42.3 percent were released after an inspector reviewed 
electronic information or import documents, and the remaining 
1. 7 percent were held for inspection. Of the 1. 7 percent held for inspection 
(46,295 entries), FDA conducted laboratory analyses on 16,048 entries, or 
0.6 percent of the total number of food entries. (See table 2.1.) 

Disposition 

Released automatically by Customs/FDA 
electronic screening 

Released after FDA electronic or paperwork 
review 

FDA inspections conducted 

Total food entries reqll_l~lng FDA's review 

Source: FDA. 

Number of entries Percentage 

1,519.233 56.0 

1,145.355 42.3 

46.295 1. 7 

2,710,883 100.0 

In contrast to the growing demands placed on FDA's inspection resources, 
FS1s' import inspectors have a more manageable and stable inspection 
burden. The number of import entries per FSIS inspector rose from about 
1,236 in calendar year 1992 to about 1,645 in 1997. In addition to visually 
checking every shipment, FSIS performed more intensive inspections on 
about 20.2 percent of the 118,000 entries in 1997, somewhat less than its 
rate of 26.9 percent in 1992. FSIS also visited 30 countries and conducted 
336 foreign plant inspections in 1997 as part of its ongoing equivalency 
reviews. 

Given its lack of authority to require equivalency in foreign food safety 
systems, FDA relies primarily on port-of-entry inspections and tests to 
ensure the safety of imported foods. Because such port-of-entry inspection 
and testing has been · · · · or ens nltg 
s e , FDA cannot realjstically ensure that unsafe foods are kept out o__f 

-~- commerce. Even if FDA could inspect more shipments at the ports of 
entry than it currently does, such an approach would still lack assurance 
that imported foods are picked, processed, and packed under sanitary 
conditions. An equivalency requirement would allow FDA to shift the 
primary burden of ensuring safety to the exporting country while 
achieving better assurance that food production and processing is safe and 
sanitary. 
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Chapter 2 
FDA's Lack of Authority for Equivalent 
Inspection Systems In Exporting Countries 
Diminishes Its AbUlty to Protect Consumers 
From Unsafe Foods 

To strengthen FDA's ability to ensure the safety of imported foods, we 
recommend that the Congress require all food eligible for importation to 
the United States, not just meat and poultry, be produced under equivalent 
food safety systems. 

In commenting on a draft of this report, _FDA agreed that it needs 
~valenc authori to control the safety of imported foods, but it did not 
agree that equivalence should be a requirement or e entry o imported 
foods. FDA believes the authority should be discretionary, not mandatory, 
so that equivalency could be applied where it is most appropriate without 
disrupting trade. We believe that equivalency should be mandatory for all 
imported foods and could be implemented in a manner that would not 
unnecessarily or unfairly disrupt trade. Mandatory authority to require 
equivalency would address weaknesses in FDA's port-of-entry inspection 
approach, enable FDA to leverage its staff resources by sharing the 
responsibility for food safety with the exporting countries, and compel FDA 
to take a proactive approach in preventing food safety problems instead of 
requiring equivalency after problems are identified. The Congress could 
provide reasonable time frames that would allow equivalency to be 
implemented over a number of years. 

FDA and coc provided technical comments that we incorporated where 
appropriate. 
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FSIS and FDA are not deploying their inspection resources to maximum 
advantage. With respect to FSIS, it is misdirecting some of its resources by ---~_ng__its iMJ>~ctj_oM..Q__n the hasis...oLall.past.Y.iolatioAS-most of which 
are less concerned with food safety, such as missing shipping 
labels- rather than by focusing on violations directly related to food 
safety, such as contamination and decomposition. As a result, FSIS' 

resources are not being focused on imported foods posing the greater 
safety risk. 

With respect to FDA, its system for identifying shipments for inspection is 
'fi>A hampered by work plans that do not set clear priorities for inspectors in 

. ~ \.!!!aking selection decisions, a failure to make relevant health risk data 
~O n,,. ~-J>.,~ readily available to its inspectors to help them select shipments to ins~ct, 
o.e.OY ~- and a failure to ensure that importer-provided information on incoming 

. ~ti:>~../) ,,,,- shipments 1s ru;curate. NatlonW1de, FDA also cannot be assured that its 
~"'O' ~ 7imited resources are consistently targeting shipments posing the greater 

\ health risks. 

FSIS Does Not Use 
Laboratory Results to 
Focus Its Inspections 
on Shipments Posing 
Food Safety Risks 

FS1s' Automated Import Information System (Alls) targets shipment-§_for 
more intensive inspections and testing mainly on the basis of the violation 
history associated wtth the foreign firm producing the imported product. 

-This overall violation history may be misleading, however, because AllS 

treats all violations equally, except for transportation damage, in 
determining how much inspection attention will be provided to an 
importing firm's products. 1 As a result, violations not usually pos ing a 
direct health risk to consumers- such as a missing shipping label, 
incorrect weight, and misidentified product-could trigger a requirement 
for the agency to inspect every shipment from a foreign firm until the firm 

o'::J)'< '\ ~ reestablished a good track record. In 1996, about 86 percent of the refused 
~\o i\9 • ~ shipments, excluding those refused for transportation damage, were not 

\~ 
1
\l~'< directly related to healffi nsks.2 These violations triggered a series of 

'(~ ~ ~r inspections on subsequent shipments of the same product from the same 
\~~ exporting firm until at least 10 consecutive shipments were found to be in 

<:>'W ~<~~~ compliance. When limited resources are targeted in this fashion, fewer 
~w resources are available for products posmg the greater health risk. 

"~~ v-7 -" 
~e((\ ej 

\('(OVJ 1Violations resulting from transportation damage do not trigger an automatic requirement for further 
inspections because they are not attributed to the exporting firm. 

2Rcfusals with direct health risks include excessive residues; microbiological contamination; unsound 
condition, such as visual deterioration or odor; and defects caused by disease. 
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Their Resources on Imported Foods Posing 
Greater Risks 

FSIS stores the test results 3$0ciated with previous inspections of 
imported foods-data that would help identify shipments with the highest 
health risks-in Ans, its automated screening system. However, the system 
does not use this information to identify patterns of violations, such as 
firms or countries with repeated problems, that are directly related to food 
safety. FSIS could further improve its automated screening system if it 
developed information on patterns of violations, which would allow it to 
determine whether Salmonella contamination, for example, was a 
recurrent problem in a particular country or exported product and 
increase its inspection frequencies for such shipments. In addition, FSIS 

could work with the exporting country to determine the extent of the 
problem and to take actions to correct it. 

FDA's system for identifying shipments that should be targeted for 
inspection is undermined by problems in three key areas. First, FDA's r'-1 
annual work plan, which contains the number of inspections and tests UJ 
each FDA distri,ct is to conduct, is not realistic FDA inspectors attempt to 
use these numbers to guide their decisions on which products to ins~ct 
and test. Second, FDA's inspectors cannot readily obtain available health 
risk data that wcfuld help them choose the shipments likely to pose health 
nsks. Third, FDA does not act to ensure that importer-provided 
information, which its screening system relies on to identify a shipment's 
contents, is correct. As a result of these problems, FDA's inspectors at ports 
of entry, working under significant time pressures to move shipments 
quickly into domestic commerce, make subjective decisions that may not 
target the riskiest shipments. 

FDA's annual work plan sets the number of activities, such as the number 
of inspections and tests, each FDA district is to conduct for the 10 specific 
food programs that cover imports. these programs, such as seafood, 
imported low-acid canned food, or imported cheese, are consolidated 
un.9.er the four major project areas related to food saf ety-Foodborne 
Biological Hazards, Pesticides and Chemical Contaminants, MolecuJ.ar 
Biolo and Natural Toxins and Food Color and Additives. For example, 
for FDA's Seattle District, the fiscal year 199 wor p an c e for 165 
inspections and 583 laboratory tests of imported seafood products. For 
imported seafood products nationwide, the work plan called for 2,500 
inspections and 9,432 laboratory tests. 
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Chapter 3 
Agencies Have Not Elfectlvely Targeted 
Their Resources on Imported Foods Posing 
Greater Risks 

Each day, FDA inspectors must decide which shipments of food imports to 
inspect. The inspectors at the locations we visited ~ically attempt to 
s i ments on the basis of the work plan's targets. However, regional 
and district F~ officials to tnattne numbers for inspections and tests 
contained inthe work plan were not realistic because they did not take 
into account the time required to investigate emergencies and consumer 
complaints, which invariably occur. In 1997, for example, FDA spent 6,274 
hours investigating the outbreaks associated with Guatemalan 
raspberries-time not accounted for in the work plan. As a result, FDA 

inspectors are not able to complete the work plan and compliance 
program activities and therefore rely on their judgment when determining 
what to inspect and test. 

Meeting the annual work plan targets is a problem nationwide. Table 3.1 
shows the degree to which FDA inspectors fell short of completing the 
number of planned inspections and tests for fiscal years 1996 and 1997 in 
the four areas related to food safety. For example, in fiscal ~ 7, 
23,000 inspections and 19,432 labaratocy analyses were planned for 

rJ::8~0t:S~~~~~~:~~a;~: !°;::::::: ;:~::;~c~0:n¥:d 
tests conducted varied significantly among project areas. 
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Table 3.1: Planned and Completed FDA Import Inspection Activities, Fiscal Years 1996 and 1997 

Fiscal year 1996 Fiscal year 1997 

Percent Percent 
Inspection activities• Planned Completed completed Planned Completed completed 

Foodborne Biological Hazards Project 

Foreign plant 
inspections 90 9 7 37 29 67 
Import inspections 
conducted 26,250 11.983 46 23.000 11.587 50 
Import samples 
analyzed 19.432 13,710 71 19.432 12,874 66 
Pesticides and Chemicals Contaminants Project 

Import samples 
analyzed 8,794 6.228 71 8,294 5,675 68 
Molecular Biology and Natural Toxins Project 

Import samples 
analyzed 555 

Food and Color Additives Project 

Import samples 
analyzed 2,395 

FDA Inspectors Cannot 
Readily Access Relevant 
Health Risk Inf orrnation 

386 70 1,380 564 

1,816 76 2,353 1.816 
"A fiflh area relaled to food safety, Technical Assistance. did no1 have planned inspection or 
testing activities for fiscal year 1997. 

Source: FDA. 

41 

77 

Inspectors use their own judgment in making decisions on inspections and 
laboratory analyses. We found that this judgment is highly subjective. For 
example, one inspector told us he believed one country did not have 
sanitary facilities and therefore assumed that all food products imported 
from that country are contaminated with filth. During our visit, he 
routinely selected samples of food from that country for filth tests, 
although the laboratory staff told us filth tests were not a high priority and, 
in fact, they sometimes did not conduct the tests because they already had 
a backlog of tests to conduct. Therefore, to the extent that the laboratory 
analyses were not conducted, the inspector wasted time collecting the 
samples. 

FDA retains information in a number of databases on the health risks 
presented by certain foods from a particular exporting country and/or an 
exporting company. These data include the results of the laboratory tests 
that FDA conducts on imported foods and lists of foreign products to be 
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detained because they have a history of violations. In addition, FDA 
maintains lists of foreign plants that have registered with FDA their 
processes for producing low-acid canned foods and acidified canned 
foods. If these products have not been produced with a registered process, 
they are banned from entry. 

With respect to laboratory tests, FDA has not integrated its laboratory 
database with its OASIS system, the s stem used to sc · 
The ore, 1 pectors do n available th ts of oratory 
te iderin possibl orted products. FDA 
plans to integrate the laboratory database with OASIS in fisc y~ to 
make better use of staff resources in targeting defective and dangerous 
products. Furthermore, FDA inspectors do not have ready access to some 
useful data in OASIS when deciding which products to inspect. For 
example, inspectors can obtain information on prior violations by foreign 
plants or countries, but the process for doing so can be cumbersome and 
time-consuming. To obtain these data, inspectors have to close their OASIS 

database and open another database. We observed two inspectors going 
through this process-which took 3 to 10 minutes per shipment-at a time 
when one of these inspectors had to process as many as 200 shipments per 
day. Not all inspectors will change databases to look for this information. 
Instead, inspectors told us they often rely on their memory of the 
information in the database or notes. Similarly, to obtain information on 
foreign registrations, inspectors have to close OASIS and open the 
registration database. Again, some inspectors find the process 
time-consuming and accordingly often choose to rely on memory. Because 
inspectors have these difficulties in obtaining needed data on 
health-related risks and are under time pressures, they may make 

~ens to select samples on the basis of incomplete information. 

FDA has recognized the problems associated with difficulties in obtaining 
health risk data In a 1993 hearing on food imports, FDA's Director of the 
New York District Office stated that FDA tries to funnel its limited 
inspection resources towards the imports that pose the greater risk and 
have the greatest likelihood of being adulterated or misbranded.3 He added 
that including information, such as the data discussed above, in OASIS 

would be very useful in helping FDA inspectors make daily decisions on 
which import shipments to inspect and test. Two years later, in a 1995 FDA 
internal review, FDA's automated system was criticized for not providing 
inspectors with a means for accessing other FDA databases, such as the FDA 

3FOA's Regulation of Food Imports, Hearings before the Subcommittee on Oversight and 
Investigations, Committee on Energy and Commerce, House of Representatives, June 16, 1993 (Serial 
no. I 03-28). 

Page 32 GAO/RCED-98-103 Safety oflmported Foods 



FDA Does Not Ensure the 
Accuracy of 
Importer-Provided 
Shipping Information 

~ 

Chapter 3 
Agencies Have Not Effectively Targeted 
Their Resources on Imported Foods Posing 
Greater Risks 

Import Alert Retrieval System database. 4 The review said that such access 
~r&ve-tttSl:)ectors' efficiency-in identifying shipments that need to 

be detained. According to FDA officials, the agency received money to 
make these improvements in the screening system in fiscal year 1998 and 
will begin integrating the databases (Laboratory Management System, FDA 
Import Alert Retrieval System, and Low-Acid Canned Food database) with 
OASIS this year. 

To facilitate the entry of imported foods under FDA's jurisdiction, 
importers enter data electronically on incoming shipments into OASIS after 
demonstrating competency with the system. Electronic filers that do not 
routinely have to provide actual shipping documents to FDA are called 
paperless filers. FDA inspectors rely on this electronic information in 
making their selections for inspections and laboratory analyses. 

To ensure the accuracy of this information, FDA periodically requests the 
paperless filers to provide shipping documents on a sample of entries, and 
FDA then compares these documents against the electronically provided 
information for errors. Errors can include incorrectly identifying a product 
as exempt from FDA's regulation, entering the wrong FDA product code, or 
listing the wrong country of origin. Electronic filers exceeding the allowed 
10-percent error rate may be removed from paperless status. 

However, FDA records show that no corrective actions have been taken to 
remove even the most error-prone paperless filers from paperless status. 
According to a January 1998 FDA survey, 306, or 14.5 percent, of the 2,114 
paperless filers audited had errors rates of 10 percent or greater, but none 
of these filers were removed from paperless s tatus. For example, the 
paperless filer error rates for the New York District were 10 percent or 
more in 133 of the 251 audits conducted, but no electronic filers were 
removed from paperless status. Similarly, as of November 1997, none of 
the 16 electronic filers at the Miami field location with error rates of 
10 percent or greater were removed from paperless filer status. In fact, the 
filer with the highest error rate-20 percent-has remained in paperless 
status without any follow-up audits since April 1996. 

FDA officials at three locations we visited believed the error rates were 
high primarily because the product codes are complex for the importers to 
learn and use. In one case, for example, we found that an importer had 

4Review of the Import Support and Infonnation System SIS , FDA System Design Review Cormnittee, 
June I, I 5. 
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incorrectly entered the code for spaghetti, a form of pasta, instead of 
cappelletti, another form of pasta. 

The failure to take corrective actions to remove filers from paperless 
status, as found in the January 1998 FDA swvey, could affect decisions on 
selections for investigating food safety risks. Importers aware of FOA's 
inaction could evade FDA's inspections by incorrectly describing the 
contents of a shipment. For example, an FDA inspector at one port of entry 
said that, while most errors are accidental, he has encountered problems 
with importers who appeared to deliberately avoid FDA's inspections by 
using the wrong product code for swordfish, which is automatically held 
until the importer provides laboratory test results demonstrating that the 
product complies with U.S. standards. By entering a code for another type 
of fish, the importers hope that the on-screen review will not detect a 
discrepancy and the shipment will not be selected for inspection. 
Following an FDA inves tigation in 1993, an importer was prosecuted for 
deliberately misrepresenting imported fo.ods. The importer was found 
guilty on 138 counts, mostly of misrepresenting the source of seafood in an 
attempt to avoid FDA's automatic detention. 

FDA inspectors told us that when they encounter entry errors during 
evaluations, they inform the importer of the errors and offer help on 
entering the correct information. Even when these inspectors occasionally 
find incorrect entries that appear to be deliberate misrepresentations, they 
work with the importer to correct the entry problems and, in most cases, 
do not investigate the suspect filers further. They said that they view their 
role as teachers, not investigators. 

Given the small fraction of import entries that FDA and FSlS can inspect, the 
agencies need to make the best use of all the information available to help 
select the right shipments to review. Both agencies have information to 
identify relationships between foodS'orne pathogens and specific food 
products, which would be a good indicator of the food safety risks 
associated with import shipments, but neither agency has used the 

· information effectively or efficiently. As a result, FSlS is using its limited 
inspection resources to conduct inspections and tests tri er d by 

iolations that ma no e re a to safety. In addition, FDA's limited 
inspection resources may not be targeted to the riskiest s 1pmen r a 
number of reasons. Reliance by EDA lield offices on numerical iospectiQ!l 
targets that are not closely linked to the risk-based priorities identified in 
the compliance programs impedes inspectors' effectiveness in selecting 
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imported food shipments for inspections and tests, key information on 
firms and products is not easily accessible and thus may be overlooked, 
and a shipment's contents may be misrepresented. 

To help FSIS better identify the risks associated with specific foods and 
thereby further improve the Automated Import Information Syste~s 
usefulness in selecting high-risk products to inspect, we recommend that 
the Secretary of Agriculture direct the Administrator, FSIS, to modify the 
Automated Import Information System so that the system can identify 
patterns between laboratory test results and specific foods, foreign firms, 
and exporting countries. 

To provide more accurate and accessible information to FDA and thus 
minimize inconsistencies in inspectors' subjective decisions, we 
recommend that the Secretary of Health and Human Services direct the 
Commissioner, FDA, to 

• clarify and emphasize the guidance inspectors should use when making 
decisions on which shipments to inspect and test; 

• modify the Operational and Administrative System for Import Support 
system so that (1) it automatic3.lly reviews the 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 the Laboratory Management System database, in 
choosing shipments for inspections and tests; and 

• ensure that the field offices are taking appropriate corrective action, when 
warranted, against importers that repeatedly enter incorrect shipping 
information into the Operational and Administrative System for Import 
Support database. 

In commenting on a draft of this report, 
1
FS~S ~ed with our 

~mmendation. The agency stated tha 1 will be evaluating its 
po7.-uf-enfryinspection procedures and its automated systems, and will 
consider our recommendation during this evaluation. 

FDA agreed with our recommendation to link three databases- the Import 
Alert database, the Low-Acid Canned Food database, and the laboratory 
database-- to its automated import screening system, the Operational and 
Administrative System for Import Support (OASIS), for use by inspectors 
when choosing shipments for inspections and tests. FDA stated that the 
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automatic review of the Import Alert database and the Low-Acid Canned 
Food database is under development. The agency stated further that it is 
developing software that will allow inspectors to review previous 
laboratory test results through OASIS. FDA expects all these improvements 
will be completed and operating by the end of fiscal year 1998. FDA also 
agreed with our recommendation to ensure that district offices are taking 
appropriate corrective action against importers that repeatedly enter 
incorrect shipping information in OASIS. 

FDA also generally agreed with the report's recommendation regarding its 
ort screening system. FDA described planned actions to improve the 

efficiency of its automated import screening system and to take 
appropriate corrective actions in its electronic filer program. FDA did not 
agree with our characterization of its system for communicating 
inspection priorities to its inspectors or the associated recommendation in 
our draft report to improve this system. Specifically, FDA said that its 
annual work plan and compliance programs provide sufficient guidance to 
inspectors to help them make decisions about which shipments to inspect. 
We continue to believe that the priority-setting guidance provided to 
inspectors, even as it is described in FDA's comments, is confusing and 
inconsistent. As a result, inspectors may not be selecting shipments to 
inspect that pose the greater food safety risk to consumers. We have, 
however, modified our recommendation to better reflect the nature of the 
problem and to give FDA more flexibility to address it. 

We also incorporated technical comments from FSIS and FDA where 
appropriate. 
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In addition to the problems associated with its automated system for 
selecting food shipments for inspection, FDA has several weaknesses in its 
controls over imported products that have enabled some importers or 
their representatives to sell unsafe foods in the United States. First, FDA's 
system for automatically detaining suspicious products pending testing to 
confirm their safety may be easily subverted because FDA does not 
maintain control over the testing process. By allowing importers to choose 
their own laboratories to select samples and perform tests, FDA opens itself 
to the possibility of approving the entry of unsafe products on the basis of 
falsified test results. Second, FDA does not maintain control over products 
before releasing them into U.S. commerce. As a result, some importers 
have sent products to grocery stores before FDA has approved their 
release, and others have not returned and properly disposed of products 
that FDA has conditionally released but called back after testing showed 
them to be contaminated. In this connection, importers that violate FDA's 
and Customs' controls are frequently not penalized to deter such actions. 

FDA's system for controlling the importation of unsafe foods has a history 
of circumvention by certain unscrupulous importers. For example, we 
reported in 1992 that about 10 importers had repeatedly distributed 
pesticide-adulterated shipments in disregard of FDA orders; in total, these 
importers distributed 73 shipments known to have been adulterated.1 In 
all, about a third of the adulterated shipments that were identified reached 
the market. 

A 1997 investigation by Customs confirmed that importers continue to 
evade import controls. Recognizing problems in controlling imported 
shipments, Customs launched a special operation at the port of San 
Francisco in 1997, known as Operation Bad Apple. Customs officials told 
us that of the shipments FDA ordered returned to Customs for destruction 
or reexport, 40 percent were never redelivered, and for half of those that 
were redelivered, other products had been substituted for the original 
contaminated products. Thus, 70 percent of the shipments ordered 
returned because they were unsafe presumably entered into commerce, 
contrary to FDA's orders. FDA and Customs officials developed a joint task 
force in November 1997, called CLEAN (Closing Loopholes to Ensure 
Acceptable Nutrition), to address the problems identified in Operation Bad 
Apple. 

1 Pesticides: Adulterated Imported Foods Are Reaching U.S. Grocery Shelves (GAO/HCED-92-205, Sept. 
24, 1992). 
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FDA's automatic detention system is subject to evasion by unscrupulous 
importers. FDA automatically detains imported foods that, on the basis of 
prior violations, have a high potential for being contaminated. In these 
cases, rather than destroying or exporting the products, importers have 
the option of presenting the results of a private laboratory test to show 
that the detained products meet U.S. standards. However, FDA generally 
does not control the selection of the samples tested and cannot restrict the 
choice of the laboratories used to conduct the tests. According to FDA, the 
agency lacks explicit authority to require the use of specific laboratories 
importers can use. As such, importers can choose the laboratory, which 
selects the sample and conducts the analysis. While FDA expects these 
laboratories to comply with the agency's written guidance for collecting 
samples and performing tests, the agency generally does not control the 
selection of samples or witness laboratory analyses. This approach 
exposes FDA to the possibility that it will accept falsified test results or 
results from tests using improperly selected samples as a basis for 
releasing products into domestic commerce. 

In fiscal year 1997, FDA detained 7,874 import shipments automatically. 
While FDA does not keep specific records, FDA officials said most 
shipments detained automatically are released after importers present 
their private laboratory results. 

Customs and FDA officials are concerned about monitoring the accuracy of 
private laboratories chosen by importers in selecting and analyzing 
samples of imported foods that are on automatic detention status. Some 
Customs inspectors voiced concerns that some unscrupulous importers, to 
ensure their products meet U.S. requirements, share shipments that have 
already been tested and proven to be in compliance for sampling 
purposes-a concept ref erred to as "banking." FDA inspectors were also 
concerned about the uncontrolled sampling and testing of imported foods 
under FDA's jurisdiction. To verify the accuracy of tests performed by 
private laboratories, FDA laboratories occasionally select samples from the 
same shipments and perform identical tests. Officials at two field locations 
we visited told us that the FDA laboratories, in performing these tests, 
discovered violations that the private laboratory tests did not identify. 

FDA is further increasing its reliance on the use of private laboratories for 
analyzing imported foods normally tested by FDA laboratories. Specifically, 
according to FDA's Procedures Manual, the increased scrutiny of import 
commodities and limitations on FDA resources are likely; therefore, FDA 
will expedite its enforcement efforts by using scientifically sound data 
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provided by private laboratories to determine if products should be 
allowed entry. In this regard, FDA is testing a new process to allow seafood 
importers the option of having a private laboratory select and analyze 
seafood samples for FDA's routine review of imported seafood. Under a 
pilot program at the Los Angeles District Office, if FDA selects the shipment 
for laboratory analysis, it will identify the product lots and sample sizes, 
and specify the type of analysis to be conducted, and the importer will 
choose the laboratory that will collect the samples and conduct the 
analysis. 

While FDA is generally increasing its reliance on the test results of samples 
selected and analyzed by private laboratories, it has recognized that the 
practice of allowing importers to select their own product samples for 
testing is questionable. In this regard, importers of Guatemalan snow peas 
must now use third-party companies to select the laboratory samples 
because FDA test results have differed historically from the results of the 
importers' selected laboratory. In response to an internal report on the use 
of private laboratories, FDA approved new guidelines in March 1998 on the 
review of test results prepared by private laboratories. According to the 
guidelines, sample selection and laboratory analysis should be conducted 
by an independent party.2 

Imported foods under FDA's jurisdiction, including foods that are of 
concern or are proven to be adulterated, are sold in domestic commerce 
before FDA has released them. This occurs because (1) importers either sell 
imported products before FDA has had a chance to inspect them or do not 
properly dispose of products that FDA has found to violate U.S. standards 
and (2) penalties against importers have not effectively deterred such 
actions. 

FDA-regulated foods are not controlled prior to inspection and release. 
Under the Federal Food, Drug, and Cosmetics Act, importers of 
FDA-regulated foods generally retain possession of the imported food 
shipments until FDA releases them and must make the shipments available 
for FDA's inspection if requested. In some cases, particularly for perishable 
items, FDA will select samples for testing and allow the shipments to 
continue in domestic transit-on the condition that the shipment be 
returned if FDA finds the shipment to be adulterated and refuses entry. If 

2Privatc Laboratory Grassroots Mcetin , 1996, A Final Report and Action Plan, sponsored by Division 
of Field ience, flice of Region erations, ffice of Regulatory Affairs, U.S. Food and Drug 
Administration ( undated). 
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importers of foods that FDA has refused entry cannot recondition the 
products to bring them into compliance with requirements, they have 90 
days to (1) destroy the products or (2) reexport the products. The 
Customs Service is required to witness or attest to the fact that the refused 
shipment was disposed of properly, but FDA does not stamp "refused entry" 
on shipments found to violate safety standards, and it generally does not 
notify the destination country when such shipments are being reexported. 
According to FDA officials, FDA does not stamp refused shipments because 
it lacks the statutory authority to do so. 

At the ports we visited, imported food shipments under FDA's jurisdiction 
often entered U.S. commerce before being delivered to FDA for inspection 
or were not properly disposed of when refused entry. For example, in 
Operation Bad Apple, which lasted 3 weeks, Customs officials identified 
23 weaknesses in the controls over FDA-regulated imported foods. In this 
operation, Customs officials cited the following examples to illustrate 
these weaknesses. 

• Substituting cargo that was en route to a holding area On a shipment of 
frozen shrimp, Customs alleged that the importer removed a portion of the 
shipment that had thawed during transport before making the shipment 
available for FDA's inspection. If the thawed shrimp had not been removed, 
FDA would have refused entry for the entire shipment because the thawing 
indicated that the proper temperature controls were not maintained during 
transport, and thus the entire shipment may be contaminated. 

• Not meeting FDA's request that the shipment be redelivered to Customs for 
disposition. According to Customs, about 40 percent of the imported foods 
released conditionally by FDA were found to violate U.S. standards during 
Operation Bad Apple, but were never redelivered to Customs. That is, they 
presumably entered into commerce and were not destroyed or reexported 
as required. Even when the shipments found to violate U.S. standards 
were redelivered, Customs officials said other products had been 
substituted for the violative products in about 50 percent of the shipments 
before redelivery. We found similar results for the nondelivery of 
shipments in 1992, when we reported that 60 percent of the perishable 
foods and 38 percent of the nonperishable foods that FDA found 
adulterated with illegal pesticides were released into U.S. markets and not 
returned to Customs for destruction or reexport.3 

3Pesticides: Adulterated Imported Foods Are Reaching U.S. Grocery Shelves (GAO/HCl~D-92-205, Sept. 
24, 1992). 
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Our work suggests that the evasion of imported food controls appears not 
to be isolated to a few importers at one port of entry. As part of Operation 
Bad Apple, Customs officials monitored cargo transferred from the vessel 
to the holding area, FDA sampled and tested the products, and did not give 
any conditional releases. Overall, while about 25 percent of the importers 
were viewed as suspicious, Customs anticipated that only 1 percent of 
these would be found to be evading controls. However, according to 
Customs officials, all of the "suspicious" importers were found to be out of 
compliance, and 25 percent of the other importers were also out of 
compliance. FDA and Customs officials told us that substitution of 
imported products or failure to redeliver products for inspection has been 
occurring at other ports. 

Some Customs officials said they lack the resources needed to witness and 
thus ensure proper disposition of violative products refused entry. 
Accordingly, they generally verify only the number of containers-e.g., 
three containers were refused entry and three containers were reexported. 
Similarly, they frequently do not witness the destruction of the violative 
product and instead rely on a receipt from the landfill where it was 
disposed of. According to Customs officials, their regulations allow them 
to accept a receipt in lieu of witnessing the shipment's destruction. 

In addition to FDA's difficulties in controlling imported foods prior to 
releasing them into domestic commerce, FDA's economic deterrent to 
noncompliance with its requirements is inadequate. Lacking the authority 
to fine importers who distribute adulterated food shipments or fail to 
retain shipments for inspection, FDA relies on a bond agreement between 
Customs and the importer, for those shipments valued at more than $1,250 
as a way to achieve compliance. Under the bond agreement, importers are 
required to pay all duties, taxes, and charges; to retain control over the 
shipment; and to properly dispose of the shipment if it is found to be 
unacceptable. The bond amount is based on the importer's declared value 
of the imported shipment, and penalties may be assessed at up to three 
times the value of the bond. However, we reported in 1992 that sometimes 
even assessed damages of three times the value of the shipment may not 
deter the illegal sale of imported goods because the value of the goods on 
the market is greater than the tripled bond amount.4 

•res t:icides: Adulterated Imported Foods Are Reaching U.S. Grocery Shelves (GAO/HCEl)-02-205, Sept. 
24, 1992). 
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Customs often does not collect full damages from importers that fail to 
comply with FDA's requirements. For example, in fiscal year 1997, Customs 
in Miami assessed and collected damages for about only 25 percent of the 
identified cases involving the improper distribution of food products for 
the previous 12 months. Customs and FDA attributed the low figure to 
( 1) lax controls in communicating information about refused shipments 
between Customs and FDA, (2) unclear guidance for handling the 
shipments by Customs officials, (3) a malfunction of the Customs 
computer system for storing case files, and (4) a halt in collections 
pending the resolution of a court case involving the collection of liquidated 
damages. Even when damages were assessed, they were generally reduced 
to about 2 percent of the original assessment. For example, in one case, 
the damages were $100,000, based on the declared value of the import 
shipment, but Customs reduced the amount to $100. According to Customs 
headquarters officials, any reduction in damages must be in accordance 
with Customs guidelines, and both Customs and FDA must agree to reduce 
the damages when they involve the failure to redeliver shipments that 
were refused entry because they violated product purity and labeling 
requirements. 

FDA's lack of authority to impose civil penalties, and its reliance on the 
importer's bond agreement with Customs, have left the agency without an 
adequate economic deterrent to the distribution of adulterated imports. 
We reported in 1992 that in fiscal years 1988 through 1990, importers at 
four locations had distributed 336 (34 percent) of the 989 shipments found 
to be adulterated with pesticides. Although this rate was lower than the 
rates of 50 percent and 45 percent that we found in 1979 and 1988, 
respectively, it indicated that adulterated imports continue to be 
distributed to American consumers. We recommended in that report and 
others that FDA be given authority to issue civil penalties to violators.6 

While FDA submitted legislative proposals seeking civil penalty authority in 
1993, the Congress did not pass the legislation. 

FDA's lack of controls over shipments selected for inspection leaves its 
inspection system vulnerable to unscrupulous importers. Without 
sufficient controls, some importers (1) may falsify laboratory test results 
on suspect foods to obtain an FDA release, (2) sell potentially unsafe 
imported foods before FDA can inspect them, and (3) sell imported foods 
that FDA found violative and barred from entry. Furthermore, importers' 

5Pes · · . · ported Foods Are Reachin U.S. Grocery Shelves (GAO/nCED-92-206, Sept 
24, I t.atus or FDA s Efforts to Improve mport Monitoring and Enforcement 
(GA I'- ~ · • , ~> , une 16, 1993). 
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bonds are an ineffective deterrent against attempts to market 
contaminated products. As a result, FDA has little assurance that 
contaminated shipments are kept off U.S. grocery shelves, and it appears 
likely that certain importers will continue to circumvent controls over 
unsafe food products with impunity. 

- ----... 
We are making no recommendations at this time because, as agreed with 
the Chairman, Permanent Subcommittee on Investigations, Senate 
Committee on Governmental Affairs, we are continuing work to identify 
specific actions needed to strengthen the controls over imported foods. 

In commenting on a draft of this report, FDA agreed that it needs to 
exercise control over the practice of permitting importers to select a 
private laboratory to test shipments automatically detained due to a 
history of violations. FDA stated that it is issuing new instructions to its 
district offices regarding the use of independent laboratories. However, 
FDA further noted that the agency lacks the explicit authority to require 
importers to use certain laboratories or to provide a list of accredited 
laboratories to importers. 

Customs provided comments to correct or clarify information about its 
responsibilities and practices. Customs stated that it is impossible to 
physically inspect the destruction or export of every refused shipment and 
said it is more logical to target their resources to those shipments and 
suspected importers posing the greater risk for noncompliance. Customs 
said the extent of substitution is probably limited to certain products and a 
small number of importers. However, we found that the substitution of 
products for inspection has occurred at ports of entry other than in the 
San Francisco example we provided. FDA and Customs officials have also 
acknowledged that substitution is occurring at other ports, although 
neither we nor they know the full extent of its occurrence. Finally, 
Customs disagreed with our statement that violators are seldom punished 
effectively and the damages against violators do not represent an effective 
deterrent; Customs stated that the current damages assessed against 
violators are adequate in most cases. However, on the basis of our work 
extending back to 1992,6 we have found that liquidated damages do not 
appear to be an effective deterrent. In 1992, for example, we reported that 
the U.S. market value for selected products always exceeded the declared 
import value of the products we surveyed; thus, importers could and, in 

6Pcsticides: Adulterated Imported Foods Are Reaching U.S. Grocery Shelves (GAO/HCED-92-205, SepL 
24, 1992). 
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some cases, did profit from distributing refused products even after paying 
damages to Customs. The example we mention in this report, in which 
Customs assessed damages of $100 against an importer with a shipment 
having a declared value of $100,000, shows that the collected damages may 
be far less than the declared value of the shipment. We added information 
in the report to explain that, according to Customs officials in Washington, 
D.C., any decision to mitigate damages against importers for failure to 
redeliver shipments that were refused entry because of product purity or 
labeling problems requires agreement by both Customs and FDA. 
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Selected Outbreaks of Foodborne Illnesses 
Linked to Imported Foods, 1983-97 

The Centers for Disease Control and Prevention (CDC) has linked several 
significant foodborne outbreaks to imported foods (see table 1.1). 
According to CDC officials, the agency's investigation of recent outbreaks 
related to imported foods may indicate that food safety problems are more 
widespread than previously believed. For example, in the spring of 1996, 
multiple health departments reported cases of illness from Cyclospora, a 
pathogen that had not previously been proven to be transmitted by food. 
CDC and other public health officials were able to link illnesses from 
Cyclospora with raspberries from Guatemala; more than 1,000 people in 
various locations in the United States and Canada were affected. In 1997, 
additional illnesses from Cyclospora, also affecting more than 1,000 
people, were also linked with raspberries from Guatemala. CDC and state 
and local health departments are not able to identify all cases of 
foodborne illness, however, because such illnesses are underreported and 
are difficult to trace to their source. 
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Table 1.1: Information on Selected Outbreaks of Foodborne Illness, 1983-97 

Number 
Source Year of of 

outbreak Illnesses Pathogen Implicated food Country of origin 

1997 1,012 Cyclospora Raspberries Guatemala 

1997 270 Hepatitis A Frozen strawberries Mexico 
(implicated) 

1996 9 Salmonella typhi. Homemade cheese Mexico 
14 fiepat1t1s A 

1996 1.465 Cyclospora Raspberries Guatemala 

1995 242 Salmonella Stanlel Alfalfa sprouts Seeds from Netherlands 

1994 27 Salmonella Agena Kosher peanut-flavored Israel 
phage type 15 savory snack 

1994 171 Sh~ella Oexneri. type Green onions Mexico (suspected) 
S ( FSl 

1994 12 Unidentified Raw limpets (molluscan Portugal 
Norwalk-like agent shellfi sh) 

1992 74 Histamine poisoning "Fresh· tuna Ecuador 
(Scombroid) 

1991 4 Vibrio cholcrae Coconut milk in pudding Thailand 

1991 12 Vibrio cholerae Crab meat Ecuador 

1991 400 Salmonella Poona Cantaloupes Mexico 

1990 1,400 E. COii O153:H45 Raw scallops South America 

1989 99 Staphylococcal Canned mushrooms Peoples Republic of 
toxin-rood poisoning China 

1989 25.000 Salmonella Chester Cantaloupes Mexico 

1988 202 Hepatitis A Lettuce Mexico (suspected) 

1983 169 E.coli O27:H20 Semisort cheese France 

Source: CDC. 

Location 

17 states: Washington. O.C.: 
and Canada 

5 states 

Florida 

20 states; Washington, D.C.; 
and Canada 

17 states and Finland 

North America and United 
Kingdom 

Illinois 

Massachusetts and Rhode 
Island 

Eastern seaboard 

Maryland 

New Jersey and New York 

23 states and Canada 

2 U.S. cruise ships 

3 states 

30 states 

Kentucky 

4 states and Washington. 
D.C. 
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Countries Certified by Food Safety and 
Inspection Service to Export Meat and 
Poultry to the United States 

As of January 1, 1998, the Food Safety and Inspection Service (FS1s) had 
determined that the countries listed below have food inspection systems 
equivalent to the United States' and are eligible to export meat and/or 
poultry products to this country. Since January 1, 1998, FSIS has suspended 
Paraguay from exporting meat and poultry products to the United States 
because its inspection system was not adequate to prevent contamination 
on repeated shipments. 

Argentina 
Australia 
Austria 
Belgium 
Brazil 
Canada 
Costa Rica 
Croatia 
Czech Republic 
Denmark 
Dominican Republic 
Finland 
France 
Germany 
Guatemala 
Honduras 
Hong Kong 
Hungary 
Iceland 
Ireland 
Israel 
Italy 
Japan 
Mexico 
Netherlands 
New Zealand 
Nicaragua 
Northern Ireland 
Paraguay1 

Poland 
Romania 
Slovenia 
Spain 

'Suspended as of January I, 1998. 
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Sweden 
Switzerland 
United Kingdom 
Uruguay 

Source: FSIS. 
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l4 DEPARTMENT OF HEALTH&. HUMAN SERVICES P\lblic HHlth Service 

APR 3 l9!l3 

Mr. Robert A. Robinson 
Director, Food and Agriculture Issues 
General Accounting Office 
441 0 Street, N.W., Room 2T23 
Washington, D.C. 20248 

Dear Mr. Robinson: 

Food and Drug Admnatrallon 
Rockville MD 20857 

Attached are the Food and Drug Administration's comments on the General Accounting 
Office draft report entitled, "FOOD SAFETY: Federal Efforts To Ensure Safety oflmported 
Foods Are lnconsistcnt And Unreliable, (GAO/RCED-98-103)." 
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Associate Commissioner 

For Legislative Affairs 
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COMMENTS OF THE FOOD AND DRUG ADMINJSTRA TION ON THE GENERAL 
ACCOUNTING OFFICE DRAFT REPORT ENTITLED, FOOD SAFETY· Federal Efforts to 
Ensue Safety of Imported Foods Are focqnsistcnt And Unreliable GAO/RCED-98-103 

Thank you for the opportunity to review the subject draft report. In general, we agree with the 
report, as th.e report raises a number of issues that need to be addressed, both by the Food and 
Drug Administration (FDA or Agency) and by the Congress. It is our hope that the report will 
provide an added impetus for resolving the issues it identifies. We strongly disagree, however, 
with the "Results in Brief" characterization of PDA's Workplan. 

Specifically, the draft report has misinterpreted the purpose and function of PDA's Work.plan. 
The Workplan is developed annually 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 in utilizing the field 
resources consistent with the established annual priorities. The Workplan is an implementing 
instrument for FDA's Program Management System (PMS) which incorporates all the Agency's 
activities into discrete, mutually exclusive programs, establishes their respective priorities, assigns 
the numbers of operations (e.g., wharf examinations, sample collections, and analyses) to be done, 
and allocates resources accordingly. The Workplan does not attempt to plan every operation that 
is performed by the field, nor does it provide guidance to enable inspectors to make decisions 
about which entries to examine or the admissibility of entries. 

The Compliance Programs, rather than the Workplan, provide guidance to inspectors making 
decisions about which entries to examine, whether an entty should be sampled and analyzed, and 
other relevant factors for determining an entry's compliance status. The Compliance Programs 
arc the building blocks for the Workplan. Resources are distributed to the Compliance Programs 
through the Work.plan, with higher-rule food programs given more resources. The risk factors 
have been incorporated into Operational and Administrative System for Import Support (OASIS), 
which. automatically makes the initial decisions regarding entry admissibility. When there is a 
question as to which of two or more entries of equal priority to examine, inspectors refer to other 
guidance documents such as appropriate Compliance Programs, Import Alerts, the frequency at 
which a product has been examined, the country of origin, any available 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 Worlcplan as 
unrealistic, and links this alleged weakness with the difficulty inspectors have in deciding what to 
inspect and test. While FDA agrees that the planned number of operations most often is not 
achieved because inspectors may not be available to do routine import work if emergencies arise, 
the apparent discrepancy between planned and actual operations is not linked with individual 
decisions by inspectors at the import entry level. The Workplan is only a projection. The overall 
priorities established by the Workplan, however, remain the same·for routine work, and inspectors 
are expected to make their decisions based on those priorities. 

Page 51 GAO/RCED-98-103 Safety oflmported Foods 



See comment 2. 

See comment 3. 

Appendlx Ill 
Comments From the Food and Drug 
Administration 

Moreover, there are a number of activities, such as recall and investigations of consumer 
complaints, for which time is allocated ouuide of the Workplan. In other words, the hours in 
these activities are considered separately from those contemplated in the Workplan. While FDA 
believes that the best approach is to plan for full utilization of its workforce, such planning, of 
course, includes consideration of the resources that might need to be directed to emergencies and 
consumer complaint.s. 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. 

AREAS OF AGREEMENT 

NEED FOR STATIJrORY AUTHORITY 

We agree that FDA needs additional authority for controlling the safety of imported foods. 
Legislation has been introduced in both the House of Representatives and the Senate to ~and 
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 prot.ection required. The legislation permits the Secretary to 
consider a refusal to allow necessary inspection, testing, or other relevant factors in determining 
whether imported food product& meet U.S. food safety requirements or otherwise achieve the 
level of protection required. GAO's support of this legislation is welcomed. 

UPDATES TO 1llE OPERATIONAL AND ADMIN1STRATIVE 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 will be completed by the end of FY 1998. We 
agree with the General Accounting Office (GAO) that these enhancements will make the system 
more user friendly and reduce the amount of inspector time required to determine which entries to 
examine and/or sample. 

TiiIR.D 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 
identi.fied 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 regarding the use of independent 
laboratories. While it has been FDA's policy to accept only analyses done by well-qualified 
laboratories, and even then to verify the results, this policy is stated more ~licitly in the new 
guidance. Nevertheless, the report should make it clear that FDA does not have ~licit 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 
qualifications of the analysts and how well the laboratories are equipped to do the particular 
analyses. 

TAKE CORRECTIVE ACTION WHEN Fll..ERS HA VE UNACCEPTABLY lilGH ERROR 
RATES 

FDA is in agreement with GAO that corrective action should be taken against tilers (importers 
and brokers) who continue to submit erroneous entry data to FDA. Since implementation of the 
automated electronic entry processing system, FDA baa been working with the tilers to help them 
learn the system in order to submit correct data consistently. We believe this hu been an 
appropriate approach in light of the recent implementation and complexity of the system. To 
reduce filer problems in determining the correct product code to use for an entry, tilers have been 
furnished 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 well tilers were complying 
with the new electronic filing requirements. The surveys showed that the error rates were still 
unacceptably high overall, with some filers consistently exceeding the acceptable error rate of 
10% .. Consequently, on March 6, 1998 the Director of the Office of Regional Operations directed 
all District Directors to work with FDA's Division oflmport Operations to identify 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 the error-prone tilers from the paperless entry 
system by requiring that they submit both paper documentation and electronic data until they 
demonstrate their ability to meet the requirementa for ele,c;tronic tiling. This dual tiling approach 
should provide a strong incentive for improvement, because submitting paper documentation 
delays entries by several days. 

GAO RECOMMENDATION TO CONGRESS 

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

FDA COMMENT 

FDA has the authority, bucd on the implementing legislation for the World Trade Organization's 
Agreement on the Application of Sanitary!Phytosanitary Measures, to enter into equivalency 
agreements with other countries. We do not require such agreements, however, before trade can 
occur. The wording in the recommendation as written seems to require a finding of equivalence 
as a precondition of entry. If this is GAO' s intent, we do not concur. Such a requirement could 
have the undesirable effect of forcing FDA to bar entry to imports from most of the world until 
such time as the Agency could make a determination of equivalency, a process which must be 
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done on a country-by-country basis, and potentially, a product-by product basis. In contrast, the 
Administration's proposed import legislation introduced in both House ofCongreu 
(Sl707/HR30S2) 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 otberwiJe achieve the U.S. Jevd 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 importa. 

GAO RECOMMENDATION 

To provide more accurate and accessible information to FDA and thus minimize inconsistencies in 
inspcctors' subjective decisions, we recommend that the Secretary of Health and Human Services 
direct the Commissioner, FDA, to 

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

FDA COMMENT 

We do not concur. For the reasons stated above, FDA continues to believe that the current 
Workplan approach most clearly reflecta priorities while permitting flexibility to handle 
emergencies as they arise. 

GAO RECOMMENDATION 

Modify the Operational and Administrative System for Import Support system 80 that (l) 
it automatically reviews the Import Alert and low acid canned food databases and 
recommends appropriate actions to inspectors and (2) irupcctors can consider previous 
laboratory test resulta, which are stored in the Laboratory Management System database, 
in choosing shipments for irupections and tests. 

FDA COMMENT 

We concur. The automatic review of the Import Alert data already is in place, and the automatic 
review of the low acid canned food database is under development. FDA- alJo is developing the 
necessary software to provide inspectors with the capability to review previous laboratory test 
results through OASIS. Both of these enhancements to the system will be completed and 
operational by the end ofFYl998. 
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GAO RECOMMENDATION 

Ensure that district offices are taking appropriate corrective action, when warranted, 
against importers that repeatedly enter incorrect shipping information into [the) 
Operational and Administrative System for Import Support. 

FDA COMMENT 

We concur. As stated above, FDA District Directors were reminded recently of the Agency's 
policy that non-compliant filers should be identified and appropriate corrective action taken, 
including removal of filers from paperless filing status. We also continue to believe that it is 
incumbent on the Agency to worlc with the filers through education and training, which is a form 
of corrective action, to improve compliance. 
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Appendix 111 
Comments From the Food and Drug 
Administration 

The following are GA0's comments on the Food and Drug Administration's 
letter dated April 3, 1998. 

1. While we agree with FDA that the compliance programs contain specific 
guidance on inspection requirements, we found that FDA inspectors rely on 
the numerical inspection targets set forth in the annual work plan for 
guidance. These targets are sometimes inconsistent with the directions for 
the compliance program. We agree that FDA needs flexibility to deal with 
emergencies as they arise, but we disagree that the current work plan 
"clearly reflects priorities." The inconsistency we identified often leads 
inspectors to rely on subjective judgment, which may lead to inspectors' 
selecting shipments that do not pose the greater food safety risk to 
consumers. 

2. We have not evaluated nor endorsed this legislation. Instead, this report 
addresses the need for FDA's equivalency authority. This authority would 
enable FDA to shift the primary responsibility for ensuring the safety of 
imported foods to the exporting country and to make more efficient and 
effective use of its limited resources. 

3. We have modified the report to reflect FDA's comment that it does not 
have explicit authority to require importers to use certain laboratories nor 
to provide a list of accredited laboratories to importers. 

4. Our recommendation was not intended to require the immediate 
implementation of equivalency requirements. Instead, we envision that 
such equivalency requirements would be phased in over time in a manner 
that would not unnecessarily disrupt trade. The mandatory authority to 
require equivalency would address weaknesses in FDA's approach to 
inspections at the port of entry, enable FDA to leverage its staff resources 
by sharing the responsibility for food safety with the exporting countries, 
and compel FDA to take an active approach in preventing food safety 
problems instead of requiring equivalency after problems are identified. 
The Congress could provide reasonable time frames that would allow 
equivalency to be implemented over a number of years. 

We modified the report to address FDA's technical comments where 
appropriate. 
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Inspection Service 

Note: GAO comments 
supplementing those in the 
report text appear at the 
end of this append ix. 

See comment 1. 

~w~ I.Jnjted Statff ((U.J). Department of 
. Agriculture 

Food Safety 
and Inspection 
Service 

Mr. Robert A. Robinson 
Director, RCED Division 
Food and Agriculture Issues 
U. S. General Accounting Office 
441 G Street, NW, Room 21'23 
Washington, D. C. 20548 

Dear Mr. Robinson: 

Washlng1on, D.C. 
20250 

APR 7 l900 

This letter provides Agency comments on the Draft Report, ''Food Safety: Federal 
Efforts to Ensure Safety of Imported Foods-Arc Inconsistent and Unreliable." We 
appreciate the opportunity to review the draft and for the full discussion of the audit 
provided by the exit conference the General Accounting Office (GAO) held with the 
Agency on March 5, 1998. 

As noted in the draft report, the Food Safety and Inspection Service (FSIS) bas a 
powerful system for inspecting imported meat and poultry. We believe the system is well 
designed and operates effectively and efficiently. We agree that it is an excellent model 
for assuring the safety of all imported foods. 

The draft report notes that FSIS calls inspection at import "reinspection" because the 
product bas already passed inspection by the exporting countries equivalent inspection 
system. In fact, import reinspection coupled with on-site audits in foreign countries arc 
the principal techniques used by FSIS to verify an exporting countries inspection system 
is continuing to operate at an acceptable level. 

The information obtained through import reinspection tells a lot about the overall 
operation of foreign countries inspection system. We think all of this information is 
informative, including specific information on food safety hazard&. Ncvcrtbclcss, FSIS 
appreciates the need to focus its inspection resources on risks in meat and poultry that arc 
directly related to public health. Toe Automated Import Information System (AUS) 
permits FSIS to focus on risks presented by a particular product from a particular 
country. As noted in this report, the ADS data could be used by FSIS to develop profiles 
for individual countries, exporting establishments, or product groups. With the 
implementation of Hazard Analysis and Critical Control Point, FSIS will be evaluating 
port-of-entry procedures and automated systems, and the recommendations of the GAO 
will be taken into account. 

We do not, however, understand the basis for a statement in Chapter 3 of the dra.fl that 
"in 1996, more than 97 percent of all the violations identified were not directly related to 
health risk problems." Our AlIS data for 1996 shows that more than 80 peroent of the 
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Mr. Robert A. Robinson 2 

violations were the result of health risk problems such as laboratory analyses showing 
excessive residues and microbiological contamination; product examination showing 
unwholesome products with organoleptic defects; and lack of container integrity. The 
remainder of the data shows that less than 20 percent of the violations were for incorrect 
weight, missing shipping marks, or labeling defects. 

If you have any questions or need further assistance, please contact Vincent Fayne, 
Director, Internal Control Staff, at (202) 720-5959. 

Sincerely, 

1tc::_i J,_,_ 
Thomas J a·11 A ... I y 

dmirustrator 

cc: 
J. Prucha, OPPDE 
M. Manis, OPPDE 
K. Stuck, OPPDE 
S. Stratmoen, OPPDE 
C. Danford, OPPDE 
R.Beck, OFO 
E. Walker, OPHS 
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Appendix IV 
Comments From the Food Safety and 
Inspection Service 

The following is GAO's comment on the Food Safety and Inspection 
Service's letter dated April 7, 1998. 

1. In response to FSIS' comment, we ( 1) expanded the list of reasons for 
refusal that are directly related to health risks to include unsound 
condition and residues, as FSIS cited in its comments, and (2) excluded all 
refusals resulting from transportation damage because FSIS officials said 
these refusals do not trigger requirements for FSIS to conduct subsequent 
inspections. Using this expanded definition, we recalculated the 
percentage of rejected shipments that were not directly related to health 
risk. As a result, in our final report, we changed the percentage of refused 
shipments not related to health risk from 97 percent to 86 percent. 
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Note: GAO comments 
supplementing those in the 
report text appear at the 
end of this appendix. 

See comment 1 . 

-
DEPARTMENT OF THE TREASURY 

U.S. CUSTOMS SERVICE 

Mr. Robert A. Robinson 
Director 
Food and Agriculture Issues 
General Accounting Office 
Washington, D.C. 20548 

Dear Mr. Robinson: 

APR 6 1198 
AUD-I-OP TOM 

Thank you for the opportunity to review your draft report entitled "FOOD SAFETY: Federal 
Efforts to Ensure Safety oflmportcd Foods Are Inconsistent and Unreliable". 

We have the following comments for your consideration: 

1) Export of Destruction of FDA Refused Products (see Pg. 52, Paragraph 2 of GAO 
Report) 

Pursuant to 19 CFR 101.2, Customs Port Directors may choose the level of supervision ofFDA­
refuscd products which must be exported or destroyed. Due to workload constraints, it is 
obvious that Customs cannot physically inspect every FDA-refused product destined for export 
or destruction. Instead, it appears logical to target intensive Customs supervision for those 
products and suspected importers posing the greatest risk and to utilize compliance measurement 
techniques in this regard, as deemed appropriate. 

2) Substitution Scheme by Importers (see Pg. 8, Paragnph 1 and Pg. Sl, Jut 
Paragnph of GAO Report) 

Customs questions OAO's allegation of many instances in which importers substituted safe food 
products for the actual imported products for inspection. While this might be true with respect to 
a "special enforcement operation" such as "Operation Bad Apple", it would not be true when one 
considers the totality of all redelivery act.ions for FDA-refused goods. 

In the case of the latter GAO claim, the extent of this occurrence is also probably limited in 
scope with respect to certain particular categories of merchandise and a small number of 
importers involved. Nevertheless, Customs will work closely with FDA to close whatever 
enforcement loopholes might exist in this regard. 
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See comment 3. 

See comment 3. 

AppendixV 
Comments From the U.S. Customs Service 

3) Customs Collection or Liquidated Damages in 1997 (see Pg. 53, last Pangnph or 
GAO Report) 

The decrease in such collections in FY97 in Miami is attributed to both a seven-month 
automation programming problem with our electronic case system called SEACATS ("Sei2.ed 
Assets and Case Tracking System") and the halting of case collections due to the impact of the 
Customs liquidated damage legal case with S'UfCties currently before the Court. 

In addition, in order to enhance communication between Customs and FDA at the Port of Miami 
and improve the above situation, the two agencies have established the first joint Customs and 
FDA Team in the country. In the past, several Import Specialists handled FDA refusals. By 
creating one centrally located team, multiple handling of the Customs and FDA documents has 
now ceased to exist. The staff for Import Team 488 at that location now consists of a Customs 
and FDA official both sharing the responsibility of creating well-documented cases. 

4) Customs Mitigation of Liquidated Damage Cases/Customs Bond Deterrence (see Pg. 
8 of GAO Report) 

GAO alleges the following regarding these issues: 

- violators are seldom effectively punished 
- Customs collections of damages against violators are uneven and uncertain 
- Customs bond default assessments do not represent an effective deterrent 

With respect to the assessment ofliquidated damages for failure to redeliver, it should be noted 
that such assessment is intended to compensate the Government for a breach for whlch money 
damages cannot be easily calculated. They arc not intended to peoaliz.c the bond principal 
although clearly the report concludes this is the consequence. In addition, if Customs bond 
default and mitigation guidelines are considered too lenient for contaminated food shipments, 
Customs would be willing to further study the need for more severe assessments as an increased 
deterrent However, it should be noted that Customs ·is of the opinion that the current liquidated 
damage assessment for non-redelivery of contaminated food products is definitely adequate in 
most cases, i.e., three times the value of the goods. 

5) CuJtoms Mitigation Case (from $100,000 to $100, see Pg. 53, last Paravaph of GAO 
Report 

GAO cites this case as proof that our Agency is being too lenient on violators. However, we 
assume that the violation was minor, not a contaminated food violation and, therefore, in 
aceordance with Customs mitigation guidelines. The GAO Report docs not refer to the fact that 
Customs and FDA must be in agreement on the issuance of any mitigation decision that involves 
failure to redeliver and involves the purity or labeling of the product. 
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We note that there are no specific recommendations for the Customs Service in this draft report. 
However, Customs is committed to improving its efforts with regard to safety ofimported foods 
and will take into account the findings in this report and the implementation of any future GAO 
recommendations. 

We appreciate the opportunity to comment on your draft report. lf you need any additional 
information on this matter, please contact Mr. J. Tony Del Moral, Director, Evaluation Oversight 
Staff at (202) 927-0194. 

Sincerely, 

».,?5\-S-_ 
Riley 

tor, Office of Planning 
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Appendix V 
Comments From the U.S. Customs Service 

The following are GAo's comments on the U.S. Customs Services' letter 
dated April 6, 1998. 

1. We disagree with Customs' comment questioning our assertion about 
the extent to which importers substitute safe food products for imported 
products for inspection. Customs officials in San Francisco provided us 
the figures on import substitution to illustrate the weaknesses in controls 
over FDA-regulated imported foods found in Operation Bad Apple. We 
modified the language in the report to clarify that the 50-percent 
substitution rate was attributed to Operation Bad Apple. Furthermore, 
while we cannot report on the exact extent of product substitution, 
Customs and FDA officials have acknowledged that it is occurring at other 
ports of entry. We also found that product substitution was occurring at 
four of the six ports we visited. 

2. We have expanded the report to reflect Customs' comment on the 
reasons for a decrease in collections at the Miami port of entry. 

3. We do not share Customs' view that the current liquidated damage 
assessment for failure to redeliver contaminated food products is an 
adequate deterrent. Our work, beginning in 1992, 1 indicates a pattern of 
problems in the deterrence and punishment of violators. In 1992, for 
example, we reported that the U.S. market value for selected products 
always exceeded the declared import value of the products we surveyed; 
thus, importers could and, in some cases, did profit from distributing 
illegal products even after paying damages to Customs. The case we 
mentioned in this report, in which Customs assessed damages of $100 
against an importer with a shipment having a declared value of $100,000, 
shows that the collected damages may be far less than the declared value 
of the shipment. We modified the report to provide further information on 
the reason for mitigating damages against importers. 

'Pesticides: Adulterated Imported Foods Are Reaching U.S. Groce!)' Shelves (GAO/HGED-92-205, SepL 
24, 1992). 
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(150645) 

Keith W. Oleson, Assistant Director 
Dennis Richards, Project Leader 
Daniel F. Alspaugh 
Judy K. Hoovler 
John M. Nicholson, Jr. 
Carol Herrnstadt Shulman 
Jonathan M. Silverman 
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SOCIAL SECURITY FINANCIN G : IMPLICATIONS OF 

GOVERNMENT STOCK INVESTING FOR THE TRUST FUND, THE 

FEDERAL BuD~ET, AND THE ECONOMY 

For the Social Security trust fund , government stock investing offers the 
prospect of higher returns but greater risk. For the federal budget, stock 
investing would have the immediate effect of decreasing the surplus or 
increasing any deficit, because, under current budget scoring rules, stock 

purchases would be treated as outlays. Stock investing would not signifi­
cantly affect the economy and would have no appreciable effect on future 
national income. (AIMD/ HEHS-98-7 4) 

FOOD SAFETY: FEDERAL EFFORTS TO ENSURE THE SAFETY OF 

IMPORTED Fooos ARE INCONSISTENT AND UNRELIABLE 

Federal agencies cannot ensure that the growing volume of imported food is 
safe for consumers. T he Food Safety and Inspection Service, responsible for 
meat and poultry, places the principal burden for safety on the exporting 
countries and only allows imports from countries with food safety systems 
equivalent to the U.S. system. The Food and Drug Administration, respon­
sible for all other foods, inspects foods when they arrive at U.S. ports of 
entry. In this report, GAO recommended that the Congress require that all 
imported foods be produced under equivalent food safety systems. 
(RCED-98-103) 
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