
IMPORTED FOOD SAFETY ACT OF 1998 / A\ 
SUMMARY 

The Imported Food Safety Act of 1998 complements, and is not a substitute for, the President's 
food safety initiative. It has a separate source of funding and does not take funds away from the 
President's food safety initiative. 

The legislation responds to the General Accounting Office's recommendations in its recent report 
that the Food and Drug Administration (FDA) be given stronger enforcement authority over 
imported food, that FDA needs new detection methods for E coli, salmonella and other pesticide 
and pathogenic contaminants, and that FDA increase the number of inspections it conducts at the 
border. 

Specifically, the legislation: 

• Gives FDA new authority over imported food, including fresh fruits and vegetables, that 
is comparable to the authority the U.S. Department of Agriculture already has for 
imported meat and poultry. 

A. Prohibits imported food from being distributed without pnor FDA approval. 

B. Makes failure to obtain prior approval from FDA and failure to properly 
dispose of food denied entry subject to criminal penalties. 

C. Allows FDA to prohibit importation of food if FDA has been refused the right 
to perform an inspection in a foreign country or if the foreign country does not 
provide the same level of food safety protection as the U.S. 

• Requires FDA to increase the number of inspections of imported food that it conducts at 
the border. Gives FDA authority to mark any shipment of impwrted food that is refused 
entry, so that the product denied entry cannot be re-entered through another port. 

• Establishes a "Manhattan Project" for development, over the next 3 years, of "real time" 
tests that yield results within 60 minutes to detect E coli, salmonella, and other microbial 
and pesticide contaminants in food. 

• Creates a user fee of not more than $20 per "line item" of imported food. In 1997, there 
were approximately 2.8 million imported food line items. This would generate $56 
million per year. This money would be used to fund increased border inspections and 
research and development of "real time" tests for detection of microbial and pesticide 
contamination. 

• Mandates country-of-origin labeling of imported food subject to FDA regulation, at the 
point such food is offered for retail sale. Restaurants and other prepared-food service 
establishments are exempted from complying with the country-of-origin requirement. 
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Food is life. But for 9,100 Americans each year, food is death. 

The General Accounting Office (GAO) has estimated that as many as 81 million 
cases of food borne illness occur each year. But only when consumers get sick or die, 
does the Food and Drug Administration (FDA) try to determine whether the food supply 
may have contained pathogenic contaminants. The outrageous and wholly intolerable 
conclusion one must draw is that American consumers are being used as guinea pigs. 

Imports now account for 38% of all the fruit and 12% of all the vegetables 
Americans consume each year. The volume of food imported into the U.S. has almost 
doubled over the last 5 years, yet the frequency of FDA inspections has declined 
sharply during the same period of time. FDA acknowledges that it is "in danger of being 
overwhelmed by the volume of products reaching U.S. ports." 

Even if FDA could perform more inspections, FDA does not h^ve the tests it 
needs to detect E coli, salmonella and other pathogens in imported fruits and 
vegetables. In addition, all of the microbiological samples that FDA collected and 
tested in fiscal year 1997 were in response to food borne illness. None were for 
preventive detection. 

GAO has studied this situation and has concluded that the Federal Government 
cannot ensure that imported foods are safe. In response to this crisis, the President 
has said FDA needs increased resources, more authority, and improved research and 
technology. 

The Imported Food Safety Act of 1998 addresses each of these points. The 
legislation provides additional resources in the form of a modest user fee on imported 
foods, and a "Manhattan Project" to develop "real time" tests that yield results within 60 
minutes to detect E coli, salmonella, and other microbial and pesticide contaminants in 
food. Finally, the legislation gives FDA authority, comparable to that of the U.S. 
Department of Agriculture with respect to imported poultry and meat, to stop unsafe 
food at the border and to assure that its ultimate disposition is not America's dinner 
table. 

American consumers deserve better and, as soon as they learn how bad the 
situation really is, I am confident they will demand better. 

I would also note that the current Majority in Congress is clearly not prepared to 
appropriate funds needed to protect Americans from unsafe food. Funds for the 
President's food safety initiative were recently zeroed out by a Senate Appropriations 
Subcommittee, and in the House, only a token amount was appropriated for the food 
safety initiative. A user fee on imported food, like the user fee in the Imported Food 
Safety Act, would ensure that FDA has much needed resources to protect American 
consumers from unsafe imported food. 
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The General Accounting Officers (GAO) April 1998 report on food safety confirms that 
the Federal govemment cannot ensure that imported foods are safe. 

According to GAO, the volume of imported food has doubled over the last five years 
while the number of Food and Drug Administration (FDA) inspections has decreased 
during this same pejiod of time.. ^ 

Thirty eight percent ofthe fruits and twelve percent of the vegetables consumed annually 
by Americans are imported. FDA inspects less than two percent of all imported food 
shipments. Less than two tenths of one percent of imported fhiits and vegetables are 
tested for microbial contamination. FDA's current tests for the presence of microbes in 
food can take up to two weeks to produce results. Some microbes have developed 
mutations that allow them to evade detection. 

According to GAO, "up to 81 million cases of foodbome illnesses and as many as 9,100 
deaths from these illnesses occur each year." The.U.S. Department of Agriculture's' 
Economic Research Service estimates "the costs for medical treatment and productivity 
losses associated with these illnesses and deaths range from $6.6 billion to $37.1 billion." 

Foodbome illness is a hazard to all Americans, but more so for our most vulnerable 
populations. Examples include people living with HIV/AIDS, persons receiving 
chemotherapy, young children, pregnant women, and the elderly. 

The GAO reported that FDA's procedures for ensuring that unsafe imported foods do not 
reach consumers are vulnerable to abuse by unscrupulous importers. In some cases, when 
FDA decides to inspect shipments, the importers have already marketed the goods. 

According to GAO, some importers ignore FDA's orders to return, desfroy or re-export 
their shipments. 

In fiscal year 1997, ALL of the microbiological samples FDA collected and tested were 
in response to food bome illness outbreaks. NONE was for preventive detection. 

In a recent letter, FDA said "FDA has NO assignments for monitoring imported fresh 
fruits and vegetable for presence of pathogenic microorganisms." [emphasis added] 

According to the same letter, FDA stated that there is a "critical need for rapid, accurate 
methods to detect, identify and quantify pathogens.... the methods for detecting a wide 
range of bacterial, viral and parasitic pathogens in or on fresh finits and vegetables are 
limited..." 
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Exactly one year ago today, I was invited to thc Nationai Press Club to talk about holiday 
food safety. I am delighted to be invited back again today. Cleariy, there is no better time to talk 
turkey about food safety than right before lhe holidays. 

Holidays arc a fun time, a family time, with a family feast frequently being the major 
event. However, i f our holiday chefs forget the basics of safe Ibod handling, your family feast 
(xiuld become a family disaster. While no one invites Salmonella or Campylobacter home for 
the holidays, constuncrs must expect these unwelcome guests every time they bring home a 
turkey. If precautions aren't taken, families eould find themselves sharing the misery of Ibod 
poisoning insleiid of gathering around thc fireplace or thc piano. Food poisoning can have 
particularly severe consequences for the youngest and the oldest members ofthe family. 

Before we talk about thc "hows" of preparing safe feasts, let's talk about the "whys." The 
big name in bad actors this year is ''Campylobacter," a bacterium primarily associated wilh 
poultry products. There is a lot of bad news about Campylobacter this year: 

• First, Campylobacter is present on thc vast majority of poultry products. l"hc 
most complete govemment survey ever done of tuikeys, published by the US 
Department of Agriculture in August, Ibund that 90 percent of the turkeys tested 
in 1996 and 1997 were contaminated with Campylobacter. It is present in a high 
proportion of chickens as well.' While these data were collected before the new 
system for minimizing hazards in meal and poultry started in the largest plants, 
there is little evidence that Campylobacter contamination has been reduced, llie 
best data available on that point are fi-om tests conducted by Consumers Union on 
1,200 chickens and reported in the October 1998 issue of Comumer Reports 
magazine. The percent ol"chickens contaminated with Campylobacier actually 
seemed to increase between October 1997 and May/June 1998 even while the 

' U .S Departmenl of Agriculture, Nationwide Younff Turkey Microbiological Uaseline Data Collection 
Program. Augwii 1996-July 1997, (Washington, DC: U.S. Department of Agriculture, August 1998); U.S. 
Department of Agriculture, Naliorrwide Broiler Chicken Microbiological Baseline Data Collection Program. July 
1994 - June 1995, (Washington, DC: U.S. Department of Agriculture, April 1996). 

^ 
T(..i: (,:>{y?.) i m . 9 i : io 

Fax; (202) 265 4954 Sidle ;)()() Mi(;lui«l V. .T;if:oh«on. I'h.l). 
I lomu Vi^n: www.cspiiiHl .(>i>< 1,̂ 75 Cotuie(;l.i(;iil, Ave,., N.W. Ex(H:iii.iv<- Director 
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prevalence of Salmonella was declining.̂  While il is premature lo draw any firm 
conclusions from tho.se data, it is clear that consimiers must still take precautions. 

• Second, Cflw ôy/oAflc/ffr is the number one cause of bacterial foodbome illness. It 
surprised everyone when FoodNet, the Center for Disease Control and 
Prevention's new surveillance system for foodbome pathogens, identified this 
bacterium as the most commonly diagnosed cause of diarrheal illness.̂  

Tiiird, Campylobacter can lead to temporary paralysis, sunilar to polio. 
Campylobacter infections have been linked to a serious neurological disease 
called Guilluin-Barre syndrome. Symptoms include ntunhness, pain, progressive 
weakness, and ultimately paralysis. ' 

Campylobacter is not the only problem wilh turkey. The same govemment survey ol" 
turkeys I mentioned earlier also examined how many types of harmful bacteria were carried on 
turkeys. Over 97% of turkeys in this ruitionwide survey were contamiimted with at least one type 
of harmful bacteria, and three out of four turkeys carried two or more types of harmful bacteria.' 
Clearly, this is no time to lower the safeguards in the kitchen. While it is imperative that the 
industry and the govemment work to ensure safer turkeys, consumers remain the last line of 
defense against food poisoning. Let me give you some practical tips. 

To en.sure that dangerous bacteria don't contaminate other foods, keep your turkey 
double-wrapped in your refrigerator or freezer. Make certain that when you are handling the 
turkey, your counters are clear. Fverything that touches the raw or partially cooked turkey needs 
to be scrubbed thoroughly with warm, soapy water. This includes your hands, thermometers and 
any other implements that touch the turkey. 

Proper defrosting is critical to ensure thorough cooking. Move your twenty-pound 
turkey from the freezer to the refrigerator on Sunday. Earlier for a bigger one; later for a smaller 
one. 

Thermometers help take thc guesswork out of food safety. In addition, thermometers arc 
getting faster and easier to read. I lere are some examples of instant-read dial thermometers or 

"A Fresh Look at Chicken Safety," Consumer Reports, October 1998, pp. 26-27. 

^ Centers for Disease Control and Prevention, "FoodNet: 1997 Surveillance Results," April, 1998, pp. 3-t. 

^ Jeaii C. Buzby, Tanya Roberts, and Ban Mishu Alios, Estimated Annual Costs oJ Campylobacter-
Associated Guillain-Barre Syndrome, (Washington. DC; U.S. Department of Agriculture, Economic Research 
Service, July 1997), pp. iii, I. 

" U.S. Department of Agriculture, Nationwide Young Turkey Microbiological Baseline Data Collection 
Program, August 1996-Juiy 1997, (Washington, DC: U.S. Department of Agriculture, August 1998), p. 8. 

2 
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instant-read digital thermometers. These are highly reliable and easy-to-use. Ovcn-safc 
thermometers are also convenient because they can stay in thc oven while the turkey cooks. 
One new type of thermometer that deserves mention is the T-stick disposable thermometer. T hey 
are good for checking humbiu-gers, though they won't help much with your Thanksgiving 
turkey.** 

Don't forget to calibrate before you celebrate. Before you put that thermometer in the 
turkey, lake a minute to calibrate it in a cup of crushed ice topped off with tap water. Put lhe lip 
in the ice water at least two inches deep but without touching either thc side or the bottom of the 
cup. Then, check that it reads 32ufter 30 seconds.' 

The best place to check the turkey is on the thickest part ofthe thigh, not touching the 
bone. Checking it in several places is safest. When the thermometer reads 180°F, your turkey is 
done." We recommend you use a thermometer even if your itirkey has a pop-up timer, because 
the pop-up variety may not always be accurate. 

Be sure that your stuffing reaches 165 °F.' Warm, moist stuffing on the inside ofa turkey 
is a great place for bacteria to grow. If you don't have a thermometer, be sure to thoroughly heat 
your stuffing on the stove after removing it from thc turkey, or better yet, cook it on the stove 
instead of in the turkey. 

All those steps will pay off with a healthy and worry-fi-ee holiday celebration. Atler all, a 
big serving of delicious, properly eooked turkey, handled wilh care in the kitchen, is harmless, 
except maybe for your waistline. 

Turkey isn't the only food lhat could pose a hazard to your holidays. Rggs and 
unpasteurized cider are still risky, as well. However, things arc improving, llie Food and Drug 
Administration's (FDA'.s) new regulation for juices means that more cider is being pasteurized or 
otherwise processed to eliminate bacteria.'" This govemment action could virtually eliminate 
food poisoning outbreaks from unpasteurized juices. 

Food Safety and Inspection Service. U.S. Department of Agriculture, "Kitchen Thermometers," 
leehnieal Information from FSIS, (Washington, D C : U.S. Department of Agriculture, October 1997), p. 4, 
Lhcrcaller referred to as Kitchen Thermometer.s\. I -Stick disposable thermometers indicate above or below 160°F, 
and do not reach the high temperature needed to test whether a turkey is done. 

Kitchen Thermometers, p. 7. 

Kitchen Thermometers, p. 7. 

Kitchen Thermometers, p. 7. 

8 

9 

10 r)epartment of TTealth and I himan SeTvice.s, Food md Drag Adtninislration, "l-'ood Labeling: Waming 
and Notice Statement; labeling of Juice Products," Federal Register, Vol. 63, No. 130 (1998), pp. 37030-37056. 

3 
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Raw eggs frequently show in desserts and eggnog. Shell eggs arc still not safe to use 
in those recipes because they may be contaminated with Salmonella. Consumers can avoid those 
problems by using pasteurized egg products, like Egg Beaters, in recipes that call for raw or 
partially cooked eggs. 

There is a lot that umsumers and lhe food industry can do to make food safer. In addition 
the government, has a critical role to play. 

This year, the revolution in Ibod .safety is called IIACCP ("hassip"), the acronym for 
Hazard Analysis and Critical Control Point systems. Last December, the Food and Dmg 
Administration implemented IIACCP systems in 3,800 seafood plants." In January, the U.S. 
Department of Agriculture (USDA) implemented HACCP in the 300 largest meat and poultry 
slaughter and processing plants.'' Another 3,000 small and medium-si/ed meat and poultry 
plants will start using the new system in January. Let's review how this new system has 
performed and whal it says about the current govemmeni programs fbr ensuring a safe food 
supply. 

There were few surprises with respect to implementing HACCP in large meat and poulUy 
plants. At six months, the industry had a 93% compliance rate.'̂  In thc six-month progress 
report, government data showed that Salmonella contamination in chicken was cut in half, from 
20% to 10%. Other meat and poultry products also showed improvement in Salmonella 
contamination rales following HACCP implementation.''' Salmonella is thc only pathogen that is 
being used to measure HACCP's effect in meat and poultry plants. As I discussed earlier, there 
is no evidence that Campylobacter contamination has declined under HACCP. 

In comparison with thc large meat and poultry plants, the seafood industry has done a 
dismal job in implementing the new HACCP systems. Last January, FDA required 3,800 
seafood processors, both large and small, to develop and implement HACCP plans. Unlike 
USDA, FDA doesn't inspect sealbod plants daily. Furthemiore, the agency chose not to require 

'' Deparuncnt of Health and Human Services, Kood and Drug Administration, "Procedures for the Safe 
and Sanitary Processing and [iiipurling uf Fish and Fishery Producls; Final Rule." Federal Register, Vol. 60, No 
242 (1995), pp. 6S096-65202. 

'̂  U.S. Department of Agriculture, l-ood Safety and Inspection Service, "Pathogen Reduction; Hazard 
Analysis and Critical Control Point (IIACCP) Systems; Final Rule," Federal Regis-tcr Vol 61 .No 144 pp 38806 
.38989. 

'•̂  "HACCP Implementation in Small PlanLs ~ Thc Role of FSIS," Remarks prepared for delivery by 
Thomas J. Billy, Administrator, Food Safety and Inspection Service, U.S. Department of Agriculture, before the 
Small Plant HACCP Implementation Meeting, September 19, 1998, Raleigh, NC. Available at 
<hnp://www.fsis.usda.gov/OA/spccchcs/smal[plant.hlm>INTERNET. 

''' "Clinton Administration's New Food Safety System Reduces Threat a{Salmonella," U.S. Department of 
Agriculture News Release No. 0394.98, September 28, 1998. 

4 
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any pathogen-reduction standards or testing. Within six months of implementing the system in 
the sealbod industry, only 30% ofthe seafood plants that FDA visited were in compliance with 
thc new HACCP system. 1 he Ff3A found that 70% of the .seafood planis had "serious" or 
"critical" violations of the I IACCP mle. Forty percent of those plants were not even 
implementing thc new requirements. For imported seafood, the record was even worse. Kighty 
percent of seafood importers had "serious" or "critical" violations,'̂  

The lessons from the differing performance of the meat, poultry, and seafood industries 
arc clear. Wc cannot rely t)n an indu-stry hont)r system to ensure the safety of food. For these 
new HACCP food-safety systems to work, they must be combined with a strong inspection force 
and standards for the reduction of microbial and other hazards. 

Finally, let's review Congress' record of accomplishment in addressing Pood safety 
issues. In 1997, we had the largest-ever recall of ground beef In response, thc Clinton 
administration asked Congress to give USDA thc authority to mandate recalls and to fine 
companies that violate food-safety laws." Congress did nothiug. 

For two years, imported raspberries contaminated with a parasite made thousands of 
people sick, and tainted strawberries grown in Mexico showed up in thc school lunch program, 
sickening hundreds of school children. In response, the Clinton administration asked Congress 
to give FDA the authority to go to foreign countries to see how thc imported food was being 
produced.'̂  Again, Congress did nothing. 

In August, the National Academy of Sciences issued a scathing report on the eondition of 
the current programs to regulate food safety, saying that the programs are based on laws that arc 
"inconsistent, uneven, and at times archaic.""' It said that those laws "inhibit use of 
science-based decision-making."" Two forward-thinking members of Congress, Senator Richard 

"FDA's Reflection on HACCP Implementation," Remarks of FDA Representative before thc 85th 
Annual Intemational Association of Milk, Food and Hnvironmental Sanitarians Meeting, Nashville, TN, August 17, 
1998. 

16 'Food Safety Enforcement Enhancement Act of 1997," 105th Cong., Ist Sess., S. 1264. 

" "Safety of Imported Food Act of 1997," !05th Cong., I st Sess., HR 3052. 

18 

Inslitute oI'Medicine, National Research Council, Ensuring Safe Food From Produclion to 
Con.iumption, (Wa.shington, DC: National Academy Press, 1998), p. 9. 

Ibid 
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Durbin of Illinois and Representative Vic I'azio of California, proposed legislation to combine 
the existing food-safety programs into a single food-safety agency.̂ " Again, Congress failed to act. 

liven the Clinton administration's request for new food-safety funding lo enhance 
inspection, research, and education at first met a tepid response. ITie House originally approved 
only $18 million of lhe $101 million request, and the Senate was poised to approve even less, 
$2.6 million. After a team of Democratic Senators led by ScnaU)r Torn Harkin of Iowa forced a 
fioor vote, the Senate increased the amount of new fiinding for food safety from $2.6 to $68 
million.̂ ' In negotiations over the linal budget, the Clinton team demanded even more for 
consumers, and, in a significant turn around, the final bill provided $75 million in new food-
safety ftmding. 

Food safety is truly a kitchcn-tablc issue for the American public. I hope that the next 
Congress will complete the work that needs to be done if Americans are to have safe food, not 
only on Thanksgiving Day, but every day ofthe year. 

20 

"Safe Food Act of 1997," 105th Cong., 1st Sess., HR 2801; S. 1465. 
21 

Congressional Record, 105th Cong. 2d. Sess., July 16, 1998, pp. S8329-S8330. 
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How Hazardous Is Your Turkey? 
CSPI Says 'Handle With Care' 

Thanksgiving 'Guests' May Include 
Salmonella and Campylobacter 

Washington, DC-Dcspite recent reports about how new government programs have reduced 

Salmonella contamination on poultry, this Thanksgiving is no time to be lax about food safety. In tact, 

the best data available indicate that more than nine out often turkeys carry bacteria that could cause food 

poisoning, according to Caroline Smith DeWaal, director of food safety for the Center for Science in the 

Public Inlerest (CSPI). 

"While no one invites Salmonella or Campylobacter home for the holidays," said DeWaal, 

"consumers must expect these unwelcome guests every time they bring home a nirkey." 

A leading consumer analyst of laws and regulations governing food safety, attomey DeWaal was 

the >oming newsmaker" at the National Press Club loday. She reviewed recently released data on the 

contamination rates of turkeys and on the successci.- and failures ofthe first year's operation ofthe new 

federal food-safety system, called the Hazard Analysis and Critical Control Point (HACCP) system. 

DeWaal reported that a major U.S. Deparlment of Agriculture (USDA) survey of turkeys 

conducted in 1996-1997 found that Campylobacter was present in 90 percent ofthe turkeys tested. 

USDA's survey tbund lhat 97% of turiceys were contaminated with one or more of five types of 

dangerous bacteria. Tlie data were collected before the HACCP system was implemcnied in large meat 

and poultry plants, including many turkey plants, but there is no evidence that Campylobacter 
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CSPI recommends the following precautions: 

• Keep your turkey double-wrapped in plastic bags in your refrigerator or freezer. 
Anything and everythmg that touches the raw or partially cooked turkey needs to 
be scrubbed thoroughly with warm, soapy water. Move your twenty-pound turkey 
from the freezer to the refrigerator on Sunday - a day eariier if it's heavier and a 
day later if it'.s lighter. 

• Use a meat thermometer even if your hirkey has a pop-up timer, fhe best place to 
check thc turkey's temperature is on the thickest pait ofthe thigh, not touching thc 
bone. Checking in several places is safest. When the thermometer reads 180°F, 
the turkey is done. Stutling must reach 165°F to assure il is safe, especially if it is 
cooked inside thc turkey or contains raw eggs or oysters. 

• Raw eggs ~ which may be used in desserts and eggnog ~ and unpasteurized cider 
may be contaminated with dangerous bacteria. Use pasteurized egg products (like 
Eggbeatcrs) in recipes that call for raw or partially cooked eggs. Also, avoid 
impasteurized juices or heal them to a low boil. 

"All those steps," said DeWaal, "will pay off with a healthy and worry-free holiday 
celebration." She added that, although there is a lot that consumers and the food industry can do 
to make food saltir, the government "has a critical role to play, too." 

DeWaal compared the performance ofthe new HACCP systems in place for meat, 
poultry, and seafood. Last January, the USDA implemented the new HACCP systems in the 300 
largest meat and pouhry slaughter imd processing plants. Government data for the first six 
months ofthe USDA program, said DeWaal, found a 93% comphance rate. Under that program 
the average Salmonella contamination rate in chicken had been reduced by half, from 20% down 
to 10%. She added that ttirkey and red meat also showed improvement. 

"Compared with the large meat and poultry plants, the seafood industiy has turned in a 
dismal performance," said DcWaal. Last December, thc Food and Drug Administration (FDA) 
implemented IIACCP systems in 3,800 seafood plants. FDA chose not to require any pathogen-
reduction standards or testing. Within six months of implementing the HACCP system, only 
30% ofthe seafood plants that FDA inspected were in compliance. FDA found that 70% ofthe 
domestic seafood plants it inspected had "seriotw" or "critical" violations. Importers did even 
worse. 

"The lessons from HACCP implementation in the meat, poultry, and seafood industries 
are clear," said DeWaal. "We can't rely on an industry honor .system to ensure the safely of food. 
For HACCP food-safety systems to work, they must be combined with a strong in.spection force 
and standards for the reduction of microbial hazards." 

DeWaal discussed Congress' record on food-safety isijues. While Congress did provide 
$75 million in new food-safety funding for the National Food Safety Initiative, she noted that it 
failed to enact mandatory recall legislation, failed to pass a bill lo improve the safely oflmported 
food, and failed to create a unified agency to oversee food safety. 
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contamination has declined. 

Campylobacter is the number-one cause of bacterial food poisoning, according to the Centers for 

Disease Control and Prevention (CDC). Campylobacter cati also cause a serious neurological disease 

called Guillain-Barr̂  syndrome, which can lead to temporary paralysis, similar to polio. 

"The latest government data show that this is no time to lower the safeguards m the kitchen," she 

said. "While it is imperative that the industiy and the govemment work to ensure safer turkeys, 

consumers remain the last line of defense against tbod poisoning." 

—more— 

) 875 Connecticut Avenue, N.W. / Suite 300 / Washington, DC 20009-5728 / (202) 332-9110/ FAX (202) 2(55-4954 
Executive Director: Nfichael F. Jacob.son, Ph.D. 
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"Food safety is truly a kitchen-table issue for the American public," said DeWaal. "1 hope 
that the next Congress will complete the work that needs to be done if Americans are to have safe 
food, not only on Thanksgiving Day, but every day of the year." 

The nonprofit Center for Science in the Public Interest (CSPI) focuses on 
nutrition and food safety. Founded in 1971, CSPI is supported largely by (he one 
million subscribers to its Nutrition Action Healthletter in the United States and 
Canada. CSPI was a major proponent of recent improvements in meat and 
poultry inspection. The organization also is well-known for obtaining nutrition 
labeling on all packaged foods. CSPI accepts no industry or government funding. 

Visit CSPI on the Internet at www.cspinet.org 
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TALKING POINTS-COX NEWSPAPERS* Story on Meat and Poultry Inspection 
Contact: USDA - (202) 720-4150 1/18/98 
Joan Mondschein-(202) 244-3397 or Johna Pierce 410-798-8952 

First, it is important to note that the COX story is not based on the new food safety 
inspection system. In fact, the story is based largely on 1996 events that occurred prior to 
the implemwitation ofthe new food safety requirements. 

Under thc old system of inspection, inspectors would ensure food safety by identifying 
problems and issuing Process Defidency Reports (PDR's). For the plants that were 
described in the article, the feet that inspectors issued PDR's means that they were 
aggresavely doing their job to ensure that food safety standards were met. 

The article incorrectly impUes that unsafe food was allowed to be produced by these plants 
and sent to consumers. No contammated product was allowed to leave the plant. When 
inspectors issue a critical PDR, either the problem is corrected so that the product is safe 
and wholesome, or, if it cannot be made safe, then the product is condemned. 

• The high number of PDR's indicates that inspectors observed problems, documented 
them, and took action to ensure that no unsafe food reached consumers. 

The article misleads readers when it stated that "the plant never missed a day of 
production...because of federal sanctions." 6i feet, although the entke plant was not shut 
down, specific Unes of production that were in violation were shut down for periods of 
time on many occasions, as required to ensure safety. 

On January 27, 1997, the first set of requirements of the new food safety system were 
implemented. Plants were required to develop and maintam Sanitation Standard 
Operating Procedures (SSOP), a definitive system that the plant must foUow to continue 
to operate. 

. Under this approach, ifthe plant fails to effectively implement their system, or if a plant's 
system simply does not meet food safety requirements, FSIS can and does take formal 
action to withhold the mark ofinspection and effectively shut down the plant. 

• This is a fundamental change from the old system of regulation: 
- Previously, plants did not have to maintain effective systems for producing safe food. 

Where there vvere problems, inspectors would issue PDRs and direct the plant to make the 
necessary corrections. And when critical PDRs were issued, no unsafe food was allowed 
to reach consumers. 
-Under the new approach, however, FSIS can shut down a plant until it makes the 

changes necessary to ensure that their systems will produce safe food. 

Since January of 1997, FSIS has taken 20 fonnal actions to withhold the mark of 
mspection and temporarily close down plants due to SSOP system failures. The plants do 
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not reopen until they have fixed their systems and food safety standards are met. 

On December 19, 1997, before the Cox reporters visited the plant, FSIS initiated formal 
action to address repeated SSOP failures in the Tyson plant in Waldron, Arkansas, which 
led to the plant's closure on January 14, 1998. 

In discussmg examples of problems inspectors identified in 1997, the article once again 
incorrectly implies that unsafe product was aUowed to leave the plants. In every instance 
cited by the article, inspectors took action to prevent unsafe food fi-om reaching 
consumers and to correct unacceptable practices by the plants. 

On January 26,1998, the new food safety inspeaion system, called Hazard Analysis and 
Critical Control Points (HACCP), wiU be implemented in all large meat and poultry 
slaughter and processmg plants. 

The COX article suggests that inspectors wiU not be documenting and taking action 
when necessary to address food safety problems. This is wrong. 

-Non-compliance reports (NRs) will replace PDRs as the inspectors' documentation of 
violations of HACCP requirements, in addition to SSOPs and other regulatory 
requirements. 
-FSIS' inspectors will continue to be present day-to-day to verify comphance and take 
direct action when necessary. 
-In their expanded role under HACCP, inspectors will continue to inspect and will 
document violations in writing. Inspectors vM continue to maintain their authority to 
prevent unsafe product fi-om leaving the plant. Inspectors will not only continue to 
document deficiencies, but will document repeated failures, for the purposes of shutting 
down the plant. In short, FSIS has and will continue to take strong enforcement action 
for repeated violations of sanitary or food safety requirements. 

The CUnton Administration has asked Congress for additional enforcement 
authority to fine companies for violations of food safety standards. 

Currently, the Department of Agriculture (USDA) can impose fines against people who 
violate a wide variety of requirements. For example, USDA can fine circuses for 
mistreating elephants, and can fine people who sell undersized potatoes and people who 
don't keep the right paperwork on watermelons. But we can't fine companies that violate 
food safety standards. 

The ability to fine companies that violate food safety standards will make the new food 
safety system even more effective, and we are working hard to convince Congress to give 
us this imfKJrtant power. 

Consumers rightfiilly expect govemment and industry to improve food safety, and the new 
food safety system is a revolutionary improvement over the old system. 
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Food Safety Washington, D.C. 
and Inspection 20250 
Service 

JAN I 8 1998 

Dear Editor: 

As Admmistrator ofthe Food Safety and Inspection Service (FSIS), I feel compelled to 
respond to a recent article which I beheve does your readers a disservice by presenting an 
mcomplete picture of our meat and poultry inspection system. First, in every instance cited by the 
article, inspectors took action to prevent unsafe food from reachmg consumers and to correct 
unacceptable practices by the plants. 

It is important to remember that the story was not about the new food safety inspection 
system, called Hazard Analysis and Critical Control Points (HACCP). In fact, the article is based 
largely on 1996 events that occurred prior to the implementation of the new food safety 
requirements. The fact that a plant vwth over 1,700 regulatory violations was not shut down in 
1996 is a fah criticism. It should have been. The reason it wasn't, however, highlights one ofthe 
important benefits ofthe new food safety system, which we began implementing in January 1997. 

Under the old system, inspectors would impose corrective actions when there were 
violations and prevent unsafe food from reaching consumers, but FSIS would allow plants to 
accumulate large number of deficiencies without taking action to suspend inspection and shut 
plants down. Under the new food safety system, FSIS has a new tool to stop operations where 
there is a pattem of deficiencies and insist on preventive measures to unprove food safety before a 
plant can reopen. 

Inspectors vkdll use non-compliance reports to document food safety violations. Inspectors 
will continue to be present everyday to verify comphance and to take direct action when 
necessary. These actions will lay the groundwork for documenting repeated failures. And where 
there are repeat failures, FSIS can and will take formal action to shut down the plant. 

Your readers should also be aware that the Clinton Administration has asked Congress for 
additional enforcement authority to fine companies fbr violations of food safety standards. The 
Department of Agriculture (USDA) can impose fines agamst people who violate a wide variety of 
requirements. For example, USDA can fine chcuses for mistreatuig elephants, and we can fine 
people who sell undersized potatoes and people who don't keep the right paperwork on 
watermelons. But we can't fine comparues that violate food safety standards. That's just wrong. 

Consumers rightfiilly expect govemment and industry to do a better job to improve food 
safety, and the new food safety system is a revolutionary improvement over the old system. The 
ability to fine companies that violate food safety standards will make the new food safety system 

FSIS FORM 2630-9 (6/86) EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES 
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even more effective, and we are working hard to convince Congress to give us this important 
power. 

Smcerely, 

Tom Billy 
Administrator 



QUESTIONS AND ANSWERS - COX NEWSPAPERS' Story of Meat and Poultry Inspection 
1/18/98 

1. Why wasn't a plant shut down that had over 1,700 violations? 
First, it is important to note that the COX story is not based on the new food safety mspection 
system. In fact, the story is based largely on 1996 events that occurred prior to the 
implementation ofthe new food safety requirements. The fact that a plant with over 1,700 
regulatory violations was not shut down in 1996 is a fair criticism. It should have been. The 
reason h wasn't, however, highlights one of the important benefits ofthe new food safety 
inspection system. 

Under the old system ofinspection, mspectors would ensure food safety by identifymg problems 
and issumg Process Deficiency Reports (PDR's). For the plants that were described in the article, 
the fact that inspectors issued PDR's means that they were aggressively domg theu-job to ensure 
that food safety standards were met. 

2. Did consumers get any unsafe product? 
The article incorrectly unpUes that unsafe food was produced by these plants and sent to 
consumers. No contaminated product was allowed to leave the plant. When inspectors issue a 
critical PDR, either the problem is corrected so that the product is safe and wholesome, or, if it 
cannot be made safe, then the product is condemned. The high number of PDR's mdicates that 
inspectors observed problems, documented them, and took action to ensure that no unsafe food 
reached consumers. 

3. What is an example ofa PDR? 
Examples mclude: unclean equipment, peeUng pamt, mst, product dropped on the floor. 

4. Did the Tyson's plant continue to operate? 
The article misleads readers when it stated that "the plant never missed a day of 
production...because of federal sanctions." In fact, although the entire plant was not shut down, 
specific Unes of production that were m violation were shut down for periods of tune on many 
occasions, as required to ensure safety. 

5. What will the new system do? 
On January 27, 1997, the first set of requirements of the new food safety system were 
implemented. Plants were required to develop and maintain Sanitation Standard Operating 
Procedures (SSOP), a definitive system that the plant must follow to continue to operate. 
Under this approach, ifthe plant fails to effectively implement their system, or if a plant's system 
simply does not meet food safety requirements, FSIS will take formal action to withhold the mark 
ofinspection and effectively shut down the plant. 

On January 26, 1998, the new food safety mspection system, called Hazard Analysis and Critical 
Control Pomts (HACCP), will be implemented in all large meat and poultry slaughter and 
processing plants. HACCP will require plants to meet science-based standards, mcludmg testing 
for microbial contamination, rather than the organoleptic approach ofthe past 90 years. 
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QUESTIONS AND ANSWERS - COX NEWSPAPERS' Stoiy of Meat and Poultry Inspection 
1/18/98 

1 Why wasn't a plant shut down that had over 1,700 violations? 
First it is unportant to note that the COX stoiy is not based on the new food safety mspection 
system In fact, the story is based largely on 1996 events that occurred pnor to the 
implementation ofthe new food safety requirements. The fact that a plant with over 1,700 
regulatory violations was not shut down in 1996 is a fair criticism. It should have be^. The 
reason it wasn't, however. highUghts one ofthe unportant benefits ofthe new food safety 
inspection system. 

Under the old system of mspection, inspectors would ensure food safety by identifying problems 
and issuing Process Deficiency Reports (PDR's). For the plants that were descnbed in the article, 
the fact that inspectors issued PDR's means that they were aggressively domg their job to ensure 
that food safety standards were met. 

2. Did consumers get any unsafe product? 
The article incorrectly implies that unsafe food was produced by these plants and sent to 
consumers. No contammated product was allowed to leave the plant. When inspectors issue a 
critical PDR, either the problem is cortected so that the product is safe and wholesome, or, if it 
cannot be made safe, then the product is condemned. The high number of PDR's mdicates that 
inspectors observed problems, documented them, and took action to ensure that no unsafe food 
reached consumers. 

3. What is an example of a PDR? 
Examples include: unclean equipment. peeUng paint, mst, product dropped on the tloor. 

4. Did the Tyson's plant continue to operate? 
The article misleads readers when it stated that "the plant never missed a day of 
production because of federal sanctions." In fact, although the entire plant was not shut down, 
specific lines of production that were in violation were shut down for periods of tune on many 
occasions, as required to ensure safety. 

5. What will the new system do? 
On January 27. 1997. the first set of requirements of the new food safety system were 
implemented. Plants were required to develop and mamtain Sanitation Standard Operating 
Procedures (SSOP), a definitive system that the plant must foUow to continue to operate. 
Under this approach, ifthe plant fails to effectively implement their system, or if a plant's system 
simply does not meet food safety requirements, FSIS will take fonnal action to witiihold the mark 
ofinspection and effectively shut down the plant. 

On January 26, 1998, the new food safety inspection system, called Hazard Analysis and Critical 
Control Points (HACCP), will be implemented in aU large meat and poultry slaughter and 
processing plants. HACCP wiU require plants to meet science-based standards, including testing 
for microbial contamination, rather than the organoleptic approach ofthe past 90 years. 
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Non-compliance reports (NRs) will replace PDR's as the mspectors' documentation of 
violations of HACCP requirements, in addition to SSOPs and other regulatory requirernents. 
FSIS' inspectors will continue to be present day-to-day to verify comphance and take direct 
action when necessary. 

In theu- expanded role under HACCP. mspectors will continue to mspect and document violations 
in writing. Inspectors will continue to maintain their autiiority to prevent unsafe produa from 
leaving the plant. 

Inspectors will not only document deficiencies, but wiU document repeated failures, for the 
purposes of shutting down the plant. In short, FSIS has and will continue to take strong 
enforcement action for repeated violations of sanitary or food safety requirements. 

6. How is this difTerent than the old system? 
This is a fundamental change from the old system of regulation: 
Previously, plants did not have to maintain effective systems for producing safe food. Where 
there were problems, inspectors would issue PDR's 'and direct the plant to make die necessary 
corrections. And when critical PDR's were issued, no unsafe food was allowed to reach 
consumers. Under HACCP, however, FSIS can shut down a plant until it makes the changes 
necessary to ensure that their systems will produce safe food. 

7. How often has FSIS shut down plants since January of 1997? 
Since January of 1997, FSIS has taken 20 formal actions to withhold tiie mark of mspection and 
temporarily close down plants due to SSOP system failures. The plants do nOt reopen until they 
have fixed their systems and food safety standards are met. 

On December 19, 1997, before the Cox reporters visited the plant, FSIS mitiated formal action to 
address repeated SSOP failures m the Tyson plant in Waldron, Arkansas, which led to tiie plant's 
closure on January 14, 1998. 

8. The COX article quoted an inspector as saying that he won't have to document problems 
under the new system. Is this accurate? 
Far from it. Non-compUance reports -NRs - will replace PDR's as tiie inspector's 
documentation of violations of HACCP requirements, in addition to SSOPs and other regulatory 
requirements. FSIS mspectors will continue to verify compliance day- to- day and will take duect 
action when necessary. 

9. Why has the Clinton Administration asked Congress for additional enforcement 
authority to fine companies for violations of food safety standards? 
Currentiy. the Department of Agriculture (USDA) can hnpose fines against people who violate a 
wide variety of requirements. For example, USDA can fine circuses for mistreatuig elephants, and 
can fine people who seU undersized potatoes and people who don't keep tiie right paperwork on 
watermelons. But we can't fine companies that violate food safety standards. 

The abihty to fine companies tiiat violate food safety standards will make the new food safety 



• 1 ; O 1 : 3 7 P M ; U S D A F S l S OA ; > u z & y u -

Non-compUance reports (NRs) will replace PDR's as the mspectors' documentation of 
violations of HACCP requirements, in addition to SSOPs and other regulatory reqmrements. 
FSIS' mspectors will continue to be present day-to-day to verify comphance and take dhect 
action when necessary. 

In tiieir expanded role under HACCP, inspectors will contmue to mspect and document violations 
m writing. Inspectors will contmue to maintam theh authority to prevent unsafe product from 
leavmg the plant. 

Inspectors will not only document deficiencies, but will document repeated failures, for the 
purposes of shutting down tiie plant. In short, FSIS has and will contmue to take sti-ong 
enforcement action for repeated violations of sanitary or food safety reqmrements. 

6. How is this difTerent than the old system? 
This is a fundamental change from the old system of regulation: 
Previously, plants did not have to maintain effective systems for producing safe food. Where 
there were problems, inspectors would issue PDR's and direct the plant to make the necessary 
corrections. And when critical PDR's were issued, no unsafe food was allowed to reach 
consumers. Under HACCP, however, FSIS can shut down a plant untU it makes the changes 
necessary to ensure that their systems will produce safe food. 

7. How often has FSIS shut down plants since January of 1997? 
Since January of 1997, FSIS has taken 20 formal actions to witiihold the rnark of mspection and 
temporarily close down plants due to SSOP system failures. The plants do not reopen untU they 
have fixed their systems and food safety standards are met. 

On December 19, 1997, before the Cox reporters visited tiie plant, FSIS mitiated formal action to 
address repeated SSOP failures m the Tyson plant in Waldron, Arkansas, which led to tiie plant's 
closure on January 14. 1998. 

8. The COX article quoted an inspector as saying that he won't have to document problems 
under the new system. Is this accurate? 
Far from it. Non-comphance reports -NRs - will replace PDR's as the uispector's 
documentation of violations of HACCP requirements, in addition to SSOPs and other regulatory 
requirements. FSIS mspectors will continue to verify comphance day- to- day and wUl take dhect 
action when necessary. 

9. Why has the Clinton Administration asked Congress for additional enforcement 
authority to fine companies for violations of food safety standards? 
Currently, tiie Department of Agriculmre (USDA) can unpose fines agamst people who violate a 
wide variety of requhements. For example, USDA can fine circuses for mistreating elephants, and 
can fine people who sell undersized potatoes and people who don't keep tiie right paperwork on 
watermelons. But we can't fine companies that violate food safety standards. 

The abiUty to fine companies that violate food safety standards wiU make the new food safety 
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system even more effective, and we are working hard to convince Congress to ^ve us this 
important power. 

10. What has the Clinton Administration done to strengthen food safety? See attached 
summary. 
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Clinton Administration Accomplishments In Improving Food Safety 

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

* May 1997 Administration announces comprehensive new initiative to miprove die 
safety of nation's food supply - "Food Safety from Fann to Table" - detailmg a $43 million 
food safety program, mcluding measures to improve surveillance, outbreak response, education, 
and research. 

• Januaiy 1997 President announces new Early-Waming System to gatiier critical 
scientific data to help stop food bome disease outbreaks quickly and to unprove prevention 
systems further. 

• August, 1996 President signs Safe Drinking Water Act of 1996. The law requires 
drinking water systems to protect against dangerous contaminants like cryptospondium, and 
gives people the right to know about contaminants m tiieir tap water. 

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

* July 1996 President Clmton announces new regulations tiiat modernize tiie nation's 
meat and poultry inspection system for tiie first time in 90 years. New standards help prevent 
E.coli bacteria contanunation in meat. 

» December, 1995. Admmistration issues new rules to ensure seafood safety. Utilizes 
HACCP regulatory programs to require food mdustries to design and unplement preventive 
measures and mcrease tiie industries' responsibility for and control of tiieir safety assurance 
actions. 

• 1994 CDC embarks on strategic program to detect, prevent, and control emerging 
infectious disease tiireats, some of which are food bome, makmg significant progress toward tius 
goal in each successive year. 

1993. Vice-President's National Performance Review issues report recommending 
govemment and industry move toward a system of preventive controls. 
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Questions and Answers on Food Safety 
January 20,1998 

1^002 

O- What steps is the Administration taking to improve food safety 

Last year wc/ywere able to increase spending on food safety by approximately $40 million, 
This year, our budget will seek an even more substantial increase in resources to improve 
food safety. The resources wall go to a variety of initiatives, including: giving FDA 
authority to prevent the import of produce from countries without safety precautions 
equivalent to our own; hiring FDA inspectors to improve the safety of our nation's fruits 
and vegetables, botii domestic and imported; developmg new ways for federal inspectors 
to detect food-bome ilhiesses in meat and poultry and determine tlie source of 
contamination; improving educational outreach on proper food handling; and expanding 

1^ €©6^5 surveillance activities for food-bome illnessesTj 

A: 

^ \ WJtOiX. _ 1 

Is this a new issue for thc Administration? 

N^>c>ur actions are part of a continuing effort that has seen real accorn^-mnent everj' 
year: 

* Octobeh499'7- President announces new Lnitiative-tD enhance FDA oversight 
over imported foo^5>and to develop guidance on good agricultural and manufacturing 
practices for fiTiits andWetables; to seek legislatkjH^ give FDA the same autiiority tiiat 
USDA has to inspect unp§N§; and to seek fund>«tD greatiy expand FDA's inspection 
force. 

* January, 1997. AdministratiOT^miiiounces comprehensive new initiative to 
improve the safety of nation's foo^pp^j^etailing a $43 million food safety program, 
including measures to improve,̂ iirveillance>(nitbreak response, education, and research. 

August, 1996. P^dent signs Safe DrinkuigWater Act of 1996. The law 
requires drinking waper ;ystems to protect against dâ tgerous contiiminants like 
Cryptosporidium, afid gives people the right to know abtfuj contaminants in their tap 
water. 

Igust, 1996. President signs Food Qualir>' Protection AXon996, which 
streapilmes regulation of pesticides by FDA and EP.̂  and puts impohjmt new public-
hedlth protections in place, especially for children. \v 

Y A 
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July, 1996. President Clinton announces new regulations that m9derTuze the 
natloi^^eat and poultry inspection system for die first time \n9p^f€axs. New standaids 
help preverib^^xoli bacteria contamination in meat. 

* December, 19^SvAdministration issueMl^ rules to ensure seafood safety. 
Utilizes HACCP regulator)̂ "pwgrams totecfuire food industries to design and implement 
preventive measures and increasMiH^ustries' responsibility for and control of tiieh 
safet>' assurance action s. 

1994. CDC ejjibarks on strategic prograh^o detect, prevent, and control 
emerging infectio^J<disease tiireats, some of which ahsfbod bome, making significant 
progress tcwa^ajlhis goal in each successive year. 

i93. Vice-President's National Performance Review issue^^B^ort 
lending govemment and industry move toward a system of prevehtjve controls. 

A. 

A recent story revealed that USDA did not close down a plant despite 1,700 
vioIationSj^What are you doing to make sure our meat and poultry are safe to eatl 

•_/^ T^uv^ 
am committme more We dĉ need to kfpp a »,̂ >r, i-̂ ^p Hr.i-r.Q'-TK^n ĵnh n/ food safew/And I 3~ 

resources than ever to the problem, and modemizing food safety 
vegetables and the water we drink. There are several important 
regard to this specific story. First, iji-c-vcry innuuiLL, Lilnd in 
aotroffto-pievcnl uiibJfe fHod Horn iLadilug Lumuiiieib-and/ 
^ataoticcj by thc plonu Second, tbeitory is based largely^ events 

U.U/wt. w«^W«4he-Administration haft devej^ped tiie Hazard Analysis and Critical Control Points 
f i (HACCP)jwhich we began imojementing in January 1997. Under tiiis systern t̂ho Food 

g<̂ fPty Inrpcction rinrrirni^RTR)in-m-tfriin pr-...nntnt;vn T .̂--HUIIL m im|juuL fuud 
safety- boforo J plant LOII leL^eu. UiidCL I L ^ P iuup^tuii: '.¥111 u^iJ-iiun-coniplijncc- j / 

l^Thow actions .̂'.-ill la>' the greuarj-̂ vorV formal document food^fety violation^Thooo actionc v.-ill la}' the grfliind-^vnrk 
dnnimnntinr rrr-nt"^ fT/jur^r s-nA nrViar'kthnTr. nr^i pi .ii f^iluiLS. F^IS aad will 
take fefmol action X<{shtt down tiae plant Finally, tiie Admkiistration has asked 
Congress for addition J enforcement aijAority to fme companies for violations of food 
safety standards. Currently, LlSSĵ Ccan't fine companies that violate food safety 
standards 



Questions and Answers on Food Safety 
January 19,1998 

Q: What steps is the Administration taking to improve food safety? 

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

Q. A recent story revealed that USDA did not close down a plant despite 1,700 
violations. What are you doing to make sure our meat and poultry are safe to eat? 

A. We have to keep improving our food safety systems. And I am committing more 
resources than ever to the problem, and modernizing food safety for meat and fmits and 
vegetables and the water we drink. There are several important facts to remember in 
regard to this specific story. First, although the inspectors did not close the plant — and in 
my view that was a wrong decision ~ they did take actions to correct the plant's bad 
practices and to prevent all unsafe food they found from reaching the public. Second, 
those events occurred in 1996 ~ before my Administration began implementing the 
Hazard Analysis and Critical Control Point (HACCP) system for meat. Under this 
system, inspectors will document food safety violations; they will shut down the plant 
where there are repeat failures; and they will insist that the plant take a wide range of 
measures to prevent any future contamination before the plant can reopen. Finally, the 
Administration has asked Congress for additional enforcement authority to fine 
companies for violations of food safety standards. Currently, USDA can't fine companies 
that violate food safety standards. 
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THE WHITE HOUSE 
Office of the Press Secretary 

For Immediate Release October 2, 1997 

REMARKS BY THE PRESIDENT 
ON FOOD SAFETY REGULATIONS 

The Rose Garden 

10:59 A.M. EDT 

THE PRESIDENT: Thank you, Mr. Vice President, Secretary Shalala, Deputy Secretary 
Rominger, Cathie Woteki, Dr. Friedman, all the representatives of the groups that have 
helped us come to this day. 

Our government made a fundamental promise to the American people ofa bountiful and 
safe food supply way back at the begimiing of this century. It is a promise that we have had 
to renew our commitment to periodically over the years, and a promise that needed a lot of 
work when I became President. From the day 1 took office, I worked very hard to honor that 
commitment, to make our food supply — the worid's safest ~ even safer. 

In 1993, the Vice President's national performance review recommended an overhaul of our 
food safety procedures so that we could use the best scientific teclinology available in 
inspeciion methods, to make sure that we had put in the best preventive controls to keep our 
food supply the world's safest. 

Since then, we have taken major steps. We first put in place rigorous new safety standards 
for seafood, meat and poultry products, throwing out archaic and ineffective methods of 
inspection that had not been updated for neariy a century. We've required slaughterhouses to 
test for deadly E. Coli and salmonella bacteria. We've begun developing new safety 
standards for fruit and vegetable juices. We've strengthened our system of guaranteeing that 
our drinking water will remain safe, and improved public health protections for pesticide 
uses on food. And we brought a host of federal agencies together to boost food safety 
research, education and surveillance efforts around our nation. In so doing, we're using the 
world's best science to help prevent food contamination tragedies before they happen, to 
make sure our r,upply cf food IG as safe as it can be 

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

Today, 1 want to tell you the new steps we're taking to ensure that our fruits and vegetables, 
including those imported from other countries, meet the highest health and safety standards. 
First, I'm asking Congress to give the Food and Drug Administration the power and the 
obligation to ban the importation of fruits, vegetables and other foods from countries whose 
safety precautions do not meet American standards. This new law would be similar to a law 
that already requires the United States Department of Agriculture to keep meet and poultry 
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from countries with inferior food safety systems out of our stores. 

In my next budget, I will provide enough funds to ensure that the FDA can fully implement 
this new legislation by dramatically expanding its international food inspection force. With 
these 

efforts, we can make sure that no fruits and vegetables cross our borders, enter our ports, or 
reach our dinner tables without meeting the same strict standards as those grown here in 
America. Our food safety system is the strongest in the world, and that's how it's going to 
stay. 

I'm also directing the Secretary of Health and Human Services and the Secretary of 
Agriculture to work together in close cooperation with the agricultural community to 
develop the first-ever specific safety standards for the growing, processing, shipping and 
selling of fmits and vegetables. These standards will address potential food safety problems 
throughout the production and distribution system, and they'll improve the sanitation and 
safety practices of all those seeking to sell produce in the United States market. 

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

Being a parent is perhaps the toughest job in the world. Our parents deserve the peace of 
mind that comes from knowing the food they set before their children is safe. With today's 
new actions, we can help make their jobs much easier. 

And, again, let me thank all of those who were involved in this effort as I sign this order. 
Thank you very much. 

(The order is signed.) 

THE PRESIDENT: Thanks. (Applause.) 

Q Mr. President, will you be using the line item veto 

THE PRESIDENT: Excuse me? 

Q Will you be using the line item veto on any ofthe appropriations bills that you've just 
passed — that you've just signed? 

THE PRESIDENT: Well, let me say, I have received only — I've received one memorandum 
for my staff on one bill. And that came in late last night, so 1 haven't read it. But I will 
consider it ~ as the bills come in, 1 will ask for a review ofthe potential uses by specific bill 
and make judgments as we go along. 1 have nothing to report at this time, because I have 
received only one memorandum and i haven't read it. 

Q What about the census, sir? Do you have any concerns conceming the Commerce bill and 
the particular ways that the money will be used for the census? 

THE PRESIDENT: Well, my feeling is lhat we ought to do the census as well as we can. I 
don't think this is a complicated issue. The National Science Foundation has recommended 
this statistical sampling method. The man who did President Bush's census says that it's the 
only way lo get the most accurate count. 1 just want lo do whatever the Census Bureau 
believes, the full-time professionals, believe is the mosl accurate thing to do. 

1 think Ihat's a heavy constitutional responsibility we have, lo conduci a census that is as 
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the i m p o r t a t i o n of p o t e n t i a l l y unsafe fo r e i g n produce. My Fi s c a l Year 1999 
budget w i l l provide the necessary funds t o enable the FDA to expand 
d r a m a t i c a l l y i t s i n t e r n a t i o n a l food inspection force. With t h i s g r e a t l y 
increased a b i l i t y to inspect food safety conditions abroad and at points of 
entry, the FDA w i l l be able to determine when to h a l t the im p o r t a t i o n of f r u i t s 
and vegetables from f o r e i g n c o u n t r i e s . 

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

more 

(OVFR) 

2 

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

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

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

WILLIAM J. CLINTON 

-'Wiriinif 
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accurate as possible based on what the professionals say. This ought lo be a professional, 
not a political judgment. And that's the position I will take throughout. 

Q Mr. President, did the Democratic Party send money lo the states because of federal 
election law restrictions? 

Q Mr. President, there are fresh fruit and vegelables producers lhat are saying — 

THE PRESIDENT: Well, wail a minute. I'll take both of Ihem. Go ahead firsl. 

Q There are fresh fruit and vegetable producers lhat are saying lhat you're acting with this 
aclion as the world food police and lhat your aclions here loday are unwarranted and that's 
going lo complicate the trade environmenl. 

THE PRESIDENT: Well, I hope il doesn't complicate the trade environment. But, you 
know, it seems to me that we have no higher responsibility than to protect the heallh and 
safety of our citizens, and everyone who has been following all of your reporting over the 
last four or five years knows that we have had continuing challenges in food safety. We 
have millions of people who gel sick every year. And we're not trying to unfairly target 
foreign producers of food into our markel; we don't ask them to meet any standards we don't 
meet. And indeed, if you look al the actions of this administration over the last four years, 
when we slarted, I think you can make a compelling case that we started working on things 
that were problems coming oul of the American markel first. So I just don't think that's 
right. 

1 don't want it to complicate the trade environment, but I'm nol interested in trade in things 
lhat will make the American people sick. 

Q Mr. President, did the Democratic National Commiilee send money to the stales in order 
lo get around the federal spending limits that went along with accepting federal money for 
the national campaign, sir? 

THE PRESIDENT: It's my understanding lhal everylliing the Democratic National 
Committee did had the prior approval of the lawyers. If they cleared il all in advance, then il 
was perfectly legal. And when this issue was raised about a year ago, the exact issue, I 
believe that that was clarified al lhal lime. I'm sure that they had legal advice that they 
followed, and I believe the Republicans said that they did some of the same things and also 
had prior legal clearance. 

Q Mr. Clinton, do you lhat Mrs. Reno — she's been advised to go forward with the 90-day 
investigation into the fundraising calls of the Vice President — and perhaps Mr. Gore would 
like to comment, loo ~ 

THE PRESIDENT: 1 think that -

Q ~ do you teel that the 90-day investigation would be helpful? 

THE PRESIDENT: Well, if you read the statute, she can consider certain things in the 
90-day period that are nol pennitted in the 30-day period. But 1 think this is a legal question 
and it should be done based on an independent legal review with no pressure from the 
outside, from me or from anyone else. And that's the way i intend lo keep it, at least on my 
part. 

Thank you. 
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DeadTy BacterifiaNewWj 
^1 To Fruit aihiPrdd^ 

By CHRlSTOPHERipiieHLaaiLEAfl^^ 

CdriiliiiiidffjSm Pag/i' -
Anna Grace GImmastad, ' 16 

: months old, was just beglnjiliig to 
.;put har Infant otamp on tha world. 
-She would parrot tha whir of a 
helicopter, pauta; on each .atalr 
step to kiss her parents Uiroiizh 
the banister. 

And every Ume her 
wheeled her past the grocery-
store cooler, she would point ex­
citedly to her favorite: the color-' 
ful, fruity Juices mada by. a Call-' 
fomla company' .OdWalla. that 
promoted Its produeu as soma of 
the nation's freshest and healthl-! 
est. • • 

•To Christy and Chad Gimmes-' 
. tad, who Uve, la . Evans, • Cplo,; 
these fresh-squeezed "• Jiiices' 
seemed natural and nutritious.' 
But In late 1996, Anna became so 
III after drinking Odwalla appla 
Juice that, within two weeks, her 
kidneys gave out, part of her 
brain became clogged with dead 

i criminal charges. 

bureaucracy, "cent^redAati. the Fooil'.^iujd 
5̂ h»'g AdmtalstrtiUon, that ha* ir&iised moi^ 
.M reacting to cutbraak's than ori pre\)eatlhb 

f ile F.DA.;ls responslbls for thVsSiie'tV of 
. foods.eXcept meat, poultryandtggs.'But _ — r - F " " " - ' / • " • U T : B g s . ' D U l 

FRESH HAZARDS 

Firil of three articles. 

blood cells, her heart faltered and 
she died. 

Health authorities' say Anna's 
body collapsed so fast becausa 
the Juice had been contaminated 
with an Increasingly troublesome 
h«afd In America's looa • sys­
tem: a strain of b«ct«rl» known 
as E. coll 01S7:H7. The authori­
ties say that while Odw^lU was 
marketing Its products as pre-
mluni sources of nourishment, 
the fait-growtng company had 
significant flaws in Us safety 
practices — weaknesses thaf may 
have allowed tainted appfe to 
contaminate some of Its Julco ahd 
caused 70 people to become sick 

Interviews with former Od­
walla managers and company 
documents show that In the weeks 
before the outbreak, Odwalla 
gan relaxing lu standards on ac-' 
cepting blemished fruit and rein-' 
uig In the authorily of Its own 
safety officials, culminating in 
tense, dramauc moments on the , 
morning of OcL 7, 1998, tho dav 

1 5 , ' e g S S i i S i M ^ ^ f c tne agency lnspec«d Odwalla's 
r e a l S f t h ^ l W ^ I S B S W ^.'coll 

tm- a r e - n o f . ' s , 2 i S M e m on mhwr•Issues and 
• cnitbreak, o a w ^ j S S ' H th.e,company.Ha<?laUed to 

»vn? r . ^? r **" Of IUness. each y e a r i S W t h S I 
b™«k„ n^'iT'Vu""'' ond slmllir out-. tHeyeat But GovenimeSSaU say lha? 
?h^^ocf ii\uatmt Ode of:. I f « than 5 percent of food IUnesses Le ever 
afe^. ,hf i"H'" '° '^ In WPPrted toauthoritlesTo therrely^eavltl safety: thlJ dangerous strain of E, coll has; on estimates. • ' reiy neaviiy 

begun to InfUtrata frish fruit-juices and ' 
vegetables, the very foods that Americans 
are buying more.of to be healthy. 

Since 1993,.when hundreds of people got 
sick from.^ undercooked, l)ambur^ers,' tlie 
public has assoclited the biggest'hazahb 
with ground,,beef. Yet a small, but growing 

told, the; Centers for. Disease Control 
S^T."*'°" E- foil 

,\)IST.H7 Infecu as many as 10,000 Amcri-
Cadif.a' year through meat, produce and 
qftef-means'and: klUs up to SOO It first 
r'15.^'''?.'?'''?^''''-fr''°o<> in 1980, and the 
filfttr^aks/j^RYf cosen more frequent. Sbice 

The nat on's food supply remalns onc of apple'Jiili* or cider. . • 
f^^^h'^^^l .?*'*'-V,^Vt'lh9 «rapha8l3 « • !5<Bits'*t,w-; alarms food ejtp<irts U how 
b u ^ nn'^'^ ^ P^"^ ' -greater fljYWtatlng (he E. coli can l^^cla^l j?foT-
n r ^ r , ^ ^ ™ . ^ ^ ' * '** '^"'•<?''^<'t ««eki thM^n- In the Odwalla < S e 7 l 4 ^ dre^ 
products are as freeiof barmfu[,bacteri«.at[ ^ '̂W '̂hospltallzed with a severe 6iSSd^d 
r.?a n 7 ' * f " . ' ' ' ^ ' " " " ' " K ° " « P™««*» ' 5 ^ ^ ^ h^molytfc "emlc ^ n 
like pasteurization. ,And,whlle. the .food drom9..Amia Qlramesta/was the o i S y X 
na a t T 4 ? r ; ? f '° ^ " ^ ^ ^ but ddctifs say some Sihe others 
fr„™ JiH* ".if^y-^^^i^y ol new products, : «!''«HItely tohavb permanent kidney dam-

the contaminated 
jressed. 

Jiiice • Was 

rom exotic Juices to convenient packs 7t 
fancy premlxcd salads, the Odwalla caae 
shows how some growls and iJrocessors 
are falling to meet the rigorous safety 
standards needed'.io k^ep out dangeroua 
pathogens. »>iiwuj 

It has-also becom<; -cleat that â  more • 
cotnpanles .expand , distribution of their"] P^?'-".Wr'::': < ' ' i - - •• . • . - i ^ ; 
products, unsanitary condlUons In even the \ •̂ -ft>P<^^contamination, .she. added' ""Itn't 
smallest corners of the Industr* can causa lustra Stotaachaclie anymore." ' • 
"^m^^T^ ^'"P"-^ wotherytrlklng ex- A,D.'';fJch4eU..Fh^raat]. me acting com 
saTh^v h f n " ' " I f l health authondes i Foo<t and Drug AdmlSlstra-
say they believe a.small.lettuce producer.-- yp^.^rec^H'iitt'-lhe: hazards ai* Vrowlnt-
operating under conditions cited as blatant- nwd î'th^b^ 

mbre vlgUant and to 
ly unsanitary. - was, responsible for an ' h<'P«W> tn°f« «e8resjlycV' bo'3aid 

.age and other lasting problems. 
, .•jv'.'T1ie;,blggatt problem Ih the food system 
^ J^fiJ no^ .̂'̂ t̂he^Pew-hazar̂  
p;57iK7. said Caroline Smith DeWaal a 
S^'^W?r 'Wyocate. In Washington. "And 

thins Is (he number of 

By diese accounts, production 
managers brushed aside warn­
ings from a young company in­
spector that a batch of apples was 
too rotten to use - some were 
highly decayed and one had a 
worm in It - without taking spe­
cial precautions against contami­
nants. These Issues are being ex­
amined by a Federal grand.Jury , 
In Fresno, Calif., that could,brine ( 

Conlinucdon Pace M 4 -

outbroak of E .coll.OI57.:H7. tha, sickened at 
' N»i V " ^ o l ^ . Connecticut and 
I New York In May and June 1996 
I After, tho outbreak, a team of InvestlKa-

tors found that the.lettuce had been ̂ washed 
and packaged.loss than 100 feet from a 
cattle pen. Altliougli E, coll 0157; H7 orlEt-
natcs In animals ^nd cattle (feces U the 
most common source), there were vIrtuaUv 
no measures to protegt the lettuce 

Until . recently, . tho Government, had' 
shown Hide leadership in deallnc with the 
problems, and there arc deep flaws In thc , c, . • 

»y5}£n:i.!hp.uqguiatci.„,ucii,o(.ai(j nation's ' 

;.Many food companies, especlaUy tha lar«-
eat ones, have taken steps to Improve safety 

_.and the Clinton Administration recently un­
veiled lavpral safety Initiatives. Tha F D A 

/has begun to draft new rules for Juke pro-
yuctlon.- though It faces opposlUori from 
some Juice and cider makers whd maintain 
that unpasteurized products taste better 
and can stiU be made safely, 

• \ Odwalla now says It would never have 
Mid unpasteurized apple Juice If it had 

I .understood the dangers. "Tho bottom line I3 
• that you would have.to say we failed ".said 
Stephen C. Williamson. Odwnlla'i chief ex-

Od-"And those ore hard words ' 
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' • wells alio criticized th» roughly 1400 com­
panies, mostly (arms md roadside, opera-
lions lhat make fresh apple )ulc* and cider 
«5 railing lo h«ed this lesson. 

A clot* look at tha Odwalla c « e shows 
Ihere U little margin tor error In daallni! 
Willi fresh products. While Odwalla had told 
troweri It wanted only tre^plcked apples. 

kL'r .„, ' 'o ^ ' « « in'" 
on fhr^r^^'.^H*"*?^ •P '"" """t had fallen 
?er« nSr̂ m."̂  f"** with leces, possibly from doer 

But former Odwalla managers see an-
other lesson as well: the company thev sav 
was growuie so rapidly that It dW 00^0?; 
enoujh attention 10 »»f,ty 

"In terms ol safet/ It'could have been 
^•proved greatly if w, h>a spent a Uule 

T . ^ ' "!"* " ' " """^ °f Ju«l focusing on 
production," d d Douglas A. Dobb,,?fo " 
mor company planning official. • " ""^ 

Tlie Backdrop • 

Quality Standards 
Vs. Production 

eaX inSi oomplalasd of g l i i ^ l a 
e a ^ I9SJ, tests found low iev«ls of Usteria 
monocytogenes, a patho«ei Aat cin baSS 
pr.gn.nt women. 1„ „ „ „ „ of O d w X ^ 
apple and or«ute Juice. FeSrai Uw b ^ e 

• li« H T / ? ? or drink WM, this itrataoj 
Isteria. But OdWaUa offleltk lay the kweU 

the"eomni^!l?'^' W«l«m«oii .said 
tne company spent laveral mlUloa doUars 
over th, last several years to d p g ^ n W 
equipment and Install new s a f t S ^ ^ 

re aUvely low leveU. "W. thought we were 

But In mld-199i. Juice loaken In Ftond. 
were hit by an OUtbreakTsahnonell. 
orange |ulee „ „ e d at Wrt S W worW 
th^^ickencd m o „ than lO. c S Z a " ' ' , ^ 

TriL?/'^ •" I?" e*"' 1"^ companies, like 
Tropicana, and tome midsized upstans 
Nantucket Necars. rely o T j r . ^ ' t oa 
Analyst, estimate lhal M ^cen, ^ 
nation's )ulce goes through t ^ ^ ^ 

But When Odwalla's d i a S m i C ^ B A 
Sniienpohl. started the comptayin iS? h . 

nlghly competitive business 
Inspired by his father's habit of iqu.«,mg 

w.Ua from a character In a (azi son* who 

*gl/y h"Je!^' " "^P" ^ " ^ thV l 

huM^' y " " ' ' 0<1*«JI« worlc.d hard to 
hulid up ,ts brand name, and It now m^kM^ 

vlt.min-packed drinks In the. w « t Inrf 
Southwe,t. Mr. St.l.eapohl C l V \ o ^ y 
KĴ ..osophy, even at Odw.Ua b«arae a pubLc 
company In ises ^ Its sale. JJ^^J 

In I M l . It studded Its labels »iUi whimllci^ 

L«a ind- P " ^ " ' names^i^Mo' 
™! ti„ , threaded lu 
Ishlng die Body Whole." 

Tl,lj approach created in enihuilastlc fol­
lowing, particularly among pt*(eVs on.ls 
also turned Odwali. into we Snh^ n."ion's 
.rsest fresh.juic. comp.„ie . r i i3^g""l" ' 

coil outbreak. Odwalla official, never eoisld: 

S'K 17" fS""'.™ 
;'£irr«-Z'rKV 
iinHr, 1 I , ' '•"^•r fresh lulcli 
undrinksble within . eoupl, of weeks ' • 

This means chat the companies have tn 

mill sanltiiing chemicals l>"K't 
Compan.v documents reviewed bv Th* 

New York Times show thst Odwaila h,^ 
been grnppiinc wl.h these prab^^Ts Ĵ ,ce 
opened „ W nillllon p | „ t I n ' D l n u b r c ^ " „' 

r=ndum ihi i Odw.ll, ' , " , ° "" '""^ 

i n o c u l s , . n g e v e , y d , . , o , , u ? « " r l k \ ^ 

dL,«LT" T «i"*«*las believe th. 
a lots nZV""" ' «««<«^-c™WIid onto 
a Juice P'«nt's.procee»trtg;WpaS^L."lJn^ 
this was d.e first time t h f f f S & ^ M ^ 
had been discovered In i ^ m i ^ m 

"cMi^p'ru^t^'"" ^ ^ ' ' f i r * ^ ' > ^ 

' 1 , — i m u teen r»p [imiiii 

1980 and Massachusetts ki m i But the 
Incidents had rec«l«,d.Jlttl.«ttentiS5.tOd:-
w»Ua or In die Indusuy; aiid even the CD C 
tuggesicd that such contathtaaaon was Ilk*! 
ly 10 occur at only the crudest operadon. 
/ t o the Disney World outbr^^thesi t , 

of Florida drafted new nUea whteh ^ 
errect in early i m , i h a t T i i i S U r I S 
fresh-Ju^ca companies.to add mora pntK-
lions. Th. regulations prohibit using ipHt or 
f™,?i^ '™"- ™«y «1« retiulre a iwb-stap 

P ' "^" ' 1™**^* both ai acfd-hased detergent ahd cUorins. 
As « CaUfomia company, Odwalla,was 

under no obUgatlon to follow inese rules, aiid 
lew lulce companies outside cf Florid. dM. 

But OdwaJU had fust hlr«ltTO managers , 
from the Florida Juice Industxy. One oTufetS' 
Dave Stevenson, who ovamaw.auaUty SSLTI ' 
anc. u OdwaUa'. technical seVvkS^SJSJ, 
lor, contended that Odw.iu rt.eSd ad? t ; 
chlorine rinse a, a crucial b«isioii agalnii ' 

Chip Beule.. a former Troplcao. Maoitlva 
who became OdwaJla'ssenlor.Tta resident. • 
feared chlorine would leave u , S^^rtuio ' 
andjlecided that only an . t id wash w « ' 

By the summerof U98, Odwailv, plant 
pushed hard to ke«n up with rapidly t l Z ' 
nr^^- company offkisi; . . J 
production demaniV began to oversh.dow 
safety concerns. 

At lhe end of August, Steve Kock.'Odwal­
la 1 quality assurance manager, sent an E-
m . 1 to Mr. BetUe saying he p(i«ned to start 
testing lor listeria again 
^ But on Sept. 2, Mr. BetU* wiwe back' 

" " ^ ^ . ^ ''"'"S what do we 

Z ^ . A ^ V - crwa a body 0? data, it it tubpoenable '̂ 
Mr Bettle declined to be in<.rvi.w«l He 

• «ld In a statement lhat he w „ m^^v 
concerned thai any testing be based o5 "a ' 

T r C k ' n ' " " ^ " " , " 1 : " " " U v e meaŝ r̂e," 
Mr. Kock dropped th. testing plaj,. And by 

mld Sep.ember, he ssked to be relieved of his 
mansgement duues. demoting himself in 
e tect, 10 a quality tochnlclon. M r . X k 

Out loriner ajjoclaiei said he had Crown 
tired 0 battling w|,h produclion olflda^^ 
oyer safety Issues. Ilk, how otten ,0 . . ^ ' 
>̂e lulc, tanks. He was elso concerned th.t 

Mr. Stevenson was Icavlnir at the end nf 

In • company report on Oct. ^ Mr Korl< 
de.c,,ted how hi, dcpanmenr. « 
^ai being cut back. "Phllosophiclly" he 
wrol . , "IhB dopnrlment I , „,o!*,g tcward. 

The Crucial Day 

A Plant Struggles 
With a Basic Tenet ^ 

•,iii",'*'^"*^.V»nd'documents suggest, tliot 

• t S i r ^ i r ^ J ^ ? l * . ' ? P * " ^ » headquoners 

. W { i l S S S f . S S m ^ i « . . O c t 7, IM8. was when 'SS^JJ^^SffW^"? ^' was when 
• ^ M a ^ e ^ ' i i p M f I l l f f H - W n W d ^ h " 

...genedt: inari[iagsoi|the£c<jltinihBvI?f»ie« 

. She ObjticfJoni of a 9 " » i l i t y S S l ^ l S a ^ . 

' d a ^ - ^ ' ^ - ^ i ^ ^ b«au,« the plant violated one of ihe S 
lundamenuu tenets cf freshjulca pr,Suc 

• tion: Do not nse t^uen fruit ^^"^ 
The new aooount comes from Mr. Stoven-

" J - r J * " " ^ t l g a i o r , last momhaboSt 

AnlU Velastyiaz,, an^ production o f f l d d 
According to people'famlUar with his ac­
count. Ms. Vda«,uA de«:rlbed tWi to Mr 

after health «khor1tl„ h«l tr.c«l thVtS^ 
E. coll. UlnesMt tg Odwalla. 
• Mr. Stevtawi had returned u the plant to 

hê P, and ha axkedm Velasquez If m w h l i 

toM tavajtHatont, by rd«tln< t l w ? ^ ^ J^J 
had nm laWaa Oct. 7. -v -u i .« ie 

' -nfi*- V«l««<wei th<» repeated that account 
I. wlthput dttag (bat date, b. a t W p a g e W l 
1 wrtttan nota on Nov. <, 1990 
• , In die note. Ms. Velasqula lald that the 
: dUaereeraent widi theTUicOon SflclaU 

^ i^^y- ' ^ ^ " ' couple 

" n I ? ' '"""d a 

Around thla time, Odwalla had received 
I Mveral loads wlu, poor.<,u«lity i p p I S ^ 

w.*^, V ' « r « ' " «Wltch l r o r 7 r t « d 
vaĴ ed " r ' "^^ ' ° ' f ' '"P*""^ Callfor"; 
vaxletlM. Company documents show that Ils 
policy was ,0 areich Its atandardi for f ru" 
Quality at such dmes - and add extra son 
ers to Pick out bad pieces 

While (Mwaii. o „ „ 
, oad. In which no more than 3 p « S ^ o f ^ r 
I nm was defKdva, It had lifted t ^ . o o to 

15 percent lo Ihe three w « l „ batr . baS 
ulc. WM rdada. UM document, show some 

« h i ' " ^ l ? ' ! l * ^ that Friday 

""ns In the load. But her oblectlon w « 
overr^ljd by o<tkaal who told hfr "we ha^ 
to use them .Inc. we.had the load he^' ' 

Ms. V.lasquei wrot. that U,. pr«duc.,<,„ 
•toll u«d half of that- kMd on Friday a^ 
d « , < « c o u s . c h e o m . r h . l f o n M o t ^ y ' C 
days and she was worri*! that bactcrl. 
would spread wnong them. """erle 

So she got Uie leader of the apple press line 
>o agree to asslen three or fSSr ^ p i V ™ 
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Monday to son out bad .apples. Instead o( Uie 
usual one or two. 

When Ms. Velasquez cainc in on Monday 
moming, she saw only one sorter picking out: 
rotten npples as they rolled by to be pressed 
into Juice. She olao spotted 10 lo 15 decayed 
apples that the sorter had missed 

She suggested sltjwing the line and was 
told a second sorter-would be added. But 
when she checked . 10 minutes later, there 
was still only one sorter, and she asked agabi 
to slow down the Une. "At this point, every­
one was upset at me," she wrote. She added 
that the tensions had risen this high "only 
because I wanted to reject (t but couldn't due 
to higher power." • r 

In her note, Mc. Velasquez did not indicate' 
that she or the production officials took furi 
ther action. 

In a brief lelephone interview, she said, 
"What 1 wrote is true." She said thnt she did 
not know If these problems were connected 
to the illnesses, but added, "It was an bicl-
dent that happened at that time." 

But Ms. Velasquez, who is being represent­
ed by a lawyer for Odwalla, declined to 
comment further. Chris Gallaglier, an Od­
walla spokesman, said Ms. Velasquez had 
told company lawyers that she could not 
recall the dates when the Incidents occurred. 

"Obviously, the 'Friday" and the 'Monday' 
could well be dates other than October i and 
7," Mr. Gallagher wrote In a statement' 
"Indeed, there ara a number of Inconsisten­
cies suggesting that the incident referred tb 
in the memo may not have occurred over' 
that precise weekend." ^ 

Mr. Gallagher said one Inconsistency wis 
that Odwalla's records Indicate that this com̂ -T 
pany used three sorters on the mOmlng of 
Oct. 7. He also said that Ms. Velasquez had 
told company lawyers that on the day she 
described, she ended up halting the produc­
tion line ur)til extra sorters were added. ' 

"This Is an Indication of good quallty m'an-
agement, not a failure," Mr. Gallagher 
wrote. • 

But Federal and state Inspection repons 
confirm that the company used npples from 
two loads with relatively high defect levels , 
on the day the ^ajnted Juice was made. 
Moreover, Warren Hayes, a former Odwalla. 
production supervisor, said there may have 
been a similar Uicldent that day. Mr. Hayes 
said a production team leader told him that 
he had objected to using rotten ftii't but 
others had '!made the decision to run it." 

Mr. Hayes added: "Generally If It's that 
bad, you shouldn't be rkijnlng It" 

t 

, • I 
The Reaction ^ 

A Broad Debate 
Over Safety Rules 

Right afler the outbreak, new regulatory 
Inspections also found othi3r flaws in Odwal­
la's safety programs. And ttie problems at 
Odwalla have since sparked a broad debate 

.ixSaSiM'lbfl-.-.rules ate seeded to Insure the 
_ saJety oriresh'jtiltiei'ihS'cld^; • ' ' . . 

The RDA, cited Odwalla for having an 
"Inadequate" prdgrarn to test for (ood-poU 
sonlng bacteria. OdvaJla's chemical ciippUer 
said tlie brand of acSd wash Odwalla was 
using had kiUcd all (he E. coll 01S7:H7 in 
only 8 percent of. lih. tests and should not 
have been used withont chlorine. 

And while Odwalla now has one qf the most 
extensive bacterla-testtng programs in the 
industry and has expanded its frult-washlng. 
It also has become one of the most vigorous 
cliampions of a solutldn It once disdained: 
pasteurization. 

The company hired safety consultants, 
then Identified every point where bacteria 
could slip in and devised'measures to klU 
them. This systematic approach, known as a 
Hazard Analysis CrtQcal Control Point plan. 
U what Federal regnleiors ore starting to 
require as the best answer to the new threats 
in other types ̂ f foods; ffxim seafood to meat 
The F.DA said It would draft a similar rule 
for Juices. ' 

With apples, where the skin gets mashed 
right into the Juice. OdwaUa says this .has 
Inevitably meant a shift to pasteurization. 
But given that orange Juice can be extracted 
without touching the rind. Odwalla's tests 
show it Is still safe to sell it without pasteuriz­
ing. 

But a bitter debate Is shaping up. Many 
doctors now caution against giving children 
fresh apple Juice or cider, and small cider 
makers fear.that more regulations couId<]ut 
them out of 'buslness. Other companies tMnk 
the F.pA.'3 move will lead to pressure to 
pcisteurize all fresh Juices, And they say this 
is too sweeping a conclusion to draw from 
Odwalla's failure. 

"The perception I've got is that It was Just 
a breakdown In- good manufacturing prac­
tices," said Marc Isaacs, co-chairman of the 
American Fresh'Juice Council. 

But Mr. Williamson. Odwalla's chief exec­
utive,^ald his company has "a more sensi­
tive perspective on safety" than It used to. 
He added: "Having Antia'dle was unques­
tionably an horrUlcally awful, terrible thing 
lOi go Uirough. You can't Imagine worse." 

(Next to Anna Glnmestad, 4-year-old 
Amanda Herman was perhaps the child most 
severely infured by Odwalla's appla Juice. 
She drank It at a Staitucks In Seattle-and 
was catapulted Into a maze of m«dlcal tubes 
and maclilnea — 17 days of kidney dialysis, 
vomiting and blood transfusions. After,her 
Illness, she had trouble skxplng for months. 

The Barm^s arc sirfng Odwalla, which 
iias paid an updlsclosed sum to the Glmmes-
tads 'ancl setUed 6 of 18 lawsuits by other 
victims. 

For most of Uiese families, tlie big worry Is 
that their chUdren will experience problems 
as they grow older. Of the children who got 
hemolytic uremic syndrome In the 1993 E. 
coll outbreak Involving hamburgers, some 
developed diabetes, and one has needed a 
kidney transplant. 

"You just got to wait and sec," said Aman­
da's father. Adam. 
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Slje ĵ eto i ork fcxme J5 
3^ 

5 



EXECUTIVE SUMIVIARY 

While the American fooid supply is among the safest in the world, there are still millions of 
Americans stricken by illness every year caused by the food they consume, and some 9,000 a 
year--mostly the very young and e!derly--die as a result. The threats are numerous and varied, 
ranging from E.scherichia coli (E. coli) 0157:H7 in meat and apple juice, to Salmonella in eggs 
and on vegetables, to Cyclospora on fruit, to Cryptosporidium in drinking water~and most 
recently, to hepatitis A virus in frozen strawberries. 

In his January 25, 1997 radio address. President Clinton announced he would request $43.2 
million in his 1998 budget to fund a nationwide early-warning system for foodbome illness, 
increase seafood safety inspections, and expand food-safety research, training, and education. 
The President also directed three Cabinet members-the Secretary of Agriculture, the Secretary of 
Health and Human Services, and the Administrator of the Environmental Protection Agency~to 
identiiy specific steps to improve the safety of the food supply. He directed them to consuh with 
consumers, producers, industiy, states, universities, and the public, and to report back to him in 
90 days. This report responds to the President's request and outlines a comprehensive new 
initiative to improve the safety ofthe nation's food supply. 

The goal of this initiative is to further reduce the incidence of foodborne illness to the greatest 
extent feasible. The recommendations presented in this report are based on the public-health 
principles that the public and private sectors should identiiy and take preventive measures to 
reduce risk of illness, should focus our efforts on hazards that present the greatest risk, and should 
make the best use of public and private resources. The initiative also seeks to ilirther 
collaboration between public and private organizalions and to improve coordination within the 
government as we work toward our common goal of improving the safety of the nation's food 
supply. 

Six agencies in the federal government have primary responsibility for food safety: two agencies 
under the Department of Health and Human Services (HHS)~the Food and Drug Administration 
(FDA) and the Centers for Disease Control and Prevention (CDC), three agencies under the 
Department of Agriculture (USDA)-the Food Safety and Inspection Service (FSIS), the 
Agricultural Research Service (ARS), and the Cooperative State Research, Education, and 
Extension Service (CSREES); and the Environmental Protection Agency (EPA). Over the last 90 
days, these agencies have worked with the many constituencies interested in food safety to 
identiiy the greatest public-health risks and design strategies to reduce these risks. USDA, FDA, 
CDC, and EPA have worked to build consensus and to identiiy opportunities to better use their 
collective resources and expertise, and to strengthen partnerships with private organizations. As 
directed by the President, the agencies have explored ways to strengthen systems of coordination, 
surveillance, inspections, research, risk assessment, and education. 

This report presents the results of that consultative process. It outlines steps USDA, HHS, and 
EPA will take this year to reduce foodborne illness, and spells out in greater detail how agencies 



II use the $43.2 million in new fiinds requested for fiscal year 1998. It also identifies issues the 
;encies plan to consider fiirther through a public planning process. 

he actions in this report build on previous Administration steps to modernize our food-safety 
:)rograms and respond to emerging challenges. As part of the Vice President's National 
Performance Review (NPR), the agencies have encouraged the widespread adoption of preventive 
controls. Specifically, the NPR report urged implementation of Hazard Analysis and Critical 
Control Point (HACCP) systems to ensure food manufacturers identify points where 
contamination is likely to occur and implement process controls to prevent it Under HACCP-
based regulatory programs there is a clear delineation of responsibilities between industry and 
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 initiate appropriate regulatory action if necessary 

The Administration has put in place science-based HACCP regulatory programs for seafood, 
meat, and poultry. In late 1995, the Administration issued new rules to ensure seafood safety. In 
July 1996, President Clinton announced new regulations to modernize the nation's meat and 
poultry inspection system. The Early-Warning System the President announced in January will 
gather critical scientific data to further improve these prevention systems. Additional actions 
outlined in this report will encourage the use of HACCP principles throughout the food industry. 

The need for further action is clear. Our understanding of many pathogens and how they 
contaminate food is limited; for some contaminants, we do not know how much must be present 
in food for there to be a risk of illness; for others, we do not have the ability to detect their 
presence in foods. The public-health system in this country has had a limited ability to identify 
and track the causes of foodborne illness; and federal, state, and local food-safety agencies need 
to improve coordination for more efficient and effective response to outbreaks of illness. 
Resource constraints increasingly limit the ability of federal and state agencies to inspect food 
processing facilities (e.g., years can go by before some plants receive a federal inspection.) 
Increasing quantities of imported foods flow into this country daily with limited scrutiny. Some 
food processors, restauranteurs, food-service workers, supermarket managers, and consumers are 
unaware of how to protect food from the threat of foodborne contaminants. These and other 
deficiencies will be addressed by key Administration actions outlined in this report and described 
below. 

Enhance Surveillance and Build an Early-Warning System 
As the President announced in January, the Administration will build a new national early-warning 
system to help detect and respond to outbreaks of foodbome illness earlier, and to give us the 
data we need to prevent future outbreaks. For example, with FY98 funds, the Administration will: 

Enhance Surveillance. The Administration will expand from five to eight the number of 
FoodNet active surveillance sentinel sites. Personnel at these sentinel sites actively look 
for foodbome diseases. Existing sites are in Oregon, Northern California, Minnesota, 
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THE WHITE HOUSE 

O f f i c e of the Press Secretary 

For Immediate Release October 2, 1997 

October 2, 1997 

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

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

American consumers today enjoy the safest food supply i n the world, and 1 am 
proud of my Administration's record i n t h i s area. We have taken s i g n i f i c a n t 
steps t o ensure t h a t we maintain the safest food possible. We have put i n 
place iniproved safety standards f o r meat, p o u l t r y , and seafood products, and w: 
have begun the process of developing enhanced safety standards f o r f r u i t and 
vegetable j u i c e s . We have also e.xpanded research, education, and s u r v e i l l a n c e 
a c t i v i t i e s through coordinated e f f o r t s of a l l agencies involved i n food safety 
issues. Together, these measures w i l l g r e a t l y improve the safety of the 
Nation's food supply. 

We need t o b u i l d on these e f f o r t s , ând today I asl; you t o do so by focusing on 
the s a f e t y of fru:i.ts and vegetables. Although the proouce i-'juericzns eai: i s 
very safe, we can and must do even b e t t e r , e s p e c i a l l y at a time when Am.ericans 
are eating more f r u i t s and vegetables from a l l over the world. Last year, 38 
percent of the f r u i t and 12 percent of the vegetables consumed by Americans 
came from overseas. We must ensure th a t f r u i t s and vegetables coming from 
abroad are as safe as those produced i n the United States, e s p e c i a l l y as we 
upgrade our own domestic standards. 

To help accomplish t h i s task, I plan to send to the Congress proposed 
l e g i s l a t i o n t h a t w i l l r equire the Food and Drug A d m i n i s t r a t i o n (FDA) t o h a l t 
imports of f r u i t s , vegetables, or other food from any f o r e i g n country whose 
food s a f e t y systems and standards are not on par wi t h those of the United 
States. This l e g i s l a t i o n , w h i c h ' w i l l be s i m i l a r t o e x i s t i n g law r e q u i r i n g the 
USDA t o h a l t the imp o r t a t i o n of meat and p o u l t r y from such co u n t r i e s , w i l l 
enable the FDA t o prevent 

1 of 3 10/03/97 14:10:49 
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DEf -ARTMCNt OF f l C A n i l * l iUMi \N SERVtCES 

i z -v'D NO .uub r . 

Logialation 

Wakhington. O.C. 20»1 

January 9, 1998 

The 1 lonorfiible Ibm Oliley 
Chairman. C!omminfH> on Commerce 
U.S. House of Representatives 
Washington. DC 20515 

Dear Mr. Chairman: 

In response to your letter, dated November 21.1997, to Secretary Sh Jala 
concerning additional questions {submitted by members of the Commerce Cohnmittcc, thc 
^K•.rê â y asked me to provide you with the enclosed responses. 

Thank yon for the opportunity to complete the Committee's hearing record. 

Since icer j iy 

/ /I 

Rictiard |. Tarplin 
Assistant Secretary for Legislation 
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In all Medicaid recoveries, thc federal share is bas9d on the individual ^ e ' s match 
rate (the percentaso of its Medicaid costs paid for by the fnieral government). On 
average, the federal government pays about 57 percem of Medicaid expenditures 
for services. Thereforfi, the federal govemment will recover about 57 percent ofthe 
Medicaid-related share of the total settlement. The federal government also pays 
half of the admliilsiralive and litigation coils related to Medicaid, induaing those 
incurred by the states in recovering funds from liable third parties. 

At present; it is difficult to estimate exactly the Medicaid-related share ^ the total 
settlement. We believe most state suits were primarily based on Medicaid 
expendilures, though some niay be related, In varylnij degrees, to state jbrograms 
other than Medicaid. Wc expect states to credit us with the federal sha|e vi/henever 
the state receives payment from the tobacco industry. In these tobacco isettlements, 
l-ICFA will work with each state Involved to determine the appropriate amounts. 
The 11/3/97 letter from HCFA to slate Medicaid directors Invites tliem tji) discuss 
this with us. I 

QfKstlons submitted by MR. Dmoni 

1. Madam Seaetary, the President's proposal Includes an clement related {to increasing 
the price per peclc of cigarettes, up to $1.50 per park over the next 10 vjears, You 
know there will be an argument that such a price increase will penali2e|jadult 
smokers and, further, thai a price increase of this magnitude or higher cpuld r«»uli 
in destroying the American tobacco industry. This argument is extendea to point 
out that such a result would be counter-productive, because it could mean that the 
agrccd o n financial contributiono could not bo made by tho tobacco indiuctry and, 
therefore, the expected public health activities could not be undertaken! How do 
you respond to these arguments? |l 

RESPONSE: The President called for a combination of industry paymen|s and 
penalties to Increase the price of cigarettes by up to $1 .^0 in thc next decade, os 
necessary to meet youth smoking reduction targets of 30 percent in 5 years, 50 
percent in 7 years, and 60 percent in 10 years. We have proposed this becauie 
increasing the price of cigarettes is the most effective method of reduring underage 
smoking. Youth smokers are far more price sensitive than adult smokerk which 
means that price Increases should dlsproportlonateiy reduce youth smoiking - our 
primary goal in thjs initiative. Although price increases may reduce adililt smoking 
as well, we believe the tobacco industry will be able to meet its obllganons, 

The President's fundamental intent in this initiative is to focus on this historic 
opportunity to significantly reduce the use of tobacco among young p c ^ c . 
Raising the price of tobacco products is a critical element in achieving ̂ hat goal. 

I: 
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2. In discussing the need for intemational tobacco control, your tcstlmony:j£tated that 
American embassies and missions shouki nol be taking actions or be inVohwi in 
activities that promote the demand for tobacco, especially among young people. 
What specific kinds of activitim am you referring to? What activities sllbuld 
Congress and the administration be attempting to curtail? || 

RESPONSE: Congress approved an amendment to the FY 1998 appropriations bill 
for Commerce, Justice, State and thie Judiciary (Section 618 of P.L. 105-jl 19) which 
stipulates that funds provided under the appropriations act cannot be used to 
promote the sale or export of tobacco products, or to seek the reductioij or removal 
by any foreign country of restriaions on the marketing of tobacco prodticis, except 
for restrictions that are not applied equally to Cill tobacco products of thp same type. 
An Interagency working group is now preparing oompreh«'isive guidance on 
tobacco-related issues for distribution to all overseas posts. | 

The Uniled States should increase its commitment to the efforts of the iliternational 
health community tn rMiure tobacco use abroad, particularly as It affccb the health 
of children arxi youth especially in developing countries. This can be ajccompilshed 
by Improving training, surveillance, researcti, and tiducalion. To reach put to 
foreign countries, the U.S. should act either lo initiate multilateral and pilateral 
collaborations, or to invigorate our Involvement in already existing collj^rations, 
such as tha Wl lO'c Tobacco or Health Plan of Action (1996-2000). 

3. In talking about an enhanced research agenda, you emphasized in youiij testimony 
the need for a comprehensive approach that includes a whole spectrudj of activities, 
(lOdi Uuic bloniedical ivftearch and d}3ea9e'9peclfic atudio» to opidomi6legica1 and 
other research. What level of research funding are you envisioning? Hpwdo^thls 
^ture research agenda compare with what ts going on already, funded by NIH, 
CDC, SAMHSA. and others? 

i| 
RESPONSE; Tokwicco use Is our nation's leading wuse of premature depth and 
preventable Illness. It is responsible for 30 percent of the cancer incidlnce, one-
tiiinJ of cardiovascular disease deaths and 90 percent of chronic obstnij:tlve 
pulmonary disease, taking the lives of400,000 Americans each year and consuming 
$50 biliion in medical expenditures to treat. Each year̂  work by the Nitlonal 
Insltlules uf HeaUii (NIH) and other Public Health Service (PfiS) agencies identify 
additional diseases (SIDS, low^birth weight babies, miscarriage, and bir̂ h defects 
such as cleft lip and palate, and periodontal disease) where tobacco us^ is 
implicated. } 

Torgelwi funding \\j support a broad spectrum of tobacco-related researph could 
help tk̂ ft advantage of thpt trtany promising scientific opportunities that 'could 
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reduce the toll of tobacco-related illness. To make significant progress 
preventing illness and addiction, improving treatments, and lietter understanding 
the causes of tobacco>related diseases, we should support a robust and | 
comprehensive research portfolio. Such a portfolio should examine tobacco's 
impact on health, disease, and quality of life, and include studies from leven broad 
research categories: blumedlcal, clinical, behavioral, health services, pLblic health, 
product design, community-based and surveillance^epldemiologic reseilrch. 
Research must address issues at the national, state and local levels andjinclude 
studies of tobacco use among both youth and adults. While moiit toba<jr:o-related 
research is currently funded through the NIH, significant research in thik fiekl also is 
conducted by the other PHS agencies, in addition to these current adlv* ties, there 
are other Important areas of tobacco-related research to explore. For«Kample-

Research directed toward ensuring that young people do not slajft using 
tobacco; |l 
Research to identify and test the most effective Interventions foririelping 
current iiM>r« to stop use of tobacco with emphasis on special pdpulations 
(especially children); 
Research to prevent disease in former smokers; 
Research to assess baselines and monitor trends In incidence and prevalence 
of toba<xo use behaviors and exposures to tobacco smoke (Incitildlng 
appropriate uso of biomarlcors); 1: 
Research to definitively characterize thc environmental and h'oDehavioral 
underpinnings of ntcoclne addlaion in both children and adultsl 
Research on non-addlalve and reduced risk tobacco products; :{ 
Research on health effects of tobacco smoke In the environmenj; 
Research to characterize all tobacco and combustion products (ihcludins 
those of newly-introduced tobacco, products) and their heallh ccnsequences; 
Research to evaluate the success of approaches to limit access by children 
and youth to tobacco products; [ 
Scientific review of tobacco industry research and other Informafion that has 
beeil released and that will be released. Tii!s would include wcrk on 
product design, marketing strategies (especially youth-oriented Strategies), 
and hoalth research. The review will help us detemnine our future research 
priorities and enhanco the development of technologies and products to 
reduce the adverse health effects of tobacco products. 

I was pleased to note the Administration's concern about the Impact oilthe tobacco 
settlement, and any related legislation, on thc variety of interests that vt|ere not 
involved in the settlement negotiations, such as tobacco femners, retailors, vending 
maciiine companies, and olhers. What proposals is thte Administration [developing 
that will try to minimize adverse impact on tobacco farmers and othenir 
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RESPONSE: The Prasidwit made it clear that any tobacco legislation mtst protect 
tobacco fanners and their communltias. Most tobarro farmers live aryji work on 
small family farms; in many cases, their famillei have been growlnjt tojacco for 
generations. In sonrie states, entire communities rely on Inconrw from the tobacco 
uup. Tlie Administration is committed to workinj with Congress in a bipartisan 
fashion to protect the financial well-being of tobacco farmere, their fanjllis and 
liieir communltisj. Aj I mentlonod in my tortimony, ther̂ ^ *rvftr.il irtive' 
proposals before Congress and there will bn more to coniB. Secretary ffitickman 
and I will continue to work with Congress to dovclop effective solutiork 

QuctHont aihmlttttd hy MR. STUM 

I. What are the public health ramificaiioii!} of not approving the proposec 
or some variation? 

settlement 

RESPONSEi Each day, nearly i,W)0 young people Jn the Unhed STareti|b»>rnmP 
regular smokers. Almost 1,000 of those younj people will have their ijrts cut short 
by diseases caused by their use of tobacco. In faa 5 million young pcjiple alive 
today will die prematurely because of tobecco use. Wo must act now to prevent 
this terrible tragedy from continuing, and tiw President's fhws prindples lay a strong 
foundation for congressional action on meaningful, comprohorwlva tofajicco 
legislation in 1998. 

2. 

3. 

Under currenl law, if a plaintiff Is awarded a judgment against a state'sjMedicaid 
pmgrtim. Is the federai government responsible for paylrrg its pro-rota sparoof the 
judgment? 

RESPUNkbl HCf A will match all courtordered state Medicaid expendjures, as long 
ds ilw payment falls within the patametera of Title XIX, The federal gd comment 
vrill pay all pro rata shares of tho judgment arising frem proper operati m of tfie 
Medicaid program, f lowever. If the state is taking actions not pcnnittd J by tbe 
Medicaid program, or is sued fora non-Medlcald Issue, HCJA will noilpanicipata. 

Is it rour understanding that current law would have to bo amended to 
nates to keep 100 perceni of the sattlefnent? 

allow tho 

RESPONSE: Yes. Secilu.^ 1903(d) of the Social Securily Act clearly states, '(2HB) 
Expenditures for >vti/c/) payrr?em$ were made to the State under tubtealon fa) shall 
be Creaced e> an overpayment lo die extent that the State or local oepffFY 
idtntnltterlng such pian hat been reimbursed ior such expendfturcs 6)| a third party 
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pi,r«„nt 10 the provisions ct its plan in coinp'™* wird section l902f|(2S)....-

Sin« M.di«ld'. inception, the statute h» n„nd t̂ed f / t t h e ^ ^ ^ t * ^ " ; ^ 

»h.re in any recoveries jusi« It shares in payment of MedrcaW costs. Io excuse 

luJS Lrr" sharing Metlicald^lated Iobac>.« recoveries would requ.r, Jpecrfrc 

Statutory authority-

Does the Administration l)ftlleve thai Hie Mealth Care Financing Admin stration 

should be allowed to recoup the lederal share of the judgment? 

RESPONSt; As noted in question 3, currenl law requires that HCFA pu|sue recovery 
of the federal share of any seltlervtent or judgment. With respect to the:propofied^ 
legislation, on December 5, tbe Presidem sent a letter lo the Nationa (iovernors 
Association and to the National Association ot Attomeys general indicating his 
desire that the allocation of funds belween state and federal governmef it be 
•resolved through legislation.' • 

If changes to current law arc required to allow the states to keep the seitlement 
procewJs, does the Administration support such a change? 

RkSPONSE: The President stated tn his December 3 lener that he 'vyoJjld prefer to 
sac the allocation of tobacco fimds resolved through legislation' and hfe 'looks 
forward to working with the States and with Congress to find a mutuallV agreeable 
purpose for the funds generated by tobacco legislation.* |: 

t 

Should thc IIUgQtlon In Minnesota, which U scheduled to EO to trial In January, 
delay Congressional aaion on the settlement? 

RESPONSE: Minnesota's lawsuit against the loDacco industry is curreirtlyschoduled 
to begin on January 20,1998. If It proems, this trial could last for 
Consideration of comprehensive tobacco legislation, which can begin̂ bnoe the 
Congress reconvenes, does not have to interfere with that litigatioti. Bbth can take 
place at the same time. !| 

Why should stales be allowed to rocover the cor.ts t̂ ley spent treating tobacco 
related Illness, but private Insurance plans and union plans will not? i 

RESPONSE? There it nothing to prevent IhC Congress from conslderlrg claims by 
privale insurance plans and union plans in its deliberations on comprehensive 
tobacco legislation. 
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Qu^ons submitted by MU. KUSH 

1 The Chronrde of Higher £ducat/on has reported that African American kholars 
received less thau one percent {0.4%) of the National Institutes of HpaUh (NIH) 
research that was awarded by NIH in 1991. These rates have not impr<̂ vBd 
significantly since then. 

Allhough minority medical schools and educational institutions receive 
assistance for minority health research, they continue to commit significant 
this vital area. 

iiesearchcrs at minority institutions most likely to be familiar with t lie 
community rcbuurces needed to develop effective tobacco control proj(ram«; in this 
community. 

ittle federal 
funds to 

thill settlement Therefore, what steps will the Administration take to use funds from 
lo support effective public health programs? 

RESPONSE! Despitfi significant progress In the overall heallh ofthe Na[ion, there 
are continuing disparities in the bujtJen of death and illness experlencf (d by 
minority populations as compared to the U.S. population as a whole, piese 
disparities are nolewonhy in the area of tobacco. Minority groups and|other special 
populations suffer a disproportionate burden of lobacco-relaied disease and are 
oftian among the greatest users of tobacco products. 

Given ihese trends, tl-»e Administration la currently considering ways t<| target 
resources to address these health disparliits in a lt«sl of health aroaa (elg., heart 
disease, HIV/AIDS, diabetes, and infant mortality). We look fonrtrard tdvrorking 
with Congrocs in crafHng innnvativn ways to address these publlc heal'h problems. 

Several studies on reducing tobacco use, including the Depdrimeni of Health and 
Human Services (DHH.S) report, "Strategies to Control Tobacco Use in'the Untted 
States; A bluoprint for public hoalth action In tbe 1990s' by Dr. louls Sullivan 
11991), have argued thai inix)vatlvc strategies will have to be develop|d to operate 
effective education and cessation campaigns In the minority communily. 

In light of these studies, what types of efforts does the Administration lleel DHHS 
and other agwritiwb can have in designing and overseeing the types of sxtensive 
community-based measures that will be required lu truly reduce tobacco use in the 
minority community? 
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RESPONSE: Public health studies of tobacco use and the Incidence of t<lbae«>-
relaied death and disease ar« necessary to determine accurately the ^ ^ .s 
problem within minority communities. Many of these issues will be addressed in 
the upcoming SuFUcon General's Report on Tohflcco Use arnong Mrnorfty 
Popu/at/onj. However, significant data gaps must be closed befbre we tan be sure 
that effective measures to prevent and control tobacco use among minority youth 
are successful. 

Cullurally appropriate strategies arc created through partnership and co laboration 
with members of minority population groups. This collaboration promte a sense 
of ownership, enhances receptivity, and elevates the Impaa of tobatwpcintrol 
messages lo minoriiy youth. The experience of thc Department of Hearth and 
Human Sen îces is extensive. For example, the Centers for Disease Control and 
I'revenilon (CDC) fund 32 stales, the District of Columbia and several r jatlonal 
or̂ ianlzatlons to ensure participation by diverse community groups, coijilllons and 
leaders to strengthen tobacco control Initiatives nationwide, NIH's Nal onal Cancer 
Institute (NCi) funds 17 vtal<u for tobacco mmtrol. NCI initiated a Mult cultural 
Committee which seeks to address diversity issues in tobacco control pbgrammlng. 
The Indian Health Service also reduces lobaa.^ ute through cessation brogremsend 
several policy efforts. The Health Resources and Services Administration researches 
the effectiveness of medical cat« delivery systems which treat nicotine Mdictlon 
and provide training prugrams that roach many minority communitrefi. 

Building on this experience, the Administration will continue to worlciith Coijgress 
to make sure that thft hoalth research and tobacco control programs that result from 
this legislation are responsive to our minority communities. 

3. In addition to research for effective prevention and cessations programjfor 
minorities, there are a number of minority health issues related to tobapCO use that 
require further iwearch. For example, 76 percent of African Americank smoke 
menthol cigarettes compared will 123 percent of whites. 

This is paniculariy disconcerting since menthol cigarettes can be InhalW more 
deeply, and therefore, cause mom damage to the lungs. However, mĉ t admit that 
research on menthol cigarettes is severely lacking. What kinds of reseirch efforts 
can be undertaken on menthol cigarettes and other tobaccon l̂ated public health 
issues that are specific to the minority community? ' 

RESPONSE; Research that examines the causes and ultimate effects of ^obacco use 
is being conducted by several Public Health Service (PHS) agencies, ^cu lar ly the 
Centers for Disease Control and Prevention (CDC) and the National inltrtut» of 
Health (NIH). While this research has not focu-sed on additives in ciga|ettes, 
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important strides are being taken In understanding the role of tobacco among youth 
and ;«riults In minority communities. 

CDCi N a f W Dfflter for aeonk Disease Prerentfon snd H ^ M Prwiotion, 
Offic, on Smoking anrf HeaWr: Smoking patterns differ ^ ' 8 " ' « " " ^ ' > ; X ^ 
African American and white youth. In 1995, whUe ^'li'! ^̂ ^ool studenj h ^ 
the smoking prevalence of black high school students. To better undejtami these 
large differences In youth smoking among racial groups, CDC is $pon$<fr»ng 
multlslrft collaboralive qualitative research among twnagers. This res«jrrh has 
revealed striking differences in teen attitudes and detemninants of smokjng by race, 
For example, African American girls report particularly negative perce^lons uf 
smoking and the potential lmp« t of smoking on their reputations and^ture; these 
attitudes correspond to the lower smoking rales experienced among Aflrlcan 
American girls as compared to white xlrlt̂ . 

The upcoming Surgeon General's Report on tobacco use among minority 
populations will review the laU»i research findings on the health consequences of 
tobacco use, Including use of mentholated products, among minority riopulations. 
The repori also Vi^ 11 review patterns of use, faaore Influendng tobacco use, and 
tobacco control and education efforts among minority populations, \ 

i! 

National Cancer tnstitatt (NO)-. Minority smoking Intorventlont hBvc|rHmainod a 
strong focus of NCI-suppoited smoking control research. For example, jln the 17 
state ASSIST demonsiration projects, all participating sites arc required to address 
minority smoking Issues. More than 10 million African Americans and seven 
million Hispanics or members of other ethnic groups are affected by ASSIST 
cessation and prevention inierveniiuns. 

Additionally, NCI supports a broad portfolio of behavioral and interveption research 
related to tobacco use among African American, Hispanic and NatWe Americans, 
For example, NCI continues to support two broad-based community-oHented cancer 
prevention and control initiatives aimed spetincally at Black and Hbpenic 
populations which have significant smoking control components. Th^ National 
tJlack Leadership Initiative on Cancer and the National Hispanic Leadership 
inllldlive on Cancer represent grassroots efforts to reduce cancer incidence and 
mortality by modifying environmental and lifestyle factors which hav ,̂ been 
associated with incre<^ cancer risk. 

An NCI-supported project conducted at Stanford University (entitled 
Based Approaches to Todwttv Conuo!) is designed to provide postd 
In community-based irttervention strategies, induding interventions fi 
minority groups, investigators at Columbia Universily are testing intc 
strategics suitable for community sites to reduce cancer risk* as!>ociati 

mmvnity-
Eoral trainiT\g 
isedon 

ent ton 
with 
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tobacco and alcohol use. These IntervHilions emphasize parent-family 
Involvement In such issues. Investigators at Duke University are focusiĵ g 
techniques related to cancer risk communication among Afrlcan-Ameri 
to develop cost-effedivc inteni'entions to Improve decision»making 
related behaviors such as smoking reduction and Increased use of mai 
NCI-supported investigators at San Dtego State University have recentlV 
project entitled, "ReduLirtg Cancer Risk in Migrant Hispanic Adolescents 
Spedfically to reduce tobacco use among Hispanic youth ages 12 to 15 

member 
on 

ns in order 
cancer 

mfnography. 
begun a 
/ designed 

Lastly, NCI has developed and funded a variety of innovative tobacco iijterventlon 
programs for Native Americans. These projects have dealt wilh a variety of 
techniques to reduce habiiuiil rot^cco use among both adolescents Qnc| adults. For 
example. Investigators at the Center for American Indian Research and -ducatlon 
and the University of Callfornla^erkeley Utrgeted fourteen rural and fbjir urban 
northern California lr»dian dinlcs to Inaease long-term smoking cessation through 
health-provider-based investigations. At the University of New Mexico] 
investigators Included Indian children in grades 5-7 in fourteen schools! in N e w 

Mexico and Arizona to compare the effectĥ cness of a school-based curriculum 
versus curricula augmented with family/community Interventions. Other 
investigations among Native Americans are being conducted. ' 

Nattonaf Heut, Lung, and Blood imtlMe (NHLBDi Manthol clgarett* poso a 
number of questions fbr basic science, dinlcal science, and public hea th that can 
only be answered by further research. In particular. It is not clear whether a 
preference fbr menthol cigarenM ftmong blacks and Asians is culturall)̂  derived or 
the result of selective advertising. However, understanding racial and ^Itunal 
differences |n smoking pauerrrs and branJ pieferences l» critical to the |uooeM of a 
public health effort to reduce consumption of tobacco products. 

,j! 
In the area of smoking prevention, NHLBI research is seeking to underltand rac«-
speclflc reasons for habitual smoking. For example, one project is examining 
national survey data to uncover attitudes and practices that lead to acq|lsitlgn of 
smoking habits among African American teenagers. 

I 

A number of studies are attempting to Identify effective ways of encourMinB and 
fadlitating smoking cessation among minorities. For example, intervei|tlon$ are 
being delivered through prevention coorxJInaiors In the primary tare sepn^ 
churches and other African ArpAriran community organizations, public health 
nurspK providing care to matemity patients, and pediatric clinics serving low-
IncoTTO young mothers. 

Nttionil Institute on Drug AbU99 {NIOMt NIDA research spanb inanyh areas from 
prevention to treatment. Many of ti>e observed differences In drug usê  behavior* 
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among various populalions, including tobacco use among ethnic/racial î roups, 
were identified as the result of NIDA-sponsored research. For example,|thG 
Monitoring the Future Sun/ey tracks changes In the beliefs, attitudes, an 1 dmg use 
of youns people in the Uniled States. The Community Epidemiology ork Croup 
provides descriptive and analytical Information regarding the nature and patterns of 
drug abuse, emerging trends, characteristics uf vulnerable populations and social 
and health consequences. 

In addition to analyzing and monitoring trends In smoking behavior, NipA sponsors 
research into effective prevention programs lo meel thc specific needs dif minority 
populations, including African Americans. For example, NIDA Is curre|tly funding 
the Tl i-Ethnic Center for Prevention Research at Colorado State Unlversjty to study 
drug abuse prevention among minority youth as well as several other giknts 
specifically addressing prevention issues among minority youth. All of hese studies 
have tobacco use as a major target of prevention efforts. ! 

To tjetter understand the root cnii*^ of the observed racial and ethnic differences, 
NIDA also is sponsoring research to examine nicotine sensitivity in minjjrity 
populations. For example, an Investigator at the San Francisco General jHospltal, 
has an ongoing grant exploring Individual and racial/ethnic differences |n 
susceptibility to tobacco addiction and Its health consequences focusing on nicotine 
plmrmucokinctkb and metabolism. Anothar grant, 'Blobehavioral Nloc^lne 

Dependence in Black Women,' is examining smoking behavior, nicollrle 
metabolism and the effect of menthol-conUlning cigareiiw on smoking behavior 
specifically In African American women. As a better undersunding of tf e 
underiying biochemical mechanisms of these differences is developed, ireatment 
piosrani) can be designed to addrc;«9 tlie needs of tho African American community. 



FOOD SAFETY IN BUDGET to' '^' 

The new budget contains a significant new commipTient to improving food safej> 
programs in HHS andlTOA. The $101 million increase ge©s4o a variety of.iftrttattrcs, including: 
implementing our aggressive fresh produce plan to hire FDA inspectors to i nprove the safety of 
our nation's fruits and vegetables, both domestic and imported; increasing t le risk assessment on 
beef, chicken and pork to better determinolhe source of the greatest risk of ^ ^ _ . „ J . 1 ^ . o u u i w k ^ \ j i i i i v ^ ivaLW^L i i ^ r v \ j i ^ w i i i a i i i i i i a L i w i i , ^ ^ ^ 

developing more tests foi meat and pgglTTy for federal inspectors and other̂  to detect food^borne 
illnesses 
poor; and 

contamination; 

expanding 
eciaily to the elderly and 
"•ses. 1 riese increase come 

after an increase of approximate $40 million last year. We are looking i/ito ways to iiighlight 
this efefort in the State of the Union speech. In addition to mentioning the/specific new programs 
in your speech, you could note that on the day before the speech USDA cpmmcncod 
implemention of your our new science based cfTfarcgment system tor meh. and poultry' and that 
wc arf bringing fnod safety tfirhnology into the next trentw 

p /o^v^M^ -f ̂ ^^^ Cp<5-̂ -̂  



DEPARTMENT OF AGRICULTURE 
O F F I C E OF THE S E C R E T A R V 

WASHINGTON, O-d 2 0 S S 0 

January 6, 1998 

Honorable Franklin D. Raines 
Director ^ I c T ^ 
Office of Management and Budget ' ^ 
Room 252 Old Executive Office Bmlding 
Washington. D.C. 20503 

Dear Frank: 

My staff advises me that OMB has decided to change the presentation of 
the meat and poultry inspection user fee proposal in the budget. They tell me 
that our "current law" appropriations request wiU anticipate enactment of the user 
fees, and therefore will request only $150 million rather than the full $620 million 
which would be required to operate the program imder current law. 

I am writing to urge you to reconsider this decision. I reahze that there are 
budgetary reasons for this sort of presentation, but it really creates some problems 
from a policy perspective. It will allow some in Congress to accuse the 
Administration of having imder funded the meat and poultry inspection program 
and raise questions about the seriousness of our overall commitment to food 
safety. It also sets the stage for a crisis later in the year if the Congress does not 
enact user fee legislation, and we have to find a way to fund the appropriations 
requirements of the program or shut it down. 

We intend to work hard to secure enactment of the user fee legislation. 
I do not think our cause is helped, however, by a budget presentation which raises 
questions about our commitment to food safety. 

I/I d 6tlt AN EQUAL OPPORTUNITY P M P L o r e s vasn WVtl : i l 8661 l •"''I 



Page Two 
December 30, 1997 

If you agree, I would appreciate your sending word to the participants at our 
December 16 meeting that follow-up meetings with WGU staff are appropriate and 
desirable. I intend to request that WGU staff work to convene these meetings as 
soon as possible, preferably before the end of January. 

My further proposal, Tom, would be to reconvene a larger meeting with all the 
players from the "working group" once WGU and the departments have had an 
opporttinity to access specific department and program linkages. If you are 
amenable, I think a second meeting with the group might take place in late February 
or March. At this meeting, I am hopeful that WGU staff would be prepared to offer 
specific proposals that are cross-cutting for the federal govemment. It would also be 
useful to tie up loose ends so that we all have a fiill understanding of the federal 
govemment's more comprehensive response to the potential of WGU. 

Again, many thanks for your leadership in setting up the meeting on December 16. I-
look forward to hearing your response to my proposal for next steps. 

Sincerely yours. 

Roy Romer 
Governor 

cc: Jeff Livingston, WGU 
Bob Albrecht, WGU 
Tom Freedman, Domestic Policy Council 
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Dear Editor: 
f th. Food Safety and Inspection Service (FSIS), I feel compelled to _ 

unacceptaiale practices by the plants. 

4 e d tegdy on 1996 .verts 4a. ""^r f , !""^) reXv ^""^"^ ™ ™' 
requirements. The fact that a P^t «th over 1^"^;^^^^,^ higUigbts oi^ of 

1997. 

Under^teoldsystenuinsp^totswo^dî npo^^ 

a plant can reopen. 

T T . e a « i c l e s a , g e s t s t h a t l t . p e c t o t s ^ . » o ^ ^ — 

.ece^sar, to address food safe^ ptoWe^ ^t^J ^ ^ ^ L ^ ^ o r s ™U continue to be 
non-compliance reports to docmnent s ^ ^ ^ ^ ° ^ ^ „ „ l e n necessaiy. these actions 
present everyday to verity comphance and to ' ^ = ' ^ 7 ' ^ ^ êre there are repeat failures, 
will lav the groundwork for documennng repealed feilures Ann 
rs^sTaTlfwill take fom^ action to shut do«n the plant. 

Vourreade^shouldalsobeawa^thattl^Cl^t^^-^^-^^^ 
for additional enforcemem - ^ i ; ^ ^ ^ C ^ T ^ ^ ^ople »ho violate a «ide 
TheDeparnnemofAgHcultureWSDA^c^™^^^ 
variety of requirements. For example, "SD A can nn ^ paperwork on 

r̂êrŝ r̂̂""̂^̂^̂^̂^̂  
Con^umersrî tfuny expect governmentandind.̂ *^^^^^^^ 
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even more effective, and we are working hard to convince Congress to give us this important 

power. 

Sincerely, 

Tom Billy 
Administrator 



ui/iB/»» hAA esu 21ia ifil u u u i £ 

USDA 

FAX COVERSHEET 

DATE:. 

NUMBER OF PAGES. 

U.S. DEPARTMENT OF AGRICUl^TURE 

OFFICE OF THE SECRETARY 

Telephone (202) 720-3631 Fax (202) 720-5437 

INCLUDING COVER SHEET 

PLEASE DELIVER TO: f ^ -

FAX NUMBERri I PHONE NUMBER:! I 

FROM: • DAN GLICKMAN, SECRETARY 

• JOHN GIBSON, SPECIAL ASSISTANT 

• GREG FRAZIER, CHIEF OF STAFF 

• KOFI DEGRAFT-JOHNSON, EXECUTIVE ASSISTANT 

• REBA PITTMAN EVANS, DEPUTY CHIEF OF STAFF, INTERNAL AFFAIRS 

• PATRICK STEEL, DEPUTY CHIEF OF STAFF, EXTERNAL AFFAIRS 
• JOSE VENZOR, ASSISTANT TO THE DEPUTY CHIEFS OF STAFF 

• PAUL DRAZEK, SPECLVL ASSISTANT FOR POLICY 

• ANNE KENNEDY, SPECIAL ASSISTANT FOR POLICY 

% ERIC OLSEN, SPECIAL ASSISTANT FOR POLICY 

• JANET POTTS, COUNSEL TO THE SECRETARY 

MESSAGE: ^ - T^H^ U cUS T^U"^'' 

^.7^^--^^ ^V^^ ^^<^ ^ ^'^^ ^^'^ 

T^^ / ^ ^ ^-^1 ^ "-^^^^^ 



01/16/98 22:12 F.\X 202 690 2119 USUA UShC it(juuo/uj.i 

j a . 16 -"S FF- 2B2 ™ 3861 TO 581 P-̂ Ŝ K 

Don't defrost meat and poultry on your countertop, Usa ̂  re«ger«or. mi«owave or 

^ % o wa.h vour hands ailer handling rawmeat, pouhry or ' U ^ - J ^ l ^ ^ ^ 
plates, cutting boards or .tensils for cooked foods tha, you've already us«i for raw meal and 

Do use a meat thennometar to ensure intern^ food temperanues are high enough to kill 

dangerouŝ baĉ rî ^̂  rhe drumsticks when cooking whole poultry; hea. ne«is to penetrate the 

joints 

Mimmum \uTem;-i teiiipcrdtares. 
For ground beef _ 1̂ 0 degrees Fahrcnheii. 
For roasts. sieaks,and chops145 degrees. 

_For tVcbh pork _ 160 
~ For ground poultr>'. 16.'̂ . 
" For poultrj' breasls _ l"0 
_ For fresh ham _ 160. 

Maximum siorace linie for fresh foods; 
For red meai . 3-5 days in the refrigerator. 

" For poulnv _ i-2 days in the refrigerator. 
I Cooked, perishable foods _ 2 hours at room temperature. 

-For use by clients of The New York Times News Seivice@< 
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CfflCAGO, ILLINOIS - JANUARY 18,1997 

Oooda .ernoon.Wearehere .—^^^^ 

. . , M . h . w e h a v e a s a y i n s . T l t e o . y » . . d e a ^ ^ ^ ^ ^ 
With me today a very simple message from President Cimion 

J f .̂ ..nhrance We have heard about the meaning of respect. I am 

• You know, tins afternoon as I got on a plane to come here. 1 thought to myself: 

W e h e a r s o m u c h t h e s e d a y s a h o u « e 3 u . w ^ ^ ^ ^ ^ ^ 

::o;:rs,:::.dtr=r̂ ^̂ ^̂ ^ 
unanimous — more. 

restaurant? How can I be sure? 

America- s food. This is the one that keeps me up at night. -
M the dawn of this century. Chicago was home to a naUo^^hero by *e n - o f " P -

rs^kr:d:t:t-:̂ ^ .̂̂ = ;̂:̂ ^^^^^^^ 

-frr̂ rrsp-̂ ^̂ ^̂ ^ 
as lasting and profound. 
Unl,keMr.Sinclair,youdidnotchoose.his calling, rmswethatmanyofyouwculdmueh 

"Remember, Respect, Resolve' is the theme. 

1 
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rather he serving on the PTA, or as a Little ^ f l ' ^ ^ ^ ' : ; ^ t ^ ' ^ ^ : : : : Z ^ 
Instead YOU found one another thiough unspeakabU tragedy, and louna m 
d ^ " L .0 seeing that families never expedence what you have. 

President CUnton had jus, taken office ^ ^ Z ^ ^ ^ ^ ' ^ ' ^ - ^ ^ ^ ^ ' ' ^ -
voice and face you gave to some very somber statistics gaivamze 
nation behind a food safety revolution. 

good people - was bitterly resisted at the ume. 

We established FoodNe... a state-of-die-art, nanWdem^^^^^^ 

:-::fw:̂ uSrr'si:rŝ ^̂ ^̂ ^̂  
Last year, Nancy, Roni and other parents stood with l ^ f ^ l ^ ' ^ ^ ^ : : r r ^ Z hme. 
historic leap in.o the 21st century for « = » f ^^-^'^^X^e pLts and processors will 
.here willbe regular tests for E. -'•'^'^'^'^.^^'^^-'Z^ts^^^sZ^ invite it in the first 
be reqmred to not ju« calch c o n t a n u n a n o n . f ' ^ ^ ^ ^ ^ e r i c a ' s public policy 
nlace For .he first time, te focus is onpreventon. For the first ^m^" ^ 
m S s it c*stal clear that industty is respon^Ue for producmg safe food. 

our newmeatandpoulny inspection s y s ^ « . ^ e ^ e ^ ^ ^ ^ 
areiter wav to show OUT respect and our resolve on me tuim j 

J Z c S a s second great feod safety revolution for meat and poutay. 

Md I wan, to make one thing perfecUy clear --"We will ^ ^ ^ ^ ^ Z ^ - Z ^ T ^ c . a 

producing dirty product what we — . ^ ^ ^ ^ ^ ^ â ^^^^^^ n-O^ » ^ ^ 

food safety responsibilities seriously. 

1 V r +l,«t T ISDA needs new enforcement tools. As the law stands today USDA 
1 also strongly believe that UbDA neeas new ci ^̂ ^̂ ^̂ ^ nuts the public health at 
c^ot .rrf.r arecall of unsafe food. recall unsafe toys, 
nsk. Most Americans are stumied to find tius ,̂ ety standards. Why 
cars and other products. It can fine airlines and " ^ ^ ^ J ^ ^ ^ ^ ^ ^ ^ ^ ^ f,, high standard of 
txeat unsafe food differently? We need to trade ^ ^ I , , , ^ uphill battle 
protection for our people. I could certamly use STOP ^^^ca's f^Ues -ould refocus this 
right now, but 1 have no doubt that a strong voice for Amenca s lami] 
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.ebatcandbreathenewlifeintothisimportanteffor. 

^^ .severa l foodsafe tyfolks^mUSO.^^^^^ 

rtiese issues for many yeats, some of the best scie ^ ^ ^ ^ ^ , of these 

r : I d many more in ' ^ ^ ^ ' ^ T X ^ C I ^ ^ - ^ ^ ^ - " ' ^ -
would hkely not na v ^^^^^ Alexander 

. T nneville liie great French observer of American demo^acy. ^ 
Mexis du Tocq̂ ^̂ ^̂ ^̂ ^̂ ^̂ ^ America? Hamilton answered. Here, su, 
Hamilton: What is sojr.af ^^^^^^ 
Looking around me looay, i 

u ,1 Advocates were told to forget it. 

----rtĥ artAZ-roSrrĉ :̂ ^̂ ^̂  
Thev were told that meir lû -ô  everything cnaiigcu . , 

ti,«t thev didn't bave a chance. Five years - / , ^^^^ î ga th officials sat 
r r r : i ~ ' s . . n d u s . r y . — 

,,_..swonderMorgani.ation.Voushared 
your stories. T,redicted̂  It never came to 

People trusted that their govemment was puttmg 

the world. Avceot to point oul 

Hon.be,ievemt3ll.ngahomfoodsafe^m.r.so^^^^^ 

I t r y encouraging «nd; The ^ ^ e t r k e t - in an educated, empowered 

understand a complex enemy. 
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change its stripes, creating new, more virulent strands? 

...Vouknow^rmaKansan^andKansansdon'tmak^^^^^^^^ 
to one another, bm I want to share with you our state motto - ad astra per asper , 
through difficulties. It seems to translate particularly well today. 

Itwould be all too easy to stand here--especially on this day-.^^^^^^^^^ 
and loss You must forgive me if I look around this room today, and see hfe, hope and all 
America has gained through your tireless, selfless advocacy-

From great personal .agedy,thisorgamzationhasrisenup to leadthenationtoward hi 

^ Z L I on one ofthe most critical public health debates of our tmie. 

Standmg here in a church friat reaches fiirther up into the heavens t h - any other on earth,̂  
I ^ p T L you continue to challenge me and all Amencans to reach higher. 

Beyond that,/havenothing to teach any of . .«about r e s o l v e ^ ™ 
safety You have focused the nation on what really matters the difference between ppy 
a heartbroken family. You have made Amenca stronger. 

The only advice that I can give you today is never, ever stop. 

On behalf of a gratefiil presidem and a gratefiil nation, tliank you. 
### 

>This church is listed inthe Guinness Book of World Record as the world's tallest church. 

4 
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202 776 9S61 TO 531 

BU- the dav-to.day momtoring of these so-called ' ctiUcal control points wiU be don. not 

touted A^Iltire Depanment otficials as a f - " ^ - ^ s,:^^^ ^ A Cop Skeptical meat inspeaors, however, privately joke that HACCP actually stands tor n y 

° ' ^ " f o e l J » t h DeWaal. director ofthe food safety program ^ " ^ ^ ' ^ J " 
,he Pubĥ  interest, was surprised by the findings in the database and s«d they don t bod. weO 

fot the H.\CCP system." . ^ .• ,he said "whv should vt expect 
Tftheplants aren't deamngup these basic problems, shesaio. 

,hem to ^t any faster ifthe messenger is a plant employe, rather than a govemmeitt -ispector 

" ^ S ^ : ^ rZVl it;rs^rld in low. ŝd he "-o-i•':rXoin, 
systen̂  eUte - rh: packers are goin̂  to ..ve it made." ^^f^ ^ ^ ^ ^ ^ ^ ^ " 
against them t»a.s the PDRs, the stuff I docmneffled. Now. there 

P«is ofthe HACCP program were put in place ayear ago. But at a pork plant operaea 
by IBP in C*iu^.s J.nc.io?, Iowa the'new program has faUed to halt 
^ J ^ l l show, TBP is the second largest meat processor in the country eaimng more th». 
$12 billion last year .,00-7 

Bui the contaminated ham was a problem throughout 1997 
The HACCP sŷ em is supposed to target '̂ •̂ '̂ ^^^^^ f̂̂ ^"' ^̂ ^̂ ^̂  

inspectioT, reports, that's noi what happened when machine oil was found dî pprng .directly 
hams moving doAvn the Columbus Junction production hue. ^ 

BecinninR in January 1997. inspectors began tagging the plant with 
.IchineoTriLewasToundcontam^^^^^^ 

Even thoush the inspectors noted the precise location ofthe 
though plant managers promised each time to solve the problem, the oil was found aga«i and 

agaht ^^!^fo^^iy^^ , , , , , , , , , ,He hams, the plant was ^ again 

for the p^blem. On L , 5. anLpector wrote plaintively This has been a 
problem at (the plant) and it has never been corrected. There are approximately 47 PDRs out for 
this now. The IBP plant is not coireaingtlic problem.' -Tuf„ct r>f the duficiencv 

A company spokesman for IBP issued a wriuen statement saymg Moŝ  f^^,"™^"^ 
reports 3 e d bv the same inspector and did not -olvc^ni.hcd Product.rTte 
also says IBP is considered by many in the meat business as having the cleanest, most well 
operaiê plants m iĥ ^̂ ^̂ ^ Department database, the Columbus JunctitMi Pl«it was 
second only to Tyson's Waldron plant in collecting cntical violalions in 1996. In that year, thc 
plant was cited 1,517 times. 

< END OF STOKY. Following is material for a box/graphic: 

'̂ TIPS FOR S.AiTL t OODv 
Some do's and don'ts tor handling food safely m the kitchen: 
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food supply 1̂  he L enters i-'-aŝ aa -a r.î «»r 0 OOQ deaths. 
more than 30 .ntllion .Mnericans sick ever)'year «.d ' f « ° ^ / - " ^ ^ ' ^ dose to home. 

Agricuhure Department records show ' " ^ ^ ' ^ ' ^ " g ' S ^ L i o n s in 1996. 
Arkansas where Clinton was governor, led the « Califbt^a and New 
even though there are far fewer processmg plants there than m states sue 

t̂ lule the cox computer analysis was litnited to 1995. inspection record, obtained by Cox 

,tow,hetc,odsate,yprob^^^^^^^ 

being t)rcce5sed peppered Nsith feces, bile, hair/' slaughtered beef was 
^ ' On March 17. 1997 mspectors at another plant no ed ̂ ^̂ ^̂ ^̂ ^̂ ^̂  ,^^als-
-compl."tely covered wth blood" and there was commmglmB of blood (ot) 
heightening the danger of cross-contanunaiion of carcasses for sale that had 

On May 28. 1997 a plant was discovered prepanng scores 
dropped on thc plant Iloor " ^ ^ expert at the 

• It's horrendous It s horrendoiis. .aid Felicia ivesto ^̂ pported whistie-blowers 
Govemmem Accountability Project, a non-profit orgamzation lhat has suppone 
anions f^dci^l^d in.pcc.o^ ^̂ .̂  ^ ^ ^ ^ ^^^er analysis, 

Nestor scofted at mspection chiel B i » ^ ^ ^ ^ ^ P ™ i ^ ^ V i ^ X its job. She said 
violations at some plants snows the Agriculture Department h^ been domg J 
inspectors are not cat.h-,„g e.er> — of food - n ^ o n . 

Tfs totally ludicrous to think that they aie. she said. 

STORY C-VX END HF.RE. OPTIONAL ADD F 0 L L 0 W S < 

BUiv also said the inspection records dramatize the need for the new inspection program 

that Lommg uiic- place Jan, 2Cv nrohlems is being replaced with a 
'lhe old method of assigmng inspeaors to P ^ ^ ^ double-check the 

program where compames w.11 momtor their own operations and inspectors 

But the ne. system has drawn criticism .om ̂ ^^^^^^^f^^^^^^ their 
inspectors themselves v.ho say it gives meat paclang companies too much autno vy 

" L X " J h e svstem bem. phased out. SOvernment inŝ ^̂ ^̂ ^̂ ^ 
poultry as it ts being processed, and .stite up ,^ond tO PDRs 
PDRs when meat and pouhry packing laws are ̂ ol^^^^J^ probleL will be 
by either appealing them or explaining the steps bemg taken to ensure citea pr 

''̂ "•̂ '•'̂ '̂  PHRc he eliminated and plants have been asked to identify 
Under the new program, PDRs w,u be e""̂ "f̂ °̂ ^ P occur and then design 

bacterial levels exceed specified limits. 
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While most of the nation s approximately 6,000 processing plants had only a h a ^ of 
violations there were 299 that were cited weekly. Although Agriculmre Department cffiaals can 
close or curtail operations at plant, they rarely do so. even m the most extraordmary 
circumstances. -r -r J .T«^ 

The database showed a poultry plant in Waldron. Ark., operated by Tyson Poods ^c, 
amassed 1,753 critical' violations in 1996, the most of any plant in the nation. On some days it 
averaged one rniiical violation eveiy two hours. 

A • critical" violation is defined by the Agriculture Departmem as a plant condition That is 
'certain' to cause contamination of food, which is ̂ certain" to reach consumers, and is ceitain 

to have a detrimeiital efifect upon the consumer." - , , 
Yet The plant never missed a day of produclion in 1996 because of federal sanctionŝ  
By comparison, the ground beef plant in Nebraska that made headUnes last August for it9_ 

25 million pound meat recall and for being shut dovm by an Agriculture Department swat team 
of inspectors, had only 90 critical violations during 1996. 

It was dif&cuit to get Tyson's response to the findmgs late last week because its chiet 
spokesman. Archibald L. Schaffer IH, a company vice president, said he was " distracted;' by his 
indictmeni Thursday bv che special prosecutor investigating illegal corporate gifts from Tyson to 
fonner Agriculture Secretary Mike Espy. The company already has pleaded guUty to some 

chargtb̂ ^ yriday he released a statement blaming tlie high number of violations at the Waldron 
plant on the "subjectivity "of the federal inspectors. . , j . 

While rhe computer database notes categories of violations, it docs not include inspectors 
specific descriptions of the unsaniiarv condilions being reported. 

A Cox Newspapers reponer who visited the Waldron plant recently was refijsed access to 
thc actual inspection repons kept in an Agriculture Depanment office at the plant. 

• That [examining the reponsj is not something that we are going to allow you to do, 
Schaft-fcr toid the reponer at tht limr 

Although the documems are public record, both Schaffer and the government mspector in 
charge at the plant said journalists could see the records only aiter filing a Freedom of Informanon 
Act request in Washinglon Such requests often can take months to process. 

Last Wednesday, six days after the reponer visited the plant, Agriculture Depaitment 
officials finally closed rhe Waldron operation for repeatedly violating sanitation regulations. A 
depanment spokesperson said they had amassed 4,100 violalions in 1997. It could not be 
determined hew many of those were critical. 

Still, the Arkansas plants crack record on critical violations wai5 not unique. 
While 299 plants had 100 or more critical violations, seven plants topped 1,000 or more 

in 1996, the last year for which there are complete records. But the Agriculture Department told 
Congress that in 1996 it only sliut down six. plants. 

Depanment spokesperson Jacque (CQ) Knight would not disclose the names ofthe 
plants, and in Deceanber referred a request for those details to the Freedom of Information Act 
ofEice. A month later, that office has still not supplied the names ofthe six plams. 

The Clinton administration said late last month that it was planning to ask Congress for 
significantly more money in the next federal budget to, among other things, increase the number 
of food msfiectors. 
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For questions on this storv. 
Elliot Jaspin: ' ^ - ' ^ ^ i ^ i ^ : ^ 
Scott Monigumer}-: 202-887-8328 

. E X C L U S I V E : MEAT, ^ O V L T ^ ^ ? ^ ^ f r s m M ^ ^ DESPITE 

THOVSANDS OF FEDERAL ^ f J ^ ^ . ^ ^ ^ J^^^^^^ 
ÊDS; Material tbr a box/graphic on tood sateiy tips is ai 

F̂nr use on or.afteiLSij-r'̂ Ĵ.SP 

-By ELLIOT J.\SPfN and SCOIT MON rGOMERY< 

thousanris of cnations against them for unsamtar̂  conditions ana u 
records show ^ „ ^ t rnniniiterixed database of meat and 

^ d e r r - f - f ; , ^ ^ ^ ^ ^ „ „ ^ „ . , e d mea: and pouhry « » 

A„e fton, .hese p)an«. Officials. ' ^ ' ^ ^ ^ ^ ^ "^^^^^ 
Prevention nave long argued rhai food-borne illness is a fer bigger problem man p 
would suggest, imd that food proc«.ing P'«"« P'^ ' " I ' L .^^^^ ^jailed in the 

even a CDC doctor was surpnsed hy the extern ofthe situanon aeia.» 

the most serious of unsan.taiy ̂ or>d.t.ons. violations., why has the (federal) 
The burning question is why 15 a plant wixn xn<«. j 

be shipping comammaied food that inspectors missed. 



01/16/98 22:09 FAX 202 690 2119 USDA OSEC i{iluuo/u±£ 

done, the food is condemned. 

The Cox article impUes *at unsafe product was aUo^ed to leave ihe plants. This is incorrect. 

^.instances Where Critical viola^nswe^ci^d W 
certain to cause contammation of product, the food was aeemeu an 

allowed to leave tlie plant. 

In instances where FSIS found that plants prepared carcasses for sale that had fallen on the plant 
C r ' ^ ^ f s î P̂ ^̂ ^̂ ^̂ ^ identified and addressed the unacceptable practices. 

in instances whereproduct was found tobe ad^^ra.^^ 

oil in plant machinery, FSIS' inspectors addressed and conecied tne situatio y P 

product fi-om leaving the plant. 
0^ IQOR FSIS will implement HACCP requirements in all large meat and poultry 

On January 26,1998, FSIS will ^ P ^ ^ ^ ^ inspectors will not be documentmg and 
slaughter and processing plants. The article suggests ludi y 
t a k i ^ action to prevent food safety problems. This is mcorrect. 

X n S ^ ~ e ; t d a y . t o - d a y t o verify compUance and take direct a c u o n ^ ^ 

necessary. 

A A WArrP imnlementation inspectors will continue to inspect carcasses 
In their expanded role m ̂ ^ ^ ^ ^ P j " ^ ^ ' " ! ^ ^ ^ ^ ^ t a m their authority to prevent 
and will document violations m watmg. ^^^^^^^^^^^ to document 
adulterated product firom leaving the plant̂  ^.^P'^ '^ ' '"""^i^ failles for the purposes of 
deficiencies, bm wUl lay the groundwork for documenUng repeated failures, tn purp 
shutting down the plant. 

FSIS has and will continue take sttong enforcement action for repeated violations of sanitary or 

food safety requirements. 

but we can't fine companies that violate food safety si^dards. 
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u ti,«+1>„- Tnv <:torv is not based on the new food safety 

; : j r = m — of ,he requirements for the new food safety inspecuon systent. 

C were aggressively doing their job to ensure that food safety standaids were met, 

T h e M g h n u m b e r o f p l a n t d e f i c i e n c ™ ( p a . » ^ ^ ^ 

rî r̂ r̂Cn̂ *̂ ^̂ ^̂^ 
wholesome or 2) the product is condemned. 
In short no contaminated product cited in a critical pdr is allowed to reach consuiners. Although 
" e T r r T o t s h u t down, specific lines that were in v^^^^^^^ 
penods oftime on many occasions. Tliis brings into question the premise ofthe Cox reporter 
story. 
The Cox article suggests that contaminated food was allowed to leave the plants. This is 
^conect^he cn tS l point to remember is that the food was not allowed to leave the plant 
X s Se plait conected the problem and made the food safe and wholesome, i f possible. I f this 
was not possible, the product was condemned. 

nnJanuarv27 1997 FSIS implemented the first set of requirements of the new food safety 
?ystemTits ' I L 'required to develop and maintain Sanitation Standard OP-a^B 
SSOP) SSOP's are a system that the plant must follow to continue to ^P^^^f'/^^^ employs a 

systematifproce^ to enforce SSOP requirements and holds plants accountable for effectively 
implementing their plans. 

The new system enables FSIS to take fonnal action to withhold the mark of inspecnon^d 
effLtivelv shut down the plant due to the faUure ofthe system to produce safe food. This i a 
t ^ ^ ^ l t l s ^ from the old "command and control" system of regul^on^ ^ ^ ^ ^ ^ ^ 
did not have to make conections in their systems until the mspector f ̂ '̂ ^̂ ^̂ ^ P : ° ^ ^ " \ ^ ^ 

USDA can shut down a plant until it make the necessary changes m their system that will ensure 

safe food. 

Since January of 1997, FSIS has taken 20 fonnal actions to withhold the mark ofinspection and 

temporarily close down plants due to SSOP system failures. 

On December 19,1997, before tiie Cox reporters visited the plant, FSIS initiated ̂ onn^^-^^^^ 
S^errTpeated SSOP failures in the Tyson plant in Waldron, Arkansas which led to the plant s 
closure on January 14,1998. 

Even under the new system, where inspectors find problems that make &°d f^^'. f "* 
! o ^ T w e d to leave L plant unless it can be reprocessed so that .t ts safe. I f thts camtot be 
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LRM ID: RJP177 
EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET . 1 i ^ i ^ N • 

W.ihington. D.C. 20503 0001 U K U U \ I 

Friday, January 2, 1998 

LEGISLATIVE REFERRAL MEMORANDUM 

XQ: lagiBlative Liaison Otficar - See Distribution beiow 

rsaran (for) Aaffistant Director PRQVI; JJanet R. Foragran (for) Aa^iatant Director for Legislative Rafarance 
OMB CONTACT: Wendy A. Taylor 

PHONE: (202)395-4815 FAX: 1202)395-6974 
SUBJECT: HI15/U*DA Report an InltlatlvB to Ensure the Safety of Imponed and 

Domeetto Fruit* and Vegetables 

DEADLINE: 10 AM Thursday. January 8, 1998 

In accordance with OMB Circular A-19, OMB requests the views of your agency on the above 
subject before advising on Its relationship to the program of the President. Please advise us If this 
Item will affect direct spending or receipts for purposes of the "Pay-As-You-Qo" provisions of Title 
XIII of the Omnibus Budget Reconciliation Act of 1B90. 

COMMENTS: HHS/U5DA draft report to the President Is In response to his October 2, 1997, 
Directive on the progress made to date on ensuring the safety of imponed and domestic fruits and 
vegetables. 
DISTRIBUTION LIST 

AGENCIES: 
7-AGRICULTURE - Marvin Shapiro - (2021 720-1516 
2B-C0MMERCE - Michael A. Levitt - (2021 482-3151 
29-DEFENSE • Samuel T. Brick Jr. -1703) 697-1305 
32- ENERaY • Bob Rabben - (202) 586-6718 
33- EnvironmQntal Protection Agency - Chris Hoff - (202) 260-5414 
52-HHS - Sondra S. Wallace - (202) 690-7760 
61- JUSTICE - Andrew Fois - (202) 514-2141 
62- LABOR - Robart A. Shapiro - (202) 218-8201 
76-Nationol Economic Council - Sonyia Matthews - (202) 456-6630 
84-National Science Foundation - Lawrence Rudolph - (703) 306-1060 
9B-0ffice of Science and Technology Poiicy - Jeff Smith - (202) 456-6047 
114-STATE - Paul Rademacher - (2021 647-4463 
118-TREASURY - Richard S. Carro - (202) 622-0650 
128-US Trade Representative - Fred Montgomery - (202) 39B-3475 

EOP: 
-Joshua Gotbaum 
T J . Glauthier 
Sally Katzen 
JENNINGS C 
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Barbara D, Woolley 
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Barry T. Clendenin - '^^ ^ 
Richard J. Turman - ')L^O^-
Jim R. Eaquea - '7 oc 'X 
Mork A. Weatherly , 'jJ o (3 
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LRM ID: RJP177 SUBJECT; HHS/USDA Report on Initiative to Eneure tho Safety of Imported 

and Domeatic Fruits and Vegetables 

RESPONSE TO 
LEGISLATIVE REFERRAL 

MEMORANDUM 

If your response to this request for views Iv short (e.g.. concur/no comment), we prefer that you rsspond by 
••mall or by faxing u» this rtsponaa •Keel. If the responve le ehort and you prefer to cell, pleeee ceU the 
branch-wide Una shown below (NOT tho analyst's line) to leave a meeiBge with a legislative aMistant. 

You may also respond by: , ^ , j 
(1) calling the artetyst/attomey'e direct lino (you will be connected to voice mall If the analyat does not 

answer); or 
(2) sending us a memo or latter 

PIsese Include the LRM number ehown ebove, and the subject shown below. 

TO: Wendy A. Taylor Phone: 395-4815 Pax: 395-6974 
Office of Management and Budpet 
Branch-Wide Utte (to reach legislative assistant): 395-7316 

FROM: 

(Name) 

(Agency) 

. . (Telephone) 

The following It ths response of our agency to your request for views on the ebove-captloned subject; 

Concur 

No Objection 

_____ No Cominent 

See proposed edits on pagee 

^ Other: 

FAX RETURN of paget, attached to this response sheet 
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InlHtttive to Ensure thc Safety oflmported tnd DomesHc Fruits and 
Vegetables: Status Report 

WhUe American consumer* enjoy A ^ ^ o d supply in the >wrld. in the ^^^fj^^^ 
there h«ve beeo increaskyj incidents of foodbome Ilbess outbreaks â woiated îth both domestic 
and imported fresh ftuiU and vegetables. On Oaobcr 2.1997. President Clhton̂ uinouncjd an 
"InitiaSve to Ensure the Safety oflmported and DomesUc Fresh Fndts and Vegetablei . The 
initiative specified that FDA seek legislation to ortcnd its existing authority to provide increased 
coverage of imported foods, that ftjture budget requests indude aetivities in this imtiative and 
that FDA and USDA develop a series of activities fboused on assisting the domeitic and foreign 
produce industries to improve the aaftty offish fruits and vegetables. 

FDA and USDA have identified the fUnding necessary to cany out the domestic and »nt«niational 
aalvlUes associated with thc fteah fmit. and yegetsbk* Initiative. Full implenientfltion in FYSQ is 
contingent upon receiving adequate lunds, As part ofthe overan food safety initiative, the 
asencM** are making plans fbr the most efficient use of ftiads, for example, by pmiclpating in a 
rewarch coordination working group oigamzed by Dr. John Gibbons. Science Adviser to the 
President, under the auspioee of the "National Sciewie and Technology Council. 

Status ofthe Ugislation: A bill, the Sifety oflmported Food Act 051997 (H-R̂  3052) was 
iiitit>dui;ed inthe House of Representatives on November 13, 1997. No comparable bdl hasyet 
been inuoduced in the Senate. If enacted, this proposed legislation would amend the Federal 
Food. Drug, and Cosmetic Act to expand FDA's authority to assure the safety oflmported foods 
by providiiig FDA with authorities more comparable to those of USDA. 

JhU Renort 

The President directed the Secretaries of HHS and Agricullure to submit a report oti progress 
made in development of Good Agricultural Practices (GAPs) and Oood Manufacturing Practices 
(GMPs) as wcU as other elements ofthe initiative. GAPs and GMPs guidance are imerrelated in 
that soii procedures may overiap GAPs/GMPs primaril>' focus on production practices 
includinB gnswing, harvesting, handling, and transportation. GMPs can include hmvesling and 
transportation, but also include other practices such as processing and packaginĝ  Became ot this 
overlap, the terms "GAP/GMP" and "O/'iPs.'OMPs". as appropriate, will be used throughout the 
dooumeat. 

Pspc I 
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Th* 1 M States oroducc industry, as well as some countries exporting fresh fruits and 

a S ^ t l ^ P ^ ^ ' * ^ ^ ^ Activiti^this initiative, particularly devdopment of 
GAP/GMP guidance, recogoia* this offbrt and build on rt 

This report discusses the progress made on development of GAPs/GMPs and plans to •̂ omplish 
2e o S ^ X r . of the K i v e This report also deaeribes ititerdependent t̂j>aties ^ w d l 
X t o e the wccesaftil adoprion of OAP/GMP guidance by the mdurtty. For example eftbcnve 
ZtionofSS/GMPguUaneewilld^^ 
Kmert ic induttry aiS to couniries exporting produce to theU S Education and ouUeach 
S L ^ S e T o ^ e d to both the domestic and foreign industry and aU o .t̂ ê ; ^̂ -̂ ^̂ ^̂  
^ d on a strong, underiying, accelerated research program, The <f>P^?'«^^?^ 
urrep^rtrTprSmacompShensiveapproa^ , , 

oSent resour̂ s have boon redirected to these effl̂ rts. Kowev«- the overall level of 
X will be determined by the resources provided In the FY 99 budget and thereafter. 

I. q^^^ AyrkalturM ryfly^irK/Good Muniifartwiing fmWm Q^mm 

Status: FDA. working with USDA. is preparing a general GAP/GMP gmdance dormant ro^ 
to topubl^hihed^^^ Thisguidarice trtled Guide to 
E L b g N ĉ̂ bial Food Safety Hazards for Fresh Fonts and VegctiAles". describes good 
a S T S practkes that fenners'and producers may use for water quality manurt, management. 
Jnitaiion dwtli field and facility saniteUon. as well as worker hygiene), and handling and 
S l^ ir taST The ̂ dance L describes u*e of producer identification and .fonnation on the 
S^of the product Slough distribution channels. This infonmton can facihtate ^urce 
Ltificaiion. should a commodity be associated with a foodborne ilkess outbreak ̂  Tln̂ ^ 
widance can be used by both domestic and foreign fresh fi^it and vegetable producers to help 
S^^^The sidy of produce, will be eons'ntent with World Trade Orgamzation obUgauons. 

noum^̂ se unneLsa^ r̂ unequal restriction, or barrie.. on ^^f^^o^^^^^J 
oroducers The aaencies recognize that appropriate use of pestiades and Other relateo 
S i S b i a f l S - t . play a n ' t ^ ^ J > in coniroOing --^J^l^-"^^^^^^^ 
that excessive or inappropriate use of these substances docs not take thc place of GAPs/GMPs 

FDA and USDA sponsored a series of public meetings from mid-November to "̂ W'Dcccnibê ^ 
1997 in which the agriouhural community, the international trade commumty. consumers and the 
scientific community p«ticipated, The purpose of these meetings wa. to 8«ve partiĉ nts the 
oroonunity to offer their perspective on the working draft Guide and to provide comments, 
X S l a t i o n . and wgUed mcdificatioru to the draft ^^^^^J^^^^^^^^^^ 
Committee on Microbiological Criteria for Foods' Fresh Produce Subcommittee (a USDA/FDA 

Page 2 
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.* fire^ wiMic meetinfl Based on information exchanged at 
advisory committee) was P«*«"^«^.^"^2^^^^ Subcommittee provided 
that firat public meetmg and Subcot^ce n ^ The revised 
recommendatuns that were mcorporated Into ^J^,.'J^X targeted to the 
document was subsequenUy usĉ  as the ''f^^^^^^.'S^^^^^^^ eround 
agricultural eommunhy. Tliew* ̂ grassroots ^ J ^ J ^ ^ f ^ * . ^ ^ ^ 

meeting in December. 

TimeliBr FDA will publish draft GAP/GMP gtddanoe. incorporating comments and 
î olmatiJifromthepubllcmeetingsin̂ ^̂ ^ 

M««:h. 1998 A 45-(tay comment period will be provided for puuttc review 

OuLd OAP/OMP guldince wBl b« av.il.ble .t the end of My. WB. 

in countries exporting pioducts to the U.S 

Timdines To complement data and information bring ̂ 'f'^'^^^^'^'^l^^^^ 
comparle data and country information, such as copies of food safety 
legislatlon.and regulation affecting production, handhng. jn'i borage of 
produce for seleaed countries wMch «cport produce to the U S will be 
compiled by mid-July. 1998. 

Technical Assisitu.ce: GAP/GMP guidance jf^^,"^ 
fresh fruits and veaetables if technical resources to adopt all or eveti parts ofthc 8̂ ;°̂ ^^ 
e^«.^e SSidlSLTmort effective when all the essential components that apply to a p^cular 
c^^^ îoX^ P^uction operaUon are adopted, ensuring use of practices that bolster safety at 

:;r«̂i:tĥprocêfrL̂^̂^ 
ruiS^tr^he S o f AmericS consumer,. If a foreign govemment is interes ed Jeammg 
SSti Siut Ŝ eU and systems for assuring the safety of domestically F̂ d̂-̂ d ^ 
SJ^rttd t i h fii^^ vegetables Z when, in order to provide requested techniĉ  assistance, it 

Pages 
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teiprove produaion uid ptoeeistag P«»°"- ' . AaHcalture Orgutadion. the World 

„ iccportef ueocUOora. In tbe ^^o.., m wotidng with dotnewc wd 
coBeges .nd oriverriliê  .we «• " ^ ^ 1 ! ^ S e e , v« provide ole« guidnce on 
ferapgtoup.,tt 1 . o i H o l * « » " l ~ ^ " Z v S Wit).tM.onderrtwdlng.tbe 
tb. iSd reqAemenf for oifcring 6«hfoo4 "fc ^̂ ^̂  j ^ i ^ ^ ^ 

eliminate pathogens on produce. 
^ » tww« FY'98 the groundworic is being laid for providing technical 
Timeline: J J ; ; ; ; « ^ ^ t g M ^ ^ ^i^^^^' 

an, Outr^h: Education and -t-fJ^PJ^^-^^^^^^ 
GAP/GMP Kuidanceby tbe domerticand inteimt̂ ^̂ ^̂  
programs art pivotal to indurtry's «"'»«'"»"tLln^or^^^^^ guidance as everyday 
'guitoe. as well as the adentlfic and practicê  J^J'^^^^^^P^t ̂  ^ fhiit and vegetable 
5;;Kluction and processing practice. Otb̂ s .n f̂ ^̂ ^̂ ^̂  ^ .̂̂  programs m order to 

mi ttBUponlng it not Ibwuted by Uier mi.h.ndl.ng. 

CSREES. through it. ^ - ^ ^ ^ Z ^ ^ W 
wUI provide 1.«i«.bip to the ̂ > ^ l ^ ^ ^ ^ Z Z ^ for e»ly 1W8 
FDA «111 pl«. »«>ioi»l food f^'^^tlJilsln^tolt. and vegetables, to .ppriie 
,0 ri«.e eomnt Mientlfic « ' » » * ? ' l l f ^ T y i S ^ g«i.rd guid«we dooiment. 
Kienlific « ^ »d «t«»00 P ~ f « * " ^ ^ * X t S o m e fteridenf. directive into 

rtŜ ŝ r̂rô idrtJeŜs.-̂ ^̂ ^̂^ 
P«ge4 
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CSREES WlU also diaseminave the guidance and incorporate it Into ongoing federal food 
safety extension programs 

Tor..ch.heproduc.indu«r,wor«»ce,th.GAPW 

the documents are finalized 

fresh produce. 
ÂA „• aAWGMP erasgroots and international meetings will help the The nformauon provided at the CjAF/tjMi' grasgroow wiw iTcnA anticioate 

Sen^spric^tlLut^^-^^^^^ 

piimjry vehicle for outrewh wd eduwtion »ctivitie«. 

,„ the intern«ion.l .ren^ FAS »iU be ^^^S^^^'^^l^^tel 
^ « . S ^ ' B F S wS .too explore mechenlsm. to oMî . the reioure.. «V«rt« from 
'^rbt;ito.-lon»«^-t.0.7»cb«.heFA^^^ 

foreign government, ud orgmlatlois. 

Ti™,r.»,. Preliminery .»pi heve been idcee lo detennine meclumiOTS for pra;jdiBg 
^ w S n l t o the domestic industry in .dopting GAP̂ UMP 

^SZTllkewi*. pieliminry M.p»be ..ken to develop . progr«n 
targeted to foreign producers. 
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ThegeneraiaAP/GMPguidanceUare,ul.tctô ^̂ ^̂  
gdditce is essential as a foundaUon for ^^^^ f ^ ^ '^cS^slder the broad spectrum of a 
S^^ds and pathways of contammâ on. or pa^^^ Z m Z ^ ^ However, specific 
fi,od aatoy ay»tem. general 8 ^ * ^ j X ^ ^ ^ ^ or systems where individual 
GAPS/GMPS . . . very Wropna^ •"̂  ^ ' e ^ ^ S ^ fo^^^^^^ commodilies can provide 
HACCP programs are not contamination, e.g.. the minimum tmie 
tailored guidance for reducmg ̂ ^'^^^J^^t^^opS? Ŝ ttnent technologies to 
between mamire application P">f the best type of irrigation system 
diminate or ignificantly redu^ leva. f ^ ~ ^ ^ ~ t > S . or reSmmendSon. for 
to uae. apedflc harvesUng P'J?'^\^*.B^^f^^ can be designed fi>r mlnimiBng 
transporting •P^fi^,^"»?^'>^»Tn^ D ^ ^ ^ SSTco^ol of wSer quality, worker 
microbial <»ntamioation tluoû perucŵ ar handling of produce, 
station and health, field and fkcility lam^on, J J ^ P ? ^ ^ ^ ^ epply to all foods in 
Some pathogens may be 

which the risk of comamination with that pathogen exists, 

into the U.S, and »ome commodity specific repô ^ 

current agricultural practices, about ^̂ ^̂ ^̂ ^̂  iith foodbome iUness 
processing and P'̂ '̂̂ B̂̂ '* j^J^f.^^J^^^^^^^^^^ on cunent agricultural and 
outbreaks wiU also be used Both USD A '^^^^J^^l^Xma^ (auch as copies of food 
nianufacturing practices which th^pro^^^^ 

wifety legislation and regulation P"^^^'{L^ coumrie* will be provided by 

guidance documents, as Bpprt>prtate. 

• 3 S ^ ' S : f ^ i r « r l S ' ? - ' ^ ^ ^ ^ Â oî theoptionaundor 
consideration are: 
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, IndustryorgarixationscouldvoluntarilyworkwithFDAandUSDAtodevelop̂ ^̂ ^̂  

guidance fbr commodities produced by their raembeia. 

. Theaubiectofapecificguidancefr..̂ ^ 
contamination, ̂ pamognco^^^^ 
publish a notice m the Federal Regabw i n ^ This notice could 
tpedflc gmdance and proposed crHeria to be ^ J ^ J ^ 

for informatior te guide the idection of subjects. 

rrm,n«ritive arant mechaniam available through CSREES could be used to fond 
• S ^ W ^ S S ^ f l c G A P s r O M P s W 

repons of the eotmtry 

. Other approaches that could provide targeted ^̂ ^̂ ^̂ ^ 
timely manner, induding a combmadon ofthe options Usted here, 
these options with other options. 

. A dedslon not to develop any type of specific guidance. 

Whichever options are chosen, some ba.c ^^^f^^^^t^^^r^^^^ 
guid̂ ice-Tlieseindudet̂ ^̂ ^̂ ^̂  
microbe-specific J^f j ^ ^ ^ The potential pubUc health impact 
exist to ensure an appropnate level ot P^L"; oroduced and the primaiy consumer 
ofthe commodity.b̂ ônthevc.̂ ^̂  
gtoup Ce.g.. young chidren. f ^ ' ' ^ ' U v e subject of specific guidance (i.e., 
considered. A carefoUnalysls vrtU be wndi^^ ta ̂ ^^^^^^ This analysis wiU consider 
a commodity, or barard. or pathway of It wUl also 
the vake of any public heahh miprovemerts ^^^^^^^^^^^S «>stsl^ productivity 
consider the total cost to society f foô b̂ome dta«^ Sda;̂ p̂ t S!mers of implementing 
losses) associated with the «f J«^;";i**Xrikf^^£^^ ^^^^^^ * 
specific guidaacetî twi rê ^̂ ^̂ ^ Another approach is to 

of an outbreelc of fbodborae dlneH. uid theftequcwy ot ocourene. 
combinuion of thew two wtowhes my be omt a»M. 

.̂.„,,vent,.FDAA;SDAoom™ne.»ihoverK.«^^ .̂«^^^^^^ 
guidiice document. wWoh v«ll undergo ' f ^ ^ ^ J ^ ^ . ^ ^ ^ T i n d .^„,,lon of 

pubUcation as a final guidance document. 

Page? 
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Tbnelin î 1. i. m propo-ed '^^;±"^'^:t^rJ' 

fbr developinent of the î -'J™^ 
' • " ' J ^ ^ S K T * ? ? ^ ^ c ^ S i i H i l l b , devdopM during 
;^JS^X?i.?SXp.*»e«vi.«proee. .b.ginningin 

2000. 

..^.ling md l««inS Pr»«<« ,? ' ,^ , ! f ioS«obio log ied probl«m rilows 

S^^'^p^^iJrr::^^^ 
tugeting edue.iioii.1 outreujh and technical .wMnce. 
PDA wm continue h. ft«h f^t t ^ r ^ J T ^ ' i ^ i u t ' A ' ^ S I J i r r ^ ^ ^ ^ ^ ^ 

ind OAP/GMP guidance has not been adopted. 

M . ^ ^ . . Monito^gandev-uj^ngthe^-^^^^ 
jaidance will provide > ^ ? ^ } " " ^ ^ r ^ l ' Z ^ ^ ^ .urvey technique, to 
juidwee will .»dt n „fa.e extoit of .dopdon of the guld«K. 
ietermtae the < ' l > ' : » ^ j f ^ 9 * ^ J ^ Z S ^ a will t« conducted to d«em«ne 
by boUithe domertio md fcretgn mduWy. ̂ Jf iJTt tawt on public health .nd those 
«™,t pr«=.ic». apjdflc-ly S S S ^ i o n will be augm̂ ited 
that ut coveted i« the g«er.l OAP/Ghff S»dBK«__ » ^ on curtent 
«tthinfbnttttionftom othet »utc*., « * « f ^ ' S S S ^ b e S t c t e d « . Uter dale. Ihi. 
praotice.. A«oond, j««.ho™,g . ^ ^ ' ^ ^ f ^ ' ^ ^ X S . o r . d o p . i ^ 

guidance. 

Tlmeiine: FDA', in.pectlon «id " -̂̂ -̂ b^^ f̂d^^^^^^^^ w S t 

guidance. The momtoring activity may begin m FYy» 
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^(.jyj]^.pt«i Vni ftaftty ^^^^ 

5« incKJciice of foodbome MneM. Reeewdi » conduct long-lerm 
„ ^ u»lU in . v«i«y t ' S Z S ^ c I 5 d N ^ P ^ » » . " -PP"' d«dopn«.t of 

I^lLdly leduoe ptthogent to mm". 

roA»dUSDAbofth.v.vigo««....e»*pr=P»»^^',^^ 
jTthog*. d̂ ection «d ' - l ^ J S ^ A « S ^ ^ b ^ < S ^ » . « » 

SScI—^^^^^ 
vegetdile. through inigaliMi pncnce.. 

n>A«id USDAT. individually «.d "^^-^y.^^^lZTZ^^'^^"-^^ 
rel««l«, 4«h MU and ve»«^l» '°^^.^J,°tto^enonduct-ing food ..fety 

W«.dFDA.h.«^dr«^P^n^^^ ^^^^ ^ 
related research, mcludmg tbe EFA, uou, tne û v industry tnd consumer 
Foundation. andNIH. In f̂ ditior. the agenĉ ^̂ ^̂ ^ r ^ ' y ô goTng or in tiie 
representatives to determine what food safety ' ^ ^ ^ ^ ^ from this outside 
d̂ lopinemal stages outside tbe government and to identity researcn 
pcrspaotive. 

The agencie. « devdoplng a coo.<>in««J r«e.r* p..n for ^ ^ j f " ^ . t r i ^ ^ h " 
lie ,;«.rch pten I. KheduW to b. milaWe in ^ îronal pre«rvUlon 
Ch.vebluta»ffi«d a.: • ' ^ ' j f ' Z Z ' ^ ^ ^ ^ ^ ^ R.».«hUcurrently 
technique,. »da«^.ticre»rt««^«>d^^^^ 

evaluate control itrategies for the target patiiogens 
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s ....t̂ oiftn to reduce or eliminate microbial 
„e».rch on preventive ''P'-^'^^ f J'^^i^^Lt^^^^^^^ t««m«. or co«po.Hng 

srer«.^v=» 
^f i X C I n both whole and minimally P»«^ "̂ ^̂ ^̂ ^̂ ^̂  Ipecifically methods to 
'^'c^tTea of research that willbe accd^a^ ̂ ^̂ ^̂ t̂ of ch^ul pattem recognition (trace-
ll̂ c^Cydospora and Hepatitis A on P»°<̂ "̂ ;, f̂̂ ^^^ or processed will also aid m 

tracebacks to detenmne both the source or loou 
illness outbreaks 

, , „ , l t e : T h e p r o c e ^ o f — - . ^ ^ - ^ ^ ^ 

research. 

VL rji-̂ tir'nn"̂ '̂ "*̂ '*̂ "'**'̂ ^̂ ^ . . ̂ ^̂^ 
following agendes are — « ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ 

(FDA) the National Institutes Human Services (HHS); the Agncultuî l 
?^ention (CDC) in the Department f ^^f^^^fsH^^^^^ Anim«̂  '""̂  ""''"^ 
Xketing service (AMS). the Agncultura ck^ ^^'^^^^'^ \TT 
Act ion Service (APWS). the Cooperâ v̂ ^̂ t ^ ^ ^ ^ ^ ^ ^ ^ ^ M Service (FA )̂, the 
(CS^HS). tiie Economic Research Service (̂ ^ .̂̂ f̂'̂ ^^^^ Statistic. Service ASS), 
Food Safety and Inspection Service (!S^^';'^^s^^^ Office of Risk Assessment and 
L Nataral Resources Conserva ion Sj^^f Agriculture (USDA); the 
?cst Benefit Analy.i. (OKACBA in heUS^ S:^^^': ,Zot^s (DoL) Occupat.or̂ l Safety 
Environmental Protection f o f Defense's U.S ^ y ' ^ " ^ . ^ 
and Health Administratior (OSH.M, the û^̂^ of tl,, ,̂ t.dtive 
Research Development and Engineering Center are 
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Mary L. Smith 
12/17/97 03:06:24 PM 

Record Type: Record 

To: Elena Kagan/OPD/EOP, Thomas L. Freedman/OPD/EOP 

cc: Laura Emmett/WHO/EOP 
Subject: Principals' Meeting on Food Safety at USDA 

I attended the principals' meeting on Food Safety at USDA today. There were three basic topics: (1) 
reports from public meetings; (2) timing of the report to the President; and (3) meeting on the Hill 
scheduled for Monday. 

1. Reports from public meetings. The comments in the 6 public meetings with the growers and 
the state health departments were pretty favorable. In fact, it was emphasized that not one of the 
growers was opposed to the development of the gudiance in general. The comments were just that the 
timing seemed like it was happening very quickly; that the growers hoped that they could actively 
participate and that it would be a bottom-up process rather than a top-down process; and that, to the 
extent that we develop product-specific guidance, that they want to contribute to this process. It seems 
that the concern regarding the product-specific guidance is addressed adequately, at this initial stage in 
the process, in the draft report. 

On the international front, there was a public meeting in Washington that staff of many of the embassies 
attended. The international community seems fine with it as well, but, again, they would like to participate 
and would like to conduct more research. 

One other item that growers asked about was the President's position on country of origin labeling. 

2. Report to the President. The report on the progress of the development of the Good 
Agricultural Practices (GAPs) and Good Manufacturing Practices (GMPs) is due to the President on 
January 2, 1997. I am sending you an outline of the report as well as a draft to fhe report. It looks like 
HHS, FDA, and USDA are on track to get this to the White House by January 2,1997. However, there 
were some rumblings that because of holidays, etc., they might not be able to send over the final draft 
until January 3 or 4. I emphasized that they should keep on track for the January 2, and that is the plan 
now. The timing could be emphasized again in the Food Safety meeting you have scheduled for 
tomorrow at 5 p.m. 

3. Hill Briefing. Some Senate staff want a briefing on the entire food safety initiative, including the 
legislation and the guidance. This meeting is scheduled for Monday, December 22 at 1 p.m. HHS, 
USDA, and FDA are sending people to the meeting. 

Thanks, Mary, 



Initiative to Ensure the Safety of Imported and Domestic Fruits and Vegetables: 
Status Report 

I. Introduction 

n. Good Agricultural Practices Guidance 

A. Status 

1. Preparation of draft guidance: "Guide to Minimizing Microbial Food Safety Hazards for 
Fresii Fruits and Vegetables" 

2. Public meeting, National Advisory Committee on Microbiological Criteria for Foods 
meeting, grassroots meetings, intemational meeting 

Timeline: FDA will publish draft GAP guidance, incorporating comments and 
information from the public meetings, in the Federal Register at the end of 
February or in early March, 1998. A 45-day comment period will be 
provided for public review and further comment. A public meeting may also 
be held. It is anticipated that fmalized GAP guidance will be available at the 
endof July, 1998. 

B. Supporting information 

1. Data/ information describing fresh fruit and vegetable industry domestically an in 
countries importing into U.S. 

Timeline: Data and information covering up to 40 country/commodity combinations 
will be compiled by mid-July, 1998. These data will provide a profile of 
each country's current growing, harvesting, handling, and transportation 
practices for the variety of products offered for import into the U.S. 

III. Technical Assistance and Education and Outreach. 

A. Technical Assistance to support adoption of GAPs/GMPs - application 

1. FDA and USDA work with appropriate govemment public health and agricultural 
agencies; WHO, FAO, and subsidiaries; and industry and exporter groups abroad and 
in the U.S.; landgrant colleges and universities. 

Timeline: During FY'98 the groundwork is being laid for providing technical 
assistance, pending finalization of the GAP guidance. FY99 fiinding will 
determine the extent of the program. 
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B. Education for industry, consumers - understanding principles 

1. Domestic 

a. Producers and processors 

b. CSREES will be the primary domestic source of GAP/GMP outreach and 
educational activities for producers. 

National food safety scientific and education conference for early 1998 to 
provide colleges and universities background on GAP guidance for 
incorporation into their academic programs. 

c. Expanded education efforts to ancillary industries, such as wholesale and retail, to 
the consumer - budget dependent 

d. Other agencies and industry to provide education and outreach 

2. Multi-lingual materials for domestic and foreign use 

FDA and USDA will work with industry and foreign govemments to provide 
translations - budget dependent 

3. Intemational: 

a. FAS will be instrumental in facilitating the development of education and training 
programs, either through their staff or the State Department. 

Timeline: Preliminary steps have been taken to determine mechanisms for providing 
information and assistance to the domestic industry in adopting GAP 
guidance. Likewise, preliminary steps will be taken, as funding permits, to 
develop a program targeted to foreign growers. 

rv. Good Agricultural and Good Manufacturing Practices Guidance for Specific Commodities 

A. Purpose: Augment general guidance with guidance tailored to unique aspects of a commodity 
to reduce the potential for microbial contamination 

B. Supporting Information 

C. Selection of Commodities 

1. Options are being explored 
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a. Industry organizations will voluntarily work with FDA and USDA to develop 
specific GAPs/GMPs as guidance for commodities produced by their members. 

b. Use public process. FDA will publish a notice in the Federal Register announcing 
our intention to develop guidance for specific commodities and the criteria to be 
used in the selection. This notice will ask for information to guide the selection of 
commodities. 

c. CSREES competitive grant mechanism to fiind development of commodity-
specific GAPs/GMPs by academic institutions in different regions of the country. 

d. Other approaches 

D. Factors to consider in selecting commodities: 

1. Health-related factors and availability of methods to ensure an appropriate level of 
public health protection. 

E. Process 

1. FDA/USDA committee will oversee and direct development of the guidance documents 

2. Documents undergo public review process 

Timeline: It is anticipated that development of the specific guidance by the agencies 
will be available to the produce industry during 1998. If the CSREES grant 
process is used for development of the specific guidance documents, it is 
anticipated that the grant process will begin in May, 1998 and conclude with 
grant awards in October, 1998. Draft documents will be developed during 
1999 and will undergo the FDA public review process beginning in 2000. 

Focused inspections of production and processing operations and testing on areas of highest 
risk and monitoring adoption of GAP/GMP guidance. 

A. Inspection and Testing 

FDA will continue its fresh fmit and vegetable inspection and Jesting program at current 
levels for domestic and imported produce. 

B. Monitoring 

I . Initial and follow-up survey to determine effectiveness and extent of adoption of 
guidance - USDA and FDA - budget dependent 
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Timeline: FDA's inspection and sample collection and analysis activities are ongoing. 
Increased inspection and testing efforts are budget dependent. The 
monitoring activity may begin in FY98, dependent on fiinds available. 

VI. Accelerated food safety research. 

A. FDA and USDA reviewing current research to identify projects for fast-track 

Interagency meetings and meetings with industry and consumer representatives 

b. Coordinated research plan being developed 

1. Scheduled to be available in early 1998 

2. Focus: Research on preventive technologies and to develop intervention strategies 

Timeline: The process of reviewing research related to safety of fresh fruits and 
vegetables was initiated in September, 1997. A research plan will be 
available in early 1998 that will identify fresh fruit and vegetable-related 
research . 
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Initiative to Ensure the Safety of Imported and Domestic Fruits and 
Vegetables: Status Report 

Introduction 

While American consumers enjoy the safest food supply in the world, in the last several years 
there have been increasing incidences of foodbome illness outbreaks associated with fresh fruits 
and vegetables from both domestic and imported sources. On October 2, 1997, President Clinton 
announced an "Initiative to Ensure the Safety oflmported and Domestic Fresh Fruits and 
Vegetables". The initiative specified that FDA seek legislation to increase its authority over 
imported foods, that budget requests include activities in this initiative, and that FDA and USDA 
develop a series of activities focused on assisting the domestic and foreign produce industries to 
improve the safety of fi-esh fruits and vegetables. 

The United States (U.S.) produce industry, as well as some countries importing fi-esh fruits and 
vegetables into the U.S., have already taken significant steps to develop and implement improved 
agricultural practices and guidelines. Activities in this initiative, particulariy development of good 
agricultural practices and good manufacturing practices guidance, recognize this effort and build 
on it. 

A bill, the Safety oflmported Food Act of 1997 (H.R. 3052), was introduced in the House of 
Representatives on November 13, 1997. No comparable bill has been introduced in the Senate, 
If passed by Congress, this proposed legislation will amend section 402 (aduherated food) ofthe 
Food, Drug, and Cosmetic Act to expand FDA's authority to assure the safety oflmported foods. 
This will provide FDA with authorities more comparable to those of USDA over imported foods. 
FDA's and USDA's budget requests for FY99 includes funding for activities associated with the 
fresh fruits and vegetables initiative. The budget requests have been submitted to the Office of 
Management and Budget. As part of the overall food safety initiative, the agencies are making 
plans for the most efficient use of fimds, for example, by participating in a research coordination 
working group organized by Dr. John Gibbons, Science Adviser to the President, under the 
auspices of the National Science and Technology Council. 

The President directed the Secretaries of HHS and Agriculture to submit a report on progress 
made in development of Good Agricultural (GAPs) and Good Manufacturing Practices (GMPs) 
and other elements ofthe initiative. GAPs and GMPs guidance are interrelated in that some 
procedures may overlap. GAPs primarily focus on production practices and include growing, 
harvesting, handling, and transportation. GMPs can include harvesting and transportation, but 
also include other practices such as processing and packaging. 

This report discusses the progress made on development of GAPs/GMPs and plans to accompUsh 
the other elements ofthe initiative. This report also describes interdependent activities that will 
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enhance the successful adoption of GAP/GMP guidance by the industry. As an example, effective 
adoption of GAP/GMP guidance will depend on U.S. agencies providing technical assistance to 
the domestic industry and to countries importing produce. Education and outreach efforts will be 
provided to both the domestic and foreign industry and all of these activities will be based on a 
strong, underlying, accelerated research program. 

Agencies contributing to this initiative are: the Food and Drug Administration (FDA) and the 
Centers for Disease Control and Prevention (CDC) in the Department of Health and Human 
Services (HHS). U.S. Department of Agriculture (USDA) agencies include: the Agricultural 
Marketing Service (AMS), the Agricultural Research Service (ARS), the Animal and Plant Health 
Inspection Service (APHIS), the Cooperative State Research, Education, and Extension Service 
(CSREES), the Economic Research Service (ERS), the Foreign Agricultural Service (FAS), the 
Food Safety and Inspection Service (FSIS), the National Agricultural Statistics Service (NASS), 
the Natural Resources Conservation Service (NRCS), and the Office of Risk Assessment and 
Cost Benefit Analysis (ORACBA). The Environmental Protection Agency (EPA) and the 
Department of Labor's (DoL) Occupational Safety and Health Agency (OSHA), and the 
Department of Defense's Natick Labs (get fiill name) are also working on segments of the 
initiative. 

I. Good Agricultural Practices Guidance 

Status: FDA, working with USDA, is in the process of preparing a general Good Agricultural 
Practices (GAP) guidance document to be published as a proposal. This "Guide to Minimizing 
Microbial Food Safety Hazards for Fresh Fruits and Vegetables" describes good agricultural 
practices that farmers and producers may use for water quality, manure management, sanitation 
(both field and facility sanitation, as well as worker hygiene), and transportation and handling. 
The guide also describes use of producer identification and information on the flow of the product 
through distribution chaimels. This information facilitates source identification, should a 
commodity be associated with a foodbome illness outbreak. This guidance can be used by both 
domestic and foreign fresh fruit and vegetable producers to help ensure the safety of their 
produce. The GAP guidance will be consistent v^th World Trade Organization guidelines and 
will not impose undue restrictions or barriers on either domestic or foreign producers. 

A series of public meetings were held fi-om mid-November to mid-December, 1997 in which the 
agricultural community, the intemational trade community, consumer, and the scientific 
community participated. The purpose of these meetings was to give these parties the opportunity 
to offer their perspective on the working draft Guide and to provide pertinent information, 
comments, technical information, and suggested modifications of the draft guidance. The first 
public meeting was held with the National Advisory Committee on Microbiological Criteria for 
Foods' Fresh Produce Subcommittee (an USDA/FDA advisory committee) in attendance. The 
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Subcommittee provided recommendations that were incorporated into the working draft guidance 
document used as the basis of discussion at a series of meetings targeted to the agricultural 
community. Six "grassroots" meetings were held around the country in December. The agencies 
also presented the proposed guidance to representatives of embassies and individuals associated 
with importing produce into the U.S. at an intemational meeting. 

Agencies Responsible: Lead: FDA 
Support: USDA (CSREES, AMS, ARS, FSIS, ERS, NASS, 

FAS), EPA, DoL (OSHA), CDC 

Timeline: FDA will publish draft GAP guidance, incorporating comments and information 
from the public meetings, in the Federal Register at the end of Febmary or in early 
March, 1998. A 45-day comment period will be provided for public review and 
fiirther comment. A public meeting may also be held. It is anticipated that 
finalized GAP guidance will be available at the end of July, 1998. 

Supporting Information: The draft guidance represents the best advice of FDA and USDA 
which builds on current industry and scientific practice and v^ll incorporate information provided 
by the agricultural community, consumers, academicians, individuals involved in intemational 
trade, states, and other interested parties. Development of the final guidance will draw on 
flindamental information that describes the fresh fruit and vegetable industry domestically and in 
countries importing products into the U.S. 

Agencies Responsible: Lead: USDA (ERS, NASS, FAS) and FDA 
Support: USDA (CSREES, AMS), 

Timeline: Data and information covering 40 country/commodity combinations will be 
compiled by mid-July, 1998. These data will provide a profile of each country's 
current growing, harvesting, handling, and transportation practices for the variety 
of products offered for import into the U.S. 

n. Technical Assistance and Education and Outreach 

Technical Assistance: GAP/GMP guidance, alone, cannot be effective in improving the safety of 
fresh fruits and vegetables if a lack of technical resources to adopt all or even parts of the 
guidance exists. The guidance is most effective when all the essential components of the guidance 
that apply to a particular commodity or production operation are adopted, ensuring use of 
practices that bolster safety at every step in the process from in-field operations to distribution to 
the consumer. U.S. govemment agencies, FDA and USDA in particular, will work wdth the 
appropriate public health and agricultural govemment agencies abroad and in the U.S. to provide 
technical assistance needed to support adoption of the GAPs/GMPs by the produce industry. 
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Working with foreign and U.S. agencies to provide assistance is not only beneficial to the 
industry, but to the health of American consumers. Successfiil adoption of GAP guidance by the 
industry will greatly enhance the safety of fresh fruits and vegetables. When it becomes necessary 
for FDA investigators or scientists to visit foreign operations to ascertain the source of problems 
that may pose a safety hazard in produce imported into the U.S., FAS and State Department 
officials will facilitate these visits. (The FY99 budget request includes funding for additional 
resources to carry this program out.) 

USDA and FDA will work with a broad spectmm of representatives from the public and private 
sector in foreign countries and in the U.S.. These include officials from the health and agricuhure 
agencies in foreign countries, the World Health Organization and the Food and Agriculture 
Organization and subsidiary organizations (e.g., PAHO), as well as exporter associations. In the 
U.S., the agencies will work with appropriate landgrant colleges and universities, state agencies, 
and industry associations. In working with these groups, it is critical that we not only provide 
technical assistance but that they have a clear understanding of the requirements for importing 
foods into the U.S. and meeting U.S. legal requirements. Equally important, is an appreciation 
for the U.S. consumers' perception of food safety. With this understanding, these groups can 
guide industry's determination of what, if any, modifications of current practices are needed for 
industry to satisfy U.S. legal and consumer expectations. FDA and USDA will provide technical 
advice and assistance to the domestic industry and to govemments of countries importing 
products into the U.S. to aid in the adoption of GAPs/GMPs, as well as to improve production 
and processing practices in any other way. As part of this effort, USDA and FDA will share new 
technologies as they are developed to enhance the safety of fresh fruits and vegetables, such as 
improved manure treatment methods, more sensitive analytical methods, post-harvest treatments 
to reduce or eliminate pathogen levels on produce. 

Agencies Responsible: Lead: FDA and USDA (FAS, FSIS, APHIS) 

Timetable: During FY'98 the groundwork is being laid for providing technical assistance, 
pending finalization of the GAP guidance. FY99 funding will determine the 
extent of the program. 

Education: Education and outreach programs are essential to successfiil adoption of GAP/GMP 
guidance by the domestic and intemational fresh fruit and vegetable industry. These programs are 
pivotal to the industry understanding the essential principles of GAP/GMP guidance, as well as 
the scientific and practical reasons for adoption of the guidance as everyday production and 
processing practice. Others in the distribution chain from the fruit and vegetable producers to the 
final user - the consumer - must be reached in these programs in order to assure that the care 
taken to prevent microbial contamination in growing, harvesting, processing, and 
transporting is not thwarted by mishandling later. (The extent of efforts in this area will be 
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contingent on additional funding in the FY99 budget.) 

CSREES, through its existing network of agricultural extension service agents located in the U.S. 
fanning community, will be the primary domestic source of GAP/GMP outreach and educational 
activities for producers. USDA and FDA will plan a national food safety scientific and education 
conference for early 1998 to provide colleges and universities background on GAP guidance for 
incorporation into their academic programs. The Extension agents play a vital role in the 
successfiil adoption of GAPs because they are knowledgeable about on-farm assessments and can 
provide advice to individual farmers on potential problem areas in their operations and how to 
improve practices. CSREES will disseminate the GAP guidance and incorporate it into the 
ongoing programs for domestic finit and vegetable growers. Where necessary and funding is 
provided, the existing Extension Service-farm infrastmcture will be strengthened to facilitate 
communication in the agricultural community. 

In reaching the produce industry workforce, the GAP guidance and associated educational 
materials must be available in native languages and terms understood by this diverse community. 
Multi-lingual materials are also needed for use in foreign countries. To meet these needs, the 
GAP/GMP guidance documents, as well as associated training and information materials will be 
translated into appropriate languages as quickly as possible as they are finalized and funding 
permits. 

We anticipate that education and outreach activities will reach beyond the immediate needs ofthe 
produce industry to ancillary industries, such as wholesale and retail, to the consumer. Expanded 
education efforts (contingent upon additional FY99 funding) wdll be directed to increasing 
awareness of public health concems about fresh fixiits and vegetables, as well as about use of safe 
practices for handling and storing fresh produce vegetables. 

The information provided at the GAP grassroots and intemational meetings will help the agencies 
prioritize outreach activities and preparation of materials. FDA and USDA anticipate drawing on 
the resources and expertise of other agencies and industry groups to provide outreach and 
education, particularly targeted to specific regional needs in the U.S. The agencies have met with 
representatives of state agriculture departments and the industry to begin discussions of how best 
to make available needed training and information. We anticipate that industry itself, will be a 
primary vehicle for outreach and education activities. 

In the intemational arena, FAS will be instmmental in facilitating the development of education 
and training programs, either through their staff or the State Department. The FAS' Intemational 
Cooperation and Development group can facilitate development of cooperative training programs 
on the GAP guidance, in collaboration with other agencies capable of providing fimding for these 
activities. FAS will also explore mechanisms to obtain the resources and expertise from other 
intemational organizations, such as the FAO and the Inter-American Institute for Cooperation of 
Agriculture in order to facihtate discussions on produce safety issues. FDA and USDA will 
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provide govemments and organizations in foreign countries with multilingual GAP/GMP 
education programs and materials (as funding permits) for presentation to their industries. 

Agencies Responsible: Lead: FDA and USDA (CSREES, NAPLAP, NRCS, FSA) 
Support: EPA, OSHA 

Timetable: Preliminary steps have been taken to determine mechanisms for providing 
information and assistance to the domestic industry in adopting GAP guidance. 
Likewise, preliminary steps will be taken in late FY98 to develop a program 
targeted to foreign growers. 

m. Good Agricultural and Good Manufacturing Practices Guidance for Specific 
Commodities 

The general GAP guidance that is being developed cannot be expected to provide the specificity 
needed to ensure safe produce. This general guidance is essential as a foundation for more 
specific GAP/GMPs for various commodities. As we consider the broad spectmm ofa food 
safety system, general guidance is usually the first consideration. However, specific GAPs/GMPs 
are very appropriate and often essential for those foods where individual HACCP systems are not 
warranted. GAP/GMPs for individual commodities can provide tailored guidance for reducing 
the potential for microbial contamination, e.g., the minimum time between manure application and 
harvest, the best type of irrigation system to use, specific harvesting practices (e.g., picking 
berries or melons), or recommendations for transporting specific commodities. So, additional 
GAP/GMP guidance documents wall be developed that are tailored to reducing the risk of specific 
commodities. 

Supporting Information: Domestic commodity data provided by USDA includes specific 
commodities produced, the form (whole or processed) and the quantities produced. FAS has 
available, as part ofits ongoing trade reporting system, data on finits and vegetables imported 
into the U.S. and some commodity specific reports for selected coimtries. Information about the 
current agricultural practices, about currently used handling and transportation practices, as well 
as processing and packaging techniques, and information about products associated with 
foodbome illness outbreaks will also be used. Both USDA and FDA have some data on current 
agricultural and manufacturing practices which they will provide. Country information (such as 
copies of food safety legislation and regulation affecting production, handling, and storage of 
produce) useful in identifying current production and processing practices in foreign countries will 
be provided by FAS. This information will be used to direct and support decisions to develop 
specific GAP/GMP guidance documents. 

Selection of Commodities: Options are being explored for the most efficient way to provide the 
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industry with guidance that is effective, and yields the most benefit from the resources expended. 
Among the options under consideration are: 

Industry organizations will voluntarily work with FDA and USDA to develop specific 
GAPs/GMPs as guidance for commodities they represent. 

Commodities for which specific G/NPs/GMPs will be developed will be selected 
through a public process. FDA will publish a notice in the Federal Register 
announcing our intention to develop guidance for specific commodities and the criteria 
to be used in the selection. This notice will ask for information to guide the selection. 

The competitive grant mechanism available through CSREES will be used to provide 
fiinding for academic institutions in different regions of the country to develop 
commodity-specific GAPs/GMPs. 

• Other approaches that will provide targeted guidance to the produce industry in a 
timely maimer. 

Whichever option is chosen for development of specific GAP/GMP guidance, some basic factors 
will be considered in selecting the commodities. These include the potential hazards associated 
with the commodity and whether or not microbe-specific methods (e.g., identification, detection, 
enumeration, and/or sampling technique) exist to ensure an appropriate level of public health 
protection. With these criteria, Cyclospora is not an appropriate choice for a specific GAP. The 
potential public health impact of the commodity, considering points such as the volume ofthe 
commodity produce, and the primary consumer group (e.g., young children, the elderly, the 
population in general). 

Regardless of the option chosen for selecting conmiodities for which to develop individual 
GAP/GMP guidance, a FDA/USDA committee will oversee development of the documents which 
will undergo scmtiny in the FDA public review process. This process entails publication ofthe 
draft documents in the Federal Register, receipt and evaluation of comments, revision ofthe 
documents according incorporating information in the comments, and publication as a final 
guidance document. 

Agencies Responsible: Lead: FDA 
Support: USDA (CSREES, AMS, ARS, NRCS, NASS, ERS), 

EPA, DoL (OSHA), CDC 

Timeline: It is anticipated that development of the specific guidance by the agencies 
will be available to the produce industry during 1998. Ifthe CSREES grant 
process is used for development of the specific guidance documents, it is 
anticipated that the grant process will begin in May, 1998 and conclude with 
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grant awards in October, 1998. Draft documents will be developed during 
1999 and will undergo the FDA public review process beginning in 2000. 

IV. Focussed inspections of production and processing operations and testing to areas of 
highest risk and monitoring adoption of GAP/GMP guidance. 

Inspection and Testing: Inspections of fresh fruit and vegetable operations in combination with 
sampling and testing provides FDA and USDA with information about the microbial quality of 
both domestic and imported products. Identification of microbiological problems allows 
preventive intervention before illness occurs. It also aids in targeting educational outreach and 
technical assistance. 

FDA will continue its fresh fhih and vegetable inspection and testing program at current levels for 
domestic and imported produce. Additional resources (additional funding from the FY99 budget) 
will be focussed on sampling products from producers that have not adopted GAP/GMP 
guidance, domestic or foreign. 

Monitoring: The USDA and FDA will use survey techniques to detennine the effectiveness of 
the GAP/GMP program and the extent of adoption of the guidance in both the domestic and 
foreign industry. The first survey will be conducted to determine cunent practices, specifically 
those practices that have the most impact on public health and those that are covered in the 
general GAP guidance. This baseUne information will be augmented with information from other 
sources, such as foreign govemments and state agencies, on current practices. A second, more 
thorough, survey on practices wall be conducted at a later date. All of this information - from the 
surveys and other sources - will be used to monitor adoption of the GAP/GMP guidance and to 
make necessary adjustments in the GAP/GMP program, including the guidance. (The extent of 
this work is contingent on additional funding in the FY99 budget.) 

Agencies Responsible: Lead: FDA 
Support: USDA (ORACBA, ERS, FSIS, ARS, AMS, FAS), 

EPA, CDC 

Timetable: FDA's inspection and sample collection and analysis activities are ongoing. 
Increased inspection and testing efforts are budget dependent. The monitoring 
activity will begin in FY98, dependent on fiinds available. 

V. Accelerated food safety research. 

Successful implementation of an initiative, such as this, relies heavily on scientific research to 
develop intervention and prevention strategies to prevent foodbome ilhiess. Research will 
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support development of improved detection methods useful in a variety of environments to 
conduct longterm surveillance and monitoring of both domestic and imported produce, 
development of control and prevention strategies to augment use of GAP/GMP, and to develop 
GAP guidance that accommodates specific needs imposed by environmental factors (e.g., water 
quality, manure management, worker hygiene). 

FDA and USDA both have extensive research programs in areas related to development of 
pathogen detection and quantification methodology, as well as development of control and 
prevention interventions. EPA and USDA also have research programs underway focused on 
water quality and manure management. 

FDA and USDA are individually and collectively reviewing their respective FY98 research 
projects related to fresh finits and vegetables to identify specific research that can be accelerated. 
USDA and FDA have held research planning meetings wdth other agencies conducting food safety 
related research, including the Department of Defense, the Department of Energy, the National 
Science Foundation, and the National Institutes of Health. In addition, the agencies have met with 
industry and consumer representatives to determine what food safety research outside the 
govemment is cunently ongoing or in the developmental stages and, from this outside 
perspective, identify research needs. 

The agencies are developing a coordinated research plan for reducing microbial risk in produce. 
The research plan is scheduled to be available in early 1998. Four specific areas for research 
focus have been identified as: Improved detection methods, resistance to traditional preservation 
techniques, antibiotic resistance, and development of intervention strategies. Research is cunently 
underway in all these areas. Among the areas to be further investigated are: packaging, storage, 
and preservation technologies; production practices, in particular manure management and 
maintenance of water quality; and use of post-harvest treatments, such as antimicrobial agents in 
wash water, to reduce levels of unavoidable microbial contamination. NIH wdll put out a call for 
research proposals in these and other related areas. 

Research on preventive technologies and to develop intervention strategies to reduce or eliminate 
microbial contamination are a high priority. Work will be conducted on manure treatment or 
composting techniques to assure that the manure is of an acceptable quality for application to a 
specific commodity. Post-harvest chemical and physical treatments for fiiiits and vegetables, and 
methods of preventing the persistence and growth of pathogens on both whole and processed 
produce during storage and transportation will be investigated. Another area of research that wdll 
be accelerated is methods development, specifically for Cyclospora, for Hepatitis A on, and 
chemical pattem recognition (trace-metal fingerprints) to identify where specific foods were 
grown or processed. These studies wdll aid in tracebacks to detemiine the source of foods and 
pathogens implicated in foodbome illness outbreaks. 

Agencies Responsible: Lead: FDA and USDA (ARS, CSREES, ERS) 
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Support: EPA, NIH, DoD (Natick Labs) 

Timetable: The process of reviewing research related to safety of fresh finits and vegetables 
was initiated in September, 1997. A research plan delineating fresh fioiit and 
vegetable-related research being accelerated, will be available in early 1998 

December 14, 1997 1:0()pm DRAJ-T Page 10 



Federal Food Safety Agency: Agencies Currently with Food Sarety Activities 

Agency 

HHS/FDA: 
Center for 

Food Safety 
and Applied 

Nutrition 
(CFSAN) 

Current Food Safety 
Responsibility 

Regulates ail food (except 
meat, poultry, and egg 
products) to ensure that it is 
wholesome, unadulterated, 
and properly labeled. 

Also responsible for the 
safety and proper labeling of 
cosmetics. 

Authorizing Statute/ 
Relevant Cmtes. 

Statute: Food, Drug, 
and Cosmetic Act 

House: Commerce 

Senate: Labor and 
Human Resources, 

Agriculture 
Appropriations 
Committees 

FY 1998 
Budget (in 
millions) 

$220 M in 
appropriated 
BA and 2,342 
FTEs. 

$3.6 M in user 
fees for the 
certification of 
color additives. 

Note: Total 
FDA 
appropriated 
BA is $925 M 
and 8,503 FTEs. 
Total program 
level is $1,038 
M and 9,288 
FTEs which 
includes $113 
M in user fees. 

Recommendation 

Include as part of 
a new food safety 
agency. 

Rationale 

The agency's primary responsibility is food safety 
inspections, food research and risk assessment, and 
education. These activities, along with the safety 
standards and inspections of meat and poultry, would 
comprise the core of any food safety agency. 

HHS/FDA: 
Center for 
Veterinary 
Medicine 
(CVM) 

Regulates the manufacture 
and distribution of drugs and 
feed additives intended for 
animals. 

Statute: Food, Drug, 
and Cosmetic Act 

House: Commerce 

Senate: Labor and 
Human Resources, 

Agriculture 
Appropriations 
Committees 

$44 M in 
appropriated 
BA 

403 FTEs. 

Include as part of 
a new food safety 
agency. 

The agency's primary responsibility is the approval of 
animal drugs and feeds, a major component of food 
safety. 

• GAO also includes activities of the Treasury's Bureau of Alcohol, Tobacco, and Firearms, Treasury's Customs Service, and the FederaVfrade Commission in their list of 
Federal food safety agencies. \ 



Federal Food Safety Agency: Agencies Currently with Food Safety Activities 

Agency 

USDA: Food 
Safety 

Inspection 
Service 
(FSIS) 

USDA: 
Agricultural 

Research 
Service 
(ARS) 

Commerce: 
National^ 

Oceanic and 
Atmospheric 

Admin. 
(NOAA) 

Current Food Safety 
Responsibility 

Pi 
Regulates meat, poultry, and 
egg products to ensure that 
they are wholesome, 
unadulterated, and properly 
labeled 4 

7^ 
Performs food safety 
research, such as developing 
ways to detect and control 
bacterial contamination of 
foods 

Provides voluntary inspection 
and certification services for 
fish and fishery porducts on a 
fee-for-service basis. 
Services address safety, 
wholesomeness, quality, and 
proper labelling of fishery 
products. Inspected products 
can carry a DOC mark 
indicating compliance with 
Federal standards. 

Authorizing Statute/ 
Relevant Cmtes. 

Statutes: Federal Meat 
Inspection Act, Poultry 
Products Inspection 
Act, Egg Products 
Inspection Act 

House/Senate: 
Agriculture 

Agriculture 
Appropriations 
Committees 

Statute: Organic Act of 
1862, Research and 
Marketing Act of 1946 

House/Senate: 
Agriculture 

Agriculture 
Appropriations 
Committees 

Statute: Agricultural 
Marketing Act 

House: Resources 

Senate: Commerce 

Commerce 
Appropriations 

FV 1998 
Budget (in 

millions) 

$589 M in 
appropriated 
BA 

$94 M in user 
fees 

9,895 FTEs 

approx. $50 M 
in appropriated 
BA 

150 FTEs 

$700,000 in 
appropiated BA 

$13M in user 
fees 

190 FTE 

Recommendation 

Include as part of 
a new food safety 
agency 

Include as part of 
a new food safety 
agency 

Include as part of 
a new food safety 
agency 

Rationale 

Setting standards and performing food safety 
inspections are the agency's primary responsibility. 

This funding, in addition to the research funding 
provided through FDA's programs, would support the 
pre- and post-harvest research necessary to support the 
agency's regulatory and education activities. 

The agency contains the seafood inspection/products 
expertise that FDA needs to meet HACCP 
requirements. In order to gain efficiencies, NOAA 
and FDA are currently developing a legislative 
proposal to transfer NOAA'S National Marine 
Fisheries Service (NMFS) to FDA (as a PBO). The 
voluntary inspection program would continue, but 
NMFS inspectors would also be available for use by 
FDA to conduct inspections within its 
mandatory/regulatory program. NMFS' seafood 
expertise would be important to a new food safety 
agency, and inclusion in the new agency would avoid 
duplicative programs on labelling, wholesomeness, 
etc. 

^ 1 

V 
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Federal Food Safety Agency; Agencies Currently with Food Safety Activities 

Agency 
Current Food Safety 

Responsibility 
Authorizing Statute/ 

Relevant Cmtes. 

FV 1998 
Budget (in 
millions) Recommendation Rationale 

E P A -
Drinking 

Water 

Regulates drinking water to 
ensure that it is safe to drink. 
Conducts research to support 
standards. 

Regulates injection of 
contaminated water into 
underground wells to protect 
drinking water wells. 

Provides Drinking Water 
State Revolving Funds (DW 
SRFs) capitalization grants to 
states for infrastructure 
upgrades and state programs. 

Statute: Safe Drinking 
Water Act 

House: Commerce, 
Science and 
Transportation (partial). 
Infrastructure (partial) 

Senate: Environment, 
Public Works 

VA/HUD 
Appropriations 
subcommittees 

$149 M in BA 
for regulation, 
research and 
enforcement, 
$105 M of 
which goes to 
States as grants 
to run drinking 
water and 
related 
programs. 
$725 M for DW 
SRF capitaliza­
tion grants. 

941 FTE 

Do not include as 
part ofa new food 
safety agency 

The Administration and Congress just reformed this 
program, with passage of the 1996 SDWA 
Amendments, and the reforms seem to be working. 
Program implementation is very different from the 
other programs under consideration because the 
drinking water program is primarily implemented by 
the States with EPA grant money. There is also a 
large Federal assistance component in the DW SRF. 
EPA would lose significant economies of scale in the 
administration of the Drinking Water and Clean Water 
SRFs if they were separated. At the same time, the 
DW SRF needs input from the drinking water program 
on project prioritization based on public health goals. 
Protection of drinking water sources is an 
environmental issue and has synergies with EPA's 
Clean Water Act programs. 

E P A -
Pesticides 

Evaluates the risks to public 
health and the environment 
from pesticide active and 
inert ingredients. 

Sets the terms and conditions 
for the sale, use, and labeling 
procedures for food/feed-use 
and nonfood-use pesticides. 

Sets pesticide worker 
protection standards, provides 
certification and training, 
works with USDA, FDA, and 
pesticide users to reduce 
pesticide risk and use, and 
promotes intemational 
harmonization and regulatory 
coordination. 

Statute: Federal 
Insecticide, Fungicide, 
and Rodenticide Act 
(FIFRA), Federal Dmg, 
and Cosmetic Act. 
(FFDCA), and Food 
Quality Protection Act 
of 1996 (FQPA) 
amending FIFRA and 
FFDCA. 

House: Agriculture, 
Commerce 

Senate: Agriculture, 
Labor and Human 
Resources 

VA/HUD and 
Agriculture 
Appropriations 
Committees 

$118 M 
(Total for all 
pesticide 
program 
activities) 

Do not include as 
part of a new food 
safety agency. 

\)W ^̂ -iwwk ^ff^-t 

It would be difficult to separate EPA's tolerance 
setting activities for food-use active ingredients from 
other registration, reregistration, and cross-cutting 
activities. EPA is currently implementing the 
requirements of the new law. 



Federal Food Safety Agency: Agencies Currently with Food Safety Activities 

Agency 
Current Food Safety 

Responsibility 
Authorizing Statute/ 

Relevant Cmtes. 

FV 1998 
Budget (in 
millions) Recommendation Rationale 

HHS: Center 
for Disease 

Control and 
Prevention 

(CDC) 

Gives grants to State and 
Local Health Departments to 
conduct surveillance and 
investigate causes of human 
foodbome disease. 

Funds help link 8 "FoodNet" 
state laboratories via 
computer technology with 
CDC labs to conduct 
"digitized" fingerprinting of 
foodbome pathogens. 

Conducts research, trains 
epidemiologists and 
coordinates investigations of 
disease outbreaks. 

Statute: Public Health 
Service Act 

House: Commerce 

Senate: Labor and 
Human Resources 

L/HHS Appropriations 
Subcommittees. 

Ofthe $115 
million 
appropriated for 
infectious 
disease 
activities, $15 
million is 
designated for 
Foodborne 
Disease 
activities. 

Do not include as 
part of a new food 
safety agency. 

As part of its overall infectious disease program 
activities, CDC awards grants to States to conduct 
surveillance and epidemiology of a variety of diseases 
including foodbome diseases, emerging infections and 
waterbome diseases. States conduct foodbome disease 
surveillance in concert with these other related 
surveillance activities. We recommend maintaining 
these functions within CDC given this stmcture and its 
longstanding relationship with State and local health 
departments. 

i l 
USDA: 

Agricultural 
Marketing 

Service 
(AMS) 

V 

Pesticide data program (PDP) \' 
determines residue levels in 
food 

Statute: Agricultural 
N4arketing Act of 1946 

'ouse/Senate: 
Agriculture 

Agriculture 
Appropriations 
Committees 

PDP: $10M in 
appropriated 
BA 

^ 0 not include as 
part ofa new food 
safety agency 

,v 

Pesticide programs are not recommended for inclusion 
in new agency 1 

This is an integral part of the overall activities of this 
agency, and is only one of many tests that are given. 

USDA: 
Grain 

Inspection 

Determines levels of afiatoxin 
and vomitoxih as part of 
inspection process 

Statute: Agricultural 
Marketing Act of 1946, 
U.S. Grain Standards 
Act 

House/Senate: 
Agriculture 

Agriculture 
Appropriations 
Committees 

Afiatoxin and 
vomitoxin 
testing is funded 
through user 
fees, as one of 
several charges 
to users 

Do not include as 
part of a new food 
safety agency 



Federal Food Safety Agency: Agencies Currently with Food Safety Activities 

Agency 
Current Food Safety 

Responsibility 
Authorizing Statute/ 

Relevant Cmtes. 

FY 1998 
Budget (in 
millions) Recommendation Rationale 

USDA: 
Animal and 
Plant Health 
Inspection 

Service 
(APHIS) 

Ensures safety of animal and 
plant resources from 
infestations 

Statute: many, 
including the Organic 
Act of 1944 and the 
1990 Farm Bill 

House/Senate: 
Agriculture 

Agriculture 
Appropriations 
Committees 

$0 for direct 
food safety 
activities 

Do not include as 
part of a new food 
safety agency 

There is no immediate direct connection with food 
safety. 



Clinton Administration Food Safety Accomplishments 

1993 USDA proposes Safe Food Handling Labels for meat and poultry products. 

1993 Administration announces Safe Drinking Water Act reauthorization principles. 

1993 NPR recommends creating a single food safety agency 

1994 Administration proposes Pesticide Reform Act of 1994. This reform initiative was developed 
collaboratively by an interagency policy group including EPA, USDA, FDA, and other 
stakeholders to address the Delany Clause problem and the recommendations ofthe 1993 
National Academy of Sciences report on procedures to improve pesticide regulation to better 
assure that children are fully protected from pesticide risk. 

1994 USDA proposes Pathogen Reduction Act, which includes authority for mandatory recall, 
traceback, civil penahies, and the designation of foods not handled in a way to destroy pathogens 
as adulterated. 

1995 EPA reinvents Drinking Water Program to reorient to the highest public health risks, using 
administrative authorities and renegotiating consent decrees. 

1995 FDA Seafood HACCP fmal rule in published. 

1996 Administration and Congress reauthorize the Safe Drinking Water Act. The new law includes 
most of the Administration's principles and reinvention activities to address highest risks. 

1996 The Food Quality Protection Act of 1996 (FQPA), unanimously passed by Congress, is signed. 

1996 USDA Meat and Poultry HACCP program final rule is published. 

1997 President's Food Safety Initiative is announced. USDA, HHS, and EPA draft a report to the 
President with a plan to improve food safety that includes budget, regulatory and legislative 
proposals. 

1997 FDA publishes Substances Prohibited from Use in Animal Feed, Animal Proteins Prohibited in 
Ruminent Feed (Mad Cow Disease Rule); final rule. 

1997 FDA publishes the Fruit and Vegetable Juice Beverages HACCP program. Interim Waming 
Statement, and Educational Program; notice. 

1997 USDA proposes "The Food Safety Enforcement Enhancement Act of 1997" to strengthen its 
enforcement authority by allowing for mandatory recalls and civil penalties in response to the 
voluntary recall of 25 million pounds of hamburger. 

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



Clinton Administration Accomplishments In Improving Food Safety 

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

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

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

•"January, 1997. President announces new Early-Waming System to gather critical scientific data 
to help stop food bome disease outbreaks quickly and to improve prevention systems fiirther. 

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

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

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

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

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

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



' ? f By'JEFFREY KLUGER 

lAMMY LOV^^RY COULDN'T SEE TH£>SM.OOD 

I vessels mpturing in her gut, but the 
she was feeling, she didn't have to. Lowery 
had been sick for five days, growing 
steadily worse as the week wore on. First 
had come the stomach pains. Then the 
bloody diarrhea. Then the paralyzing 
cramps. She had laid off food for a while, 
figuring the problem would pass. It didn't. 

Finally, as July 4 approached—when Lowery should 
have been at the Alpine, Wyo., gift shop where she 
works, preparing for the cmsh of campers and tourists 
who make the Independence Day weekend such a busy 
one—she noticed that her son Sean, 5, had come down 
with the same symptoms. 

That did it. Stmggling to get to the car, Lowery 
^e^ i , drove Sean to the office of Dr. Donald Kirk, a 

i f f i ^ * ! . . physician who serves many of Alpine's 470 
year-round residents. She got there just 

in time; shortly after she walked 
into Kirk's waiting room, Lowery 

passed out on the floor. 
On Friday of the same 

weekend in late June that 
Lowery started feeling 
wobbly, a young motor­
cyclist who lives in a near­
by town was passing 
through Alpine. Drop-
ping in on some friends, 

gulped two glasses 
H | j | , of water drawm straight 
H I | | } from an Alpine tap. Be-

10 fore too many more days 
'Mhad passed, he realized 

jf l that he was falling seri-
_fe)usly ill. 

DONT DRINK THE WATER 
• ' - ^ i K g y ^ m ^ ^ ^ m ^ ^ ^ CDC sleuth Breuer tests 
-n.'-j-jaysSM^^m:-^^^^ .^k. a suspect spring for 

the mutant E. coli 

11 
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were driving in from all over the north­
west. The Scotts had been planning a re­
union in Alpine for months, and on June 
26, a Friday, 43 of them showed up. They 
spent the weekend picnicking, playing 
touch football and rafting on the Snake 
River. Like most families planning a week­
end outdoors, they brought their own food 
along. The Scotts didn't like Wyoming wa­
ter, so they brought their own water too. 
But the kids filled their squirt guns from a 
faucet and took a few sips from the barrel 
ends of their water pistols, and the adults 
began to drink from the tap when they ran 
out of bottled water. If there was some­
thing seriously wrong with Alpine water, 
they couldn't tell by the taste. 

R
EGARDLESS OF HOW ALPINE'S 
water tasted, there was in fact 
something grievously-per-
haps lethally—wrong with it. 
That something was a parti­
cularly dangerous strain of the 
E. coli bacterium called E. coli 
0157:H7, or 0157 for short. Or­

dinarily a benign organism found in the in­
testines of human beings and animals, 
E. coli has a nasty ability to mutate and pro­
liferate. Lately it has been proliferating with 
a vengeance. Five years ago, the fast-food 
industry was rocked when four children 
died and 500 other people fell ill after eating 
E. coli 0157-contaminated hamburgers at 
Jack in the Box restaurants across the Pacif­
ic northwest. Massive as that outbreak 
seemed at the time, it was, for the bacteri­
um, merely a shot across the bow. 

In the half-decade since, there have 
been as many as 30 E. coli outbreaks each 
year in the U.S., resulting in thousands of 
very ill people and hundreds of lost lives. In 
the past seven months, new outbreaks have 
been reported in Indianapolis, Ind.; Mil­
waukee, Wis.; Washington; and Chicago. 
Americans have grown sick after eating 
ground beef, coleslaw, cheese and various 
fruits. Just last week California-based 
Odwalla Inc. pleaded guilty to violating fed­
eral food-safety laws and agreed to pay a 
$1.5 million fine for selling a batch of conta­
minated apple juice that sickened 70 people 
and killed a 16-month-old girl in 1996. With 
the country sweating through one of the 
hottest summers on record, such problems 
are likely to grow, as more people cook out­
side, eating too rare hamburger, unwashed 
fruit and other foods that have been mis­
handled or badly prepared. 

Making matters worse, some people 
are getting E. coH infections without eating 
any food at all. In Spokane, Wash., last 
winter, seven children in a day-care center 

kids,,including the three^yearrpldis^^ 
Atlanta Braves shortstop Walt Weiss, 'ciori|5 
traded the bug in a pool at a Georgia-waVg 
ter park. Brody Weiss recovered in time to " 
watch his dad play in the All-Star game. 
One of the other children in the water park 
that day, two-year-old McCall AMn, devel­
oped kidney complications and died last 
week. In all, some 20,000 people in the 
U.S. suffer E. coli infections each year, 250 
of them fatally. 

If there is any seawall against the 
spread of E. coli, it's the epidemiologists 
from the Centers for Disease Confrol and 

^seripui'disease outbreaks, from swipe flu 
•5'totsalmoriella'to Hiv. It's'the job'of those • 
' -scientists to frack the pathbgen back to its 
source, where it can be eradicated or-at 
the very least-studied, and to spot weak­
nesses in the pubUc health system that will 
help them prevent future outbreaks.JThe 
medicine these doctors practice is less'aca-
demic than it is forensic, relying on both 
high-tech hardware and old-fashioned 
shoe leather. VWien the size of the epidem­
ic grew beyond the money and staff avail­
able to the Wyoming experts, they called 
the CDC for reinforcements. 

"Tm. I t; ' 

' M '• A downed fence may have allowed animals into the Alpine springs 

58 Traces of contamination may have been left in the pumping station 



had a problem on his hands. A cursory ex­
amination of the Lowerys told him two dis­
turbing things: he had never seen symp­
toms like these before; and, unfamiliar as 
he was with the symptoms, he was pretty 
sure E. coli was to blame. Kirk dispatched 
Tammy to the hospital in nearby Afton and 
then began to work the phone. 

Canvassing the other doctors who 
serve the area, he leamed that in the past 
few days, six people in Alpine had come 
down with the same symptoms. In Jackson 
Hole, also close by, two other Alpine resi­
dents had been hospitalized. Only mo-

the victims were carrying not'only E. coli 
but also the deadly—iif prosaically named— 
0157:H7 sfrain. WiUi that. Kirk made one 
more call, to Bonn Wooden, the mayor of 
Alpine. "We have a real potential health 
problem in the community," Wooden re­
calls Kirk telling him. 

A problem indeed. Of all the bacteria 
that bloom in the body, £. coli is usually 
one of the most beneficial, helping to me­
tabolize food in the intestine. In 1982, how­
ever, scientists discovered that £. coli 
wasn't always so benign. That year 26 peo­
ple in Oregon were felled by a violent in-

ness, they found that it was all but indistin- > 
guishable from ordinary E. coli, with but ag 
small exception: this breed of the bacteri-J 
urn contained a few sfrands of genetic ̂  
reweaving that cause it to produce a pow-P 
erful toxin its less potent kin can't. > 

When this fortified E. coli, which rfci? 
searchers dubbed the 0157: H7 sfrain, > 
takes hold in the body, it behaves savagely. I 
Doctors believe the bacterial toxin first de-g 
stroys blood vessels in the intestines, which J 
accounts for the bloody diarrhea that is 3 
the signature symptom of the infection.? 
The toxin then passes into the blood-j 
sfream, where it probably damages vessels? 
throughout the body. This produces gum-s 
ray clots that clog organ&Jike the kidneys.; 
Up to 5% of all people v^ith 0157 infections 
develop a kidney condition known as he-j 
molytic uremic syndrome; up to 5% of all 
HUS cases are fatal. The clotting caused by 
E. coli can also damage the heart, the lungs 
and even the central nervous system. 

Certainly, 0157 £. coli is not an easy bug 
to pick up. It's not an airbome pathogen like 
a flu virus, and it can have an ill effect only if 
it's ingested. The vast majority of people who 
do come down with the infection survive if 
they are kept hydrated and, in some cases, 
hospitalized. But up to 1% do die-mostly 
children, the elderly and people with com­
promised immune systems. In all cases, an­
tibiotics are not only useless but may actual­
ly make things worse, causing the bacteria to 
rupture and spill their toxin even more 
widely throughout the gut. Says Nancy Don­
ley, a safe-food activist whose son died ofE. 
coli infection: "We're not talking about mi­
nor gastrointestinal disfress. It is a bmtally 
ugly death." 

When Dr. Kirk got Mayor Wooden on 
the phone, he told him that they had a se­
rious public health threat on their hands. 
Wooden didn't need to have his arm twist­
ed. "I f it's a real problem," he said, "let's 
deal with it." 

For Kirk, deahng with the problem 
next meant reporting the outbreak to the 
county infectious-disease nurses, who in 
tum reported to Gayle Miller, Wyoming's 
chief epidemiologist. Miller and her nurs­
es knew immediately that even six cases 
meant an epidemic. "They began canvassing 
the region to locate others who had been in­
fected, and each time they found someone 
sick, they began interviewing that person, 
looking for a common source of infection. 
After a week they had 26 confirmed £. coli 
cases in four states, and the numbers 
seemed likely to grow. 

A contagion this big was beyond the 
state's capabilities, and at 3:30 p.m. on 
July 9, Miller sent e-mail to CDC headquar-
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entists from the centers' Epidemic InteUi-
gence Service-the SWAT team of infectious 
medicine-be sent to Wyoming. For epi­
demiologists, a billet in the Eis is a much 
coveted post. Researchers compete vigor­
ously for the few available spots, and when 
a position is granted, the tenure lasts just 
two years. After that, EIS investigators are 
encouraged to seek work in the same field 
at the local level. Miller had been an EIS 
member, and when she called in the CDC, 
she knew she would get tiie best. "We 
speak the same language," she says. 

Early the next moming, a three-mem­
ber EIS team arrived in Alpine and set up 
shop in tiie town's city hall, an unlovely, 
one-room stmcture used for basketball 
games, karate classes, the occasional play 
and, when absolutely necessary, mnning 
the local govemment. The leader of the fed­
eral team was Thomas Breuer, a 37-year-old 
German physician in his second year as an 
EIS researcher. Working with him were 
Sonja Olsen and Mahnda Kennedy. 

Breuer, a veteran of four previous 
infectious-disease outbreaks, appreciated 
the enormousness of the job ahead of 
him. Miller's nurses had tumed up no food 
or otiier contaminant all tiie victims had 

vm 

n i C n '^'^Call Akin, 2, contracted 
U l C U E. co// in the same Atlanta 
water park as Brody Weiss, below. 
She developed kidney complications 
and died last week 

shared. This left only two possibilities: 
"Water and air," Breuer says, "two things 
epidemiologists hate." A contamination of 
this kind was a hit-and-mn affair; the bac­
terial colonies could stiream into a commu­
nity, do their damage and flow out of the 
ecosystem in a matter of days, before the 
epidemiologists could even get tiieir 
equipment unpacked. 

Once Breuer, Olsen and Kennedy got 
themselves set up, they found a communi­
ty in a state of high alert. Mayor Wooden 
had already switched the Alpine water sup­
ply from the natural springs to a chlorinat­
ed well system and instmcted townspeo-

dents brought the CDC researchers ice tiiat 
might be needed to keep stool samples cool 
during die eight-hour drive from Alpine to 
tiie state laboratory in Cheyenne. The 
phone company provided extra telephone 
lines for the duration of the crisis. 

Breuer, Olsen and Kennedy quickly 
made use of tiiose lines, spending the next 
several days phoning people who had al­
ready got sick, who might be getting sick or 
who had remained uninfected, looking for 
anytiiing tiiey did-or didn't-have in com­
mon. The calls tumed up some promising 
leads. One woman worked in an Alpine 
day-care center and routinely drank eight 
glasses of tap water a day and even gave 
some to her infant daughter. Yet botii of j: 

_tiiem were healthy. That «eemed to exon-; 
erate the water supply, until tiie woman f 
added one final detail. When she is home; 
on tiie weekends, she told Kennedy, she,, 
drinks only from her own well. It was dur- \ 
ing the last weekend in June that many vie-; 
tims said they began feeling sick. By avoid-; 
ing town water on those days, the woman i 
and her daughter might have dodged an in-; 
fectious bullet. If tiie water supply was in-
fact contaminated, tiiis one clue might help 
pinpoint just when tiie bug was present. 

Expanding tiie scope of tiieir calls, tiie 
EIS team tumed up the motorcyclist who 
had passed tiirough town long enough for 
his two-glass dose of local water on Friday, 
June 26. In tiie days since, he had devel­
oped a confirmed 0157 infection. Because 
£. coK can be passed by touch from one 



I person to another before it's unknowingly 
I ingested, it was possible that he had picked 
Sup the bug from one of his friends in 
"Alpine. But the water-bacteria link was too 
s promising to ignore. Breuer also contacted 
? LaFonda Scott, the woman who had orga-
inized the family reunion in Alpine. Scott 
" reported that she and several of her rela-
; tives had tested positive for 0157. Over the 
i next few days, Breuer interviewed 41 of the 
i 43 Scotts who had visited Alpine and came 
sup with some sobering numbers. None of 
J those who had avoided the local water 
t;were iU. Of those who had dmnk even a 
I few sips, half had become infected. 

By now the Alpine outbreak had 
spread to 13 states—or at least it seemed to 
have. Thirteen states could also mean 13 
separate outbreaks. Earlier this year, the 
CDC took a step to ehminate such uncer­
tainty, employing an innovative network of 
biotech machines called PulseNet. The 
hardware allows scientists to scan a bac­
terium and come up with a sort of genetic 
fingerprint unique to that cell line. Study­
ing samples of the Wyoming £. coli as well 
as bugs from the surrounding states, the 
EIS researchers discovered that their pro­
files matched perfectiy. The Alpine infec­
tion, it appeared, was indeed v̂ ddespread. 

The EIS team had been in Wyoming for 
a week, and the database they had com­
piled was enormous. On the evening of 
Thursday, July 16, they gathered in the city 
hall to enter all the findings into their lap­
top computers and see what conclusions 
they could draw. Their early observations 
and calculations all pointed to Alpine's wa­
ter, but they had not yet mn any final sta­
tistical analyses, and they knew not to draw 
conclusions before all the tallies were in. 
Says Breuer: "I'm always worried before 
we look at the numbers." 

The three investigators worked those 
numbers late into the night, bending over 

Mti \\'\f\ NUMBER 
* INFECTED 

The trail in this fast-
food outbreak led to a THE SOURCE 

; cabbage patch in Texas y-

' U L\ f-'sPL'-J p i NUMBER 
M M f J I i S l h . INFECTED '*,' 

A single dairy plant 
shipped bad cheese THE SOURCE 
to three counties t ; i ; . i.-; ( i ;<> 

' ' / ' i f-.''VM *f NUMBER 
l j r \ ' ) < M t P ' i i i INFECTED 

Sick children became 
carriers, bringing THE SOURCE 
E. coli into their homes >a •' ' 



pineapple-and-bacon pizza—grew mbbery 
and congealed. Over the course of hours, 
graphs and tables flashed on the screen 
and sfreamed from the printer in a growing 
pile. Finally, Breuer was ready to ask the 
computer his final questions. 

From the data that had been compiled, 
he inquired, was there any statistical Hnk 
between eating hamburgers and the cur­
rent 0157 infection? No, the computer an­
swered. What about venison? No. Beef 
jerky? No. Any relationship between con­
tact with cattie and the appearance of the 
disease? Again, no. At last, Kennedy tap-
tapped the commands asking the comput­
er about a link between Alpine tap water 
and E. coZt. The researchers leaned in as 
the question was processed and the num­
bers were tallied. After a long moment, the 
screen began to fill with numbers. 

"Wow," someone said. "What a relief," 
someone else echoed. 

A person who drank Alpine tap water, 
the computer reported, was eight times as 
Ukely to become infected with £. coli 0157 
as someone who didn't. Someone who was 
in town during that weekend in 
June was 14 times as likely. 
Testing the reliability of the 
numbers, the computer con­
cluded that if the same study 
were conducted 10,000 times, 
those results would appear by 
chance only nine times. 
"VWiich is nice," Breuer said. 
"Which is very nice." 

How the bug got into the 
Alpine water supply was any­
body's guess, but the Eis team 
had an idea. The winter storms 
around the town had been fierce 
enough in the early part of the 
year to topple fences erected to 
keep animals away from the 
springs. If even a single animal 
did wander in, any feces it left 
behind could have been washed 
into the water supply by spring 
rains. Bacteria in the fec< s 
would have moved through the 
Alpine pipes in a single foul rush 
and then drained away. "Once 
the E. coli hit town it was at once 
everywhere," Breuer says. And 
then, just as quickly, it was gone. 

In the end, 61 peo-
: tested positive 

for the 

being infected, making it the largest water­
bome Outbreak of 0157 in the U.S. So far 
none of the Alpine victims have died; given 
fhe bacteria's low but consistent mortahty 
rate, however, that is as much a sfroke of 
luck as anything else. 

OPING FOR SIMILAR GOOD FOR-

tune in the future is not the best 
way to fight the microbe. Until 
a dmg freatment is available, 
the best answer is prevention, 
and several groups are taking 
action. Alfalfa seeds, which 
have been implicated in past E. 

coli outbreaks, are now being irradiated to 
kill bacteria, and last year the Food and 
Dmg Adminisfration gave the cattie indus­
try the green Ught to treat meat the same 
way. The procedure is generaUy effective, 
but critics are uneasy, questioning whether 
it's ever a good idea to irradiate something 
consumers are intended to ingest. 

More effective than cleaning food after 
it's been contaminated is preventing it from 
getting dirty in the first place. Already 
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tighter inspection procedures to keep 
E. coK-contaminated meat out of the food 
chain. While this has been a common re­
frain in the past after outbreaks of salmo-
neUa and other food-bome pathogens, the 
severity of the 0157 outbreaks may at last 
prod the govemment into action. President 
Clinton is proposing a modest $100 miUlon 
in new funding to improve food safety, but 
he is still meeting resistance in Congress. 

Until Washington does bestir itself, 
consumers must look after themselves. All 
fresh vegetables—including packaged, so-
called triple-washed vegetables—should be 
thoroughly cleaned. Steaks can be safely 
eaten relatively rare, since £. coZi is typical­
ly found only on the surface of food, and 
cooking will generally kill it. fiamburger is 
another matter. Grinding beef distributes 
bacteria throughout the patty, so the only 
safe burger is a weU-done burger. 

For human-to-human infection, com­
mon sense is the riile. Hand washing after 
bathroom trips was a good idea when the 
fiercest £. coli was ordinary E. coZt; with 
0157 at large, it's even more important. 

Parents should take similar 
precautions when changing di­
apers, and diaper-age babies 
should not go into swimming 
pools. Even in wading pools, 
toddlers should wear a water­
proof bathing-suit Uner. 

Apart from these measures, 
there's not much even the most 
germ-wary person can do. Eat­
ing, drinking and human con­
tact are not optional, and as 
long as 0157 is out there, some 
people are going to get sick. As 
long as some people get sick, at 
least a handful are going to die. 

A few weeks after the Alpine 
3 outbreak subsided, LaFonda 

Scott and one of her daughters 
attended a church luncheon. 
StiU shaky after their batties with 
the bug, mother and daughter 
made their way to a nearby 
table, where seven-year-old 
Janessa spotted a pitcher of wa­
ter. Eying it warily, she asked, 
"Mom, is that safe water?" 

Her mother could only re­
ply, "I don't know." —Reported 
by Dick Thompson/Alpine 
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1998 Budget 

The agrccmem provides $420,000 for a study by the Naiional Academy of 

Sciences on the acicntific and organizauonal needs for an effective food safety system, 

including functions overseen by thc Food Safety and Inapection Service, the Food and 

Drug Administration, and other Federal, state and tocal aeencies >with responsibilitiea for 

food safety. The study will be conducted in two phases. The first phase will aitamine the 

current mechanisms in place for assuring a safe food supply and Ae extent to which they 

are effective in addressing food safcry issues firora the farm to the table. It will also 

analyze the extent to which current functions (i.e.. Inspection, surveillance, monitoring, 

research, risk assessment, and education) should be assigned or reassigned to existing or 

independent food safety agency and identify whether any functions would he 

compromised by such an action. If an independent food safety agency is recommended, 

the second phase will develop fimher guidance to ensure that the food safety system 

protects the public's health and is cost-<fFectivc, A repon on the first phase should be 

transmitted to the appropnate Committee of Congress no later than August 15, 1998. 
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Introduction of the Safe Food Act 

Mr. President, today I am introducing legislation that would replace the currenl 
fragmented federal food safety system with a consolidated, independent agency with 
responsibility for all federal food safety activities — the Safe Food Act (S. 1465). I am pleased 
to be joined by Senator Torricelli in this important effort. 

Make no mistake, our country has been blessed with the safest and most abundant food 
supply in the world. However, we can do better. The General Accounting Office estimates that 
as many as 33 million people will suffer food poisoning this year and more than 9,000 will die. 
The Department of Health and Human Services predicts that foodbome illnesses and deaths are 
likely to increase 10 to 15 percent over the next decade. The annual cost of foodbome illnesses 
in this country may rise to as high as $22 billion per year. 

According to a Princeton Research survey conducted last summer, 44 percent of 
Americans believe that the food supply in this country is less safe than it was 10 years ago, while 
another 30 percent feel it is only "about as safe." The survey also found that 48 percent of 
Americans are "very concemed" about the safety of the food that they eat. 

Currently, 12 different federal agencies and 35 different laws govem food safety and 
inspection fimctions. Of these 12 agencies, si.x have major roles in carrying out food safety and 
quality activities. With so many bureaucrats in the kitchen, breakdowns can more easily occur. 
With overlapping jurisdictions, federal agencies many times lack accountability on food safety-
related issues. A single, independent agency would help focus our policy and improve the 
enforcement of food safety and inspection laws. 

At a time of govemment downsizing and reorganization, the U.S. simply can't afford to 
continue operating multiple systems. In order to achieve a successful, effective food safety and 
inspection system, a single agency with uniform standards is needed. 

The Safe Food Act would empower a single, independent agency to enforce food safety 
regulations from farm to table. It would provide an easier framework for implementing U.S. 
standards in an intemational context. Research could be better coordinated within a single 
agency rather than among multiple programs. And, new technologies to improve food safety 
could be approved more rapidly with one food safety agency. 



With incidents of food recalls and foodbome illnesses 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. 

The Administration has stepped forward on the issue of food safety — from working with 
Congress to enact HACCP to increased funding to improve surveillance and monitoring to last 
week's announcement on the "Fight Bac — Keep Food Safe From Bacteria Campaign" initiative. 
I commend President Clinton and Secretaries Glickman and Shalala for their commitment to 
improving our nation's food safety and inspection systems. A single, independent food safety 
agency is the logical next step. 

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. 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. 
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IN THE SENATE OF THE UNITED STATES 

Mr. DURBIN introduced the following bill; which was read twice and referred 
to the Committee on 

A BILL 
To consolidate in a single mdependent agency in the execu­

tive branch the responsibihties regarding food safetv, 
labehng, and inspection currently di-vided among several 
Federal agencies. 

1 Be it enacted by -thp. fUmat̂ . .i,n.d Hnv-,,̂  :rt.;:̂ 'J?,':v,-

2 Uves ofthe Umted States of Amenca in Congress assemhled, 

3 SECTION 1, SHORT TITLE. 

4 This Acf may be cited as the "Safe Pood Act of 

5 1997". 

6 SEC. 2, PURPOSES. 

7 It is the purpose of thds Act— 

•8 (1) to establish a singie ageney. the Food Safe-

9 ty iidministration. to re.oTilate food safetv and label-
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1 ing and to conduct food safety inspections to ensure, 

2 with reasonable certainty, that no harm will result 

3 from the consumption of food by preventing focd-

4 borne ilhesses due to microbial, natural, or chemical 

5 hazards in food: and 

6 (2) to transfer to the Food Safety Administra-

7 tion the food safety, labeling, and inspection func-

8 tions currentiy performed by other Federal agencies. 

9 SEC. 3. DEFINITIONS. 

10 For purposes of this Act: 

11 (1) ADfflNlSTRATION.—The term 'Admmistra-

12 tion" means the Food Safety Administration estab-

13 hshed under section 4. 

14 (2) FOOD SAFETY LAWS.—The term "food safe-

15 ty laws'' means— 

16 (A) the Federai Meat Inspection Act (21 

17, U.S.C. 60] p-t. ^pq,): 

18 (B) the Poultry Products Inspection Act 

19 (21 U.S.C. 4.51 et seq.); 

20 ..(C) the Egg Products Inspection Act (21 

21 U.S.C; 1031 et seq.); 

22 (D) the Federal Pood, Drug, and Cosmetic 

23 Act (21 U.S.C. 301 et seq.), with regard- to-

24 food safety, labeling, and inspection under that 

25 Act: 
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1 (E) the food safety responsibihties imder 

2 the Federal Insecticide, Fungicide, and 

3 Rodenticide .Act (7 U S.C. 136 etseq.); and 

• 4 (F) such othe..r laws and portions of laws 

5 regarding food safety, labeling, and inspection 

6 that tlie President considers appropriate to con-

7 solidate under the admmistration of the Athnin-

8 istration. 

9 SEC. 4. ESTABLISHMENT OF INDEPENDENT FOOD SAFETY 

10 ADMINISTRATION. 

11 (a) EsTABLismLENT OF ADi\nNiSTRATiON.—There is 

12 estabhshed in the executive branch an agency to be known 

13 as the "Pood Safety Administration". The Administration 

14 shall be an independent estabhshment, as defined m sec-

15 tion 104 of title 5, Umted States Code. 

16 (b) PESPONSIBILITIES OP xiDmNISTRATION.—The 

17 Administration shall be responsible for the administration 

18 and enforcement of the food safety laws. 

19 SEC. 5. CONSOLIDATION OF SEPARATE FOOD SAFETY AND 

20 INSPECTION SERVICES AND AGENCIES. 

21 (a) TEEJvnNATiON.—As soon as possible after the ef-

22 fective date of this Act, the President shah terminate the 

23 Federal agencies specified m subsection (b) to the extent 

24 that , the activities of such agencies re.late to the admims-

25 tration or enforcement of the food safetv laws. 
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1 (b) CovEHBD AGENCIES.—The Federal agencies re-

2 ferred to in subsection (a) ai'e the following: 

3 (1) The Food Safety and Inspection Service of 

4 the Department ot .A42Ticulture. 

5 (2) The Center for Food Safety and Applied 

6 Nutrition of the Food and Drug xlchnmistration. 

7 (3) The Center for Veterinary Mechcine of the 

8 Food and Diug Administration. 

9 (4) The National iVIarine Fisheries Service of 

10 the National Oceamc and Atmospheric Administra-

11 tion of the Department of Commerce. 

12 (5) The Office of Pesticide Programs imder the 

13 Assistant Admmistrator of the Environmiental Pro-

14 teetion Agency for Prevention, Pesticides, and Toxic 

15 Substances. 

16 (6) Such other offices, services, or agencies as 

17 the President m.ay desî niate to ftirther the purposes 

18 of this Act. 

19 . (c) TRANSFER OF ASSETS AND FUNDS.—Consistent 

20 with section 1531 of title 31, Umted States Code, the per-

21 sonnel, assets, habihties, contracts, property, records, and 

22 unexpended balances of appropriations, authorizations, al-

23 lo(3ations, and other funds of a Federal agency terimnated 

24 in whole or in part under subsection (a) that are used in 

25 connection with the a(.'Lministration or enforcement of the 



5 

1 food safety laws shall be transferred to the Administration 

2 upon the termination of the Federal agency. Unexpended 

3 funds transferred pursuant [i; tins subsection shall be used 

4 by the Administration only foi- the piû ooses for which the 

5 funds were origmaliy authonzeii and appropriated. 

6 (d) REFERENCES.—Ai'ter the termination of a Ped-

7 eral agency under subsection (a), any reference m anv 

8 other Federal law. Executive order, rule, regulation, docu-

9 ment, or other material to that Federal agency or the head 

10 of that ageney m connection with the administration or 

11 enforcement of the food safety laws shaU be deemed to 

12 be a reference to the Administration. 

13 (e) SAVINGS PROVISIONS.—The termmation of a 

14 Federal ageney imder subsection (a) shah not affect— 

15 (1) an order, determination, n.-ile, regulation, 

16 permit, agreement, grant, contract, certificate, h-

17 cense, regi.stration, privilege, or other ad.rainistrative 

18 action issued, made, granted, or otherwise in effect 

19 with respect to that agency before the termination 

20 date regarding functions transferred to the Admmis-

21 tration under this Act; and 

22 (2) any suit com..menced before the termination 

23 of that agency, any other proceechng (including a 

24 notice of proposed rulemaking), or any apphcation 

25 for iiny hcense, permit, certificate, or financial as-
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1 sistance pending before that ageney with respect to 

2 fimctions transferred to the Administration under 

3 this Act. 

4 SEC. 6. LIMITATION ON AUTHORIZATION OF APPROPRL\-

5 TIONS. 

6 For the first fiscal year begmmng after the date of 

7 enactment of this Act, the amoimt authorized to be appro-

8 pnated to carry out tins Act shall not exceed the amoimt 

9 appropriated for fiscal year 199S for the Federal agencies 

10 to be terminated imder section 5(a) to administer the food 

11 safety laws. 

12 SEC. 7. EFFECTIVE DATE. 

13 This Act shah take effect on the earher of— 

14 (1) the date that is 180 days after the date of 

15 enactment of this Act; and 

16 (2) such date during that 180-day period as the 

17 President may direct m an Executive order. 



Industry & Regulation 

Battles Over Jurisdiction Likely 
To Block Merger of Agencies 

Pi.)licin,L; I'ht; lood .supply involves 
manenveriny a ci:iiiipleN web i.it fed­
eral n.yencies with i:)verlappii'iy jiiris-
dicrion. Consider how regLdarors 
safe.yuard the nation's eyg supply. 

Eyys in shells tall tinder the purview 
oi the Fciod and Dru.y Administration 
(FDA), hut once the eggs are cracked 
and processed, they come under the 
juri.sdiction ot the U.S. Departinent ot 
Ayriculture(USDA). 

The USDA is responsihle tor 
reyulariny mei.it and poultry, while 
the FDA handles nuist orher tood 
prodticts, including .seatood and 
|.iroduce. 

These two agencies share re­
sponsihilitv tor enforcing the luilk 
ot toi.id safety laws, hut other parts 
ot the government alsi.i play a 
prominent n.ile. The Envin.mmen-
tal Pn:)tection Agency i.iversees |.ies-
ticides ap|?lied ti") crops, tor exam­
ple, and the Centers fi.)r t)isease 
Con t ro l and Preventi^.m tracks 
tocKl - re 1 a ted ill nesses. 

Consumer groups and many 
Denn:icrats say rhe system is outdated 
and that the best solutiiin would he 
ti.i create a single iood .safety agency 
that cOLild target inspections, srream-
line safety programs and LLSC re­
sources more efficiently. 

Lawmakers are awaiting the re­
sults of a congressionally ccuiimis-
sioiied study hy the National Acade­
my i.if Sciences. Democrats have 
intrc.iiluced legislation (HR 2801, S 
1465) that would create such an 
agency. 

But the idea has generarei:l litrle 
enthusiasm among lawmakers and 
industry. Congress itself is perhaps 
the biggest obstacle, where a battle 
lU'ei- ttirf would doom the idea. 
House Commerce has over.sight i.if 
rhe FDA, while the .Agriculture 
Coivimirtee keeps an eye on USDA. 

"The whi.ile question (.it foo^l safe­
ty is .split, and AgricLilture is not 
about to give up jurisdiction," said 
House Agricul t t i re Committee 
Chairman Bob Smith, R-Ore. 

The concept is vigtirously i:ipposed 
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by growers and iiuintitacturers, who 
tear a single agency wi.uild inipose 
i.inerous new regulations and could 
be Lised hy empire-building btireau-
crats looking ti;i expand their liudget 
and regulatory authority. 

John R. Cady; president ot the Na­
tional Food Processi.irs Association, 
said the indtistry fears that a new 
"food c:ar" would l.ie armed with the 
authority to recall ptoduets anti im-

Caroline Smith DeWaal, shown 
discussing food safety jn November, 
advocates a single food agency. 

pose huge fines on their makers. 
"The czar could easily use that un-

l.iridled authority to raise money f(.)r 
hi.s agency, especially during tight 
bud.^er times, destroying a brand 
prodtict and putting a company and 
its workers out of l.iusiness altogether 
for che slightest reason," said Cady. 

But consumer grotips and r.ither 
critics point out that the current sys­
rem is a patchwork of 12 agencies 
and 35 stattites. 

The system was Imilt Lip as CJon-
gress layered one law atop another, 
these critics say, with little regard to 
hi:)w It should wcirk as a whole. 

The Agriculttire Department now 
empK.iys about 7,500 full-t ime in­

spectors located at about 6,200 
plants. Inspectors are required to ex­
amine every carcass that passes 
through the slaughtethotise. 

The FDA has abotit 430 inspec­
tors to keep tabs on mote than 
5 3,000 establishments that pro­
duce, process or store tci(.)d othet 
than meat and poultry. The agency 
carries out about 5,000 in.spection.s 
pet yeat. In contrast to meat and 
poultry inspection, the average 
company is .subject U) FDA inspec­
tion e\'ety 10 years. 

Qtiestions abi.u.it how to deploy 
perseinnel are likely to grow more 
pressing as the Clinton administra­
tion implements new rules (known 
(.ifficially a.s Hazard Analysis and 
Critical Control Point, cir HACCP) 
tor meat anti pi">ultty inspection. 

The rules, which went into effect 
for large companies in lanuary and will 
be phiised in tor other companies over 
che next two years, require slatigbter-
houses to implement safe-handling 
ptocedutes at pi.iints in the prciduction 
process where contamination cciuld 
occur, rather chan I'elying on meat in­
spectors to eyeball carcasses. 

The sy.stem is potentially less la-
b(.)r-iiitensive, luit under the current 
process, USDA inspectors could 
noc easily be reassigned to other 
agencies such as FDA. Advocates of 
a single agency say it would solve 
this ptoblem. 

"We cannot let che inside-che-
Belcway ptilitics prevent che move co 
a fleeter system for lierter tood," said 
Caroline Smith DeWaal, director ot 
che program on ti.iod safety at the 
Center fcit Science in the Public In-
cetest, a consumer grotip. 

For DeWaal and other advi.icates, 
howevet, creating a new agency te-
mains a i:listant possibility. They are 
resigned to a system chey say is rite 
with inefficiencies stich as the fte-
L|Liently cited pizza example: Cheese 
pizzLis are FD.A's respon.- îbilicy, hue if 
chev have pepperoni on top, Agricul­
ttire inspectors step iir. 

— Allan FiCL'dnuiii 
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EATING WELL 

The Debate 
Over Merging 
Government 
Food Agencies 

By MARIAN BURROS 

NE Cl 

WASHINGTON rOLLOWING an outbreak of the hepatitis A virus from 
contaminated strawberries, an increasing numljer of 
food safety experts are questioning whether it is time to 
retire the Federai Government's friagmented system of 

regulation and start all over again. . 
The staltes are considerable. Food-borne illnesses maike 

millions of Americans sick each year and kill at least 9,100. So 
far, about 170 children have been diagnosed with hepatitis A 
from the frozen strawberries, served in the Federal school 
lunch program. 

Thousands more may be at risk. Food contamination 
problenis are more wide­
spread than most consumers 
think. In January, it was oys­
ters contaminated with the 
hard-to-detect Norwalk vi­
rus, a gastrointestinal afflic­
tion that is often caused by 
eating uncooked shellfish. 

Last year, apple cider, 
eggs, raspberries and let­
tuce all made people ill from 
salmonella, Cryptosporidia, 
cyclospora and, the most 
deadly of all, E. coli 

0157:H7. (Like the strawberries, the raspberries were import­
ed.) 

This rundown of food-borne ailments covers only food 
regulated by the Food and Drug Administration; it does not 
include any caused by tainted meat or poultry, which are 
regulated by the Agriculture Department. 

Even before the strawberry contamination, food safety 
officials and health professionals had been preparing to do the 
customary but confusing Washington dance, debating different 
solutions, weighing the practical and political consequences and 
trying to settle on a compromise that would make a difference 
in everyday life. President Clinton entered the debate in Janu­
ary, when he announced a $43 million food safety initiative as 
part of his 1998 budgeL 

But some fooil safety experts say the President did not go 
far enough. Instead of piecemeal reforms, they favor combining 
the food safety functions of several agencies, principally the 

Continued on Page CS 

Outbreaks of 
tainted food 
spur calls for 
change. 

Associated Press 

Sorting beiries in Irapuato, Mexico. Imported 
strawberries contaminated with the hepatitis A 
virus have added to the debate on food safety. 
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Continued From Page Cl 

Food Safety and Inspection Service 
of the. Agriculture Department and 
the Center for Food Safety and Nutri­
tion of the F.D.A. This single inde­
pendent food safety entity would be 
financed with money now divided 
among 21 Federal agencies. 

"there's no question that organi­
zational fragmentation and inconsis­
tency in statutory requirernents are 
major obstacles to having the best 
possible food safety system," said 
Michael Taylor, who until last No­
vember was the Acting Under Secre­
tary for the Food Safety and Inspec­
tion Service. "Particularly when it 
comes to making the best use of 
Federal food safety dollars." 

For example, there is a Federal 
inspector in each meat and poultry 
slaughter plant under Agriculture 
Department jurisdiction every day, 
but processing plants under F.D.A. 
jurisdiction are hardly ever inspect­
ed, maybe once every 10 years, says 
a Government report issued in Feb­
ruary on food safety budget alloca­
tions. 

"Responsibility is widely diffused 
in the system, making it much more 
difficult to manage," Mr. Taylor 
said. "We don't necessarily need 
more resources; we need to make 
better use of the resources we have." 

Caroline Smith DeWaal, the direc­
tor of food safety at the Center for 
Science in the Public Interest, a 
Washington-based consumer advo­
cacy group, agreed that one central 
agency would be the least expensive 
and most effective way to safeguard 
the nation's food supply. 

"Either we need $200 million to 
remake the F.D.A. or we take all the 
money currently earmarked for food 
safety in the different agencies — 
about $1 billion — and make a new 
agency," she said. 

But, she continued, the one-agency 
idea would not gain ground withoul 
support from the food industry, with 
which she has had some preliminary 
conversations. 

The Institute of Food Technolo­
gists, a group of scientists in the food 
industry and Government, also be­
lieves lhat it is time for a change. It 
supports the President's, national 
food safety initiative. 

"The possible outcome of this ini­
tiative may be the creation of one 
agency to oversee surveillance, rap­
id response to outbreaks, research 
and education," said Robert E. 
Smith, the president of the institute. 

Ms. DeWaal and Mr. taylor were 
not the first to suggest a single agen­
cy. 

In 1993, the Vice Presidential com­
mission that looked into streamlining 
the Government called for the ere-

The debate 
over merging 
Government 
food agencies. 

ation of an independent agency. 
"We unanimously and strongly 

recommended a single food safety 
agency," said Dr. Edward Menning, 
a member of the commission's task 
force on food safety, who recently 
retired as director of the National 
Association of Federal Veterinari­
ans. But when the panel's findings 
were announced, the one on food 
safety had been modified to a recom­
mendation for the consolidation of all 
Government food safety activities 
within the F.D.A. 

Criticism of the way food safety is 
regulated in this country is hardly 
new. In 1981, the General Accounting 
Office, the investigative arm of Conr 
gress, charged the Agriculture De­
partment with unacceptable inspec­
tion practices. 

It has continued to criticize both 
the Agriculture Department and thc 
F.D.A. and has proposed a single 

Federal food safety agency; 
But there is generaL agreement 

among experts that the healthfulness 
of what Americans eat is jeopardized 
by many problems that did not exist 
20 years ago. Nor are today's prob­
lems the sort that rocked the nation 
in the early 1900's, when Upton Sin­
clair dramatically depicted the need 
for regulation with " ITie Jungle," his 
graphic account of turn-of-the-centu-
ry slaughterhouses in Chicago. 

Today's hazards are mostly invisi­
ble, and they stem from , shifts in 
agriculture, trade patterns, technol­
ogy and dietary habits. 

At the same time, surveillance of 
the food supply has been cut sharply 
and inspection methods are just he-
ginning tn catch up wilh the new 
hazards. The following factors have 
affected food safety over the last two 
decades: 

• Greater reliance on food import­
ed from countries that have less 
stringent sanitary and pesticide reg­
ulations means a greater likelihood 
of epidemics like the one resulting 
from the strawberries contaminated 
with hepatitis A. 

• There has been an increase in 
new disease-causing microbes. Just 
in the last year, new forms of salmo­
nella and E. coli have appeared. E. 
coli 0157 :H7 was not discovered un­
til 1982. Originally thought to be only 
in animal products, it has been found 
in apple juice and lettuce. 

• Farms have been transformed 
into factories, leading to the crowd­
ing of livestock and an increased use 
of chemicals: pesticides, fertilizers, 
antibiotics and hormones. 

• Americans' eating habits have 
been revolutionized, wilh more fresh, 
rather than processed, food and 
more fruits, vegetables, fish and 
poultry. 

• Americans are also eating more 
food prepared oulside the home, 
much uf it minimally processed and 
refrigerated rather than frozen, pro­
viding opporlunilies for contamina­
tion. The preparation of such foods in 
central locations for shipment lo 

stores and'restaurants also provides 
opportunities for far-flung out­
breaks. 

» There has been a significant con­
traction in Federal monitoring of the 
food supply, particularly at- the 
F.D.A. Recalls of food for life-threat­
ening microbial contamination have 
increased almost fivefold since 1988. 

"Government agencies are cur­
rently reacting to food safety prob­
lems, ralher than acting to prevent 
them," Ms. DeWaal said. 

The mmiber of inspectors at the 
Agricullure Department's Food 
Safety and Inspection Service 
dropped from 12,000 in 1978 to 7,500 
today, bul it is still much better 
staffed lhan the F.D.A. That agency 
has fewer than 700 inspectors for 
53,000 United Stales plants and for 
imported food. 

In 1981, i l carried out 21,000 inspec­
tions a year; today, it conducts about 
5,000. In the mid-1970's, it inspected 
aboul 20 percent of the imported food 
under ils jurisdiction, Today, the 
agency is sampling only only 1 to 2 
out of every 100 shipments. 

The Centers foi- Disease Control 
and Prevention estimate that 9,100 
people die each year from food-bome 
illnesses, but that figure may be the 
tip of the iceberg tiecause of underre­
porting. Similarly, the number of 
Americans who become ill each year 
from food-borne illnesses is put at 
anywhere from 6.5 million to 81 mil­
lion. 

No one is certain how the receni 
contamination of strawberries oc 
curred. And that's just tlie problem 
II could have happened anywhert 
along the way, from the Mexicar 
fields where the strawberries wen 
grown to the plant in Californii 
where ihey were packed. 

"In an ideal world, there should bi 
a single agency monitoring foreigi 
couniries lo make certain they an 
enforcing tougher standards," Ms 
DeWaai said. "And an independen 
agency can better identify emergini 
hazards." 
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One Agency for Food Safety 
By Caroline Smith DeWaal 

W.^iSHINGTON 
"t seems that almost monthly, 

there is news of yet another 
outbreak of food poisoning. 
Last week, Hudson Foods re­
called 25 million pounds of 
potentially contaminated 

ground beef after 17 people in Colora­
do contracted poisoning from E. coii 
0157:H7, a particularly dangerous 
strain of bacteria. 

In March, strawberries contami- ' 
nated by Hepatitis A were served in 
public school lunches, causing hun­
dreds of illnesses. In May and June, 
imported raspberries containing the 
cyclospora parasite caused more 
than a thousand people to get sick. 

While the Clinton Administration 
has been tough in addressing these 
individual emergencies, there i.s a 
fundamental flaw in its approach. It 
has dealt with each crisis as it has • 
come up instead of creating a single 
process to prevent and deal with all 
future outbreaks. Now that food is 
increasingly mass produced and 
shipped all over the world, this piece­
meal approach to addressing safety 
problems is a hazard to the public 
health. 

Food poisoning is responsible for 
millions of illnesses and as many as 
9.000 deaths every year in the United 
States The economic cost of contami­
nated food is high — it may be as 
much as $22 billion per year. This 
estimate fails to take into account the 
pain and suffering experienced not 
only by the victims, but also by their 
families and extended communities. 

And these costs will only uicrease. 
According to the Department of 
Health and Human Services, the inci­
dence of food-bome illnesses and 

Caroline Smith DeWaal is the direc­
tor of food safety at the Center for 
Science in the Public Interest. 

deaths is likely to grow 10 percent to 
15 percent over the ne.xt decade, as 
new, more dangerous contaminants 
are spreading. Also, familiar bacteria 
like E, coli are appearing in unexpect­
ed foods. For example, last year there 
were several E. coli outbreaks from 
contammated lettuce and unpasteur­
ized juice. Moreover, while imported 
foods have increased by nearlv 50 
percent since 1992, Government in­
spection of imports has declined. 

That̂ s why President Clinton's food 
safety initiative, which was recentiv 
passed in the balanced budged iegisla'-

We must stop 
lurching from 
crisis to crisis. 

tion, isn't comprehensive enough. The 
initiative proposes tinkering with the 
current system by establishing new 
systems of industry-designed hazard 
controls for processing plants. 

But multiple agencies will still 
share responsibility for inspectmg 
food. The Department of Agriculture 
oversees meat, poultry and egg prod­
ucts; the Food and Drug Administra­
tion inspects and oversees the safetv 
of all other products, and the Envi­
ronmental Protection Agency sets 
limits for certain chemicals in food. 

The jurisdictions for these agen­
cies sometimes overiap, so there is 
little accountability, and the agen­
cies also have other duties, like pro­
moting American agricultural prod­
ucts or approving drugs, that inter­
fere with their safety responsibil­
ities. Moreover, the current system 
is inefficient and focuses too much 
on recalling food after it has already 
been contaminated rather than on 
keeping food from becoming con­

taminated to begin with. 
We need a new approach that com­

bines all the Federal Government's 
food-related functions into a single 
agency. There are many benefits to 
consolidating these duties. For ex­
ample, safety mspections could be 
done on a frequent and consistent 
basis. Currently, food plants regulat­
ed by the Department of Agnculture 
receive daily visits from Govern­
ment inspectors, while those regulat­
ed by the F.D.A., including some that 
deal with high-risk products like sea­
food and eggs, are inspected an aver­
age of once every 10 years. 

A smgle food safety agency would 
also have the power and the flexibili­
ty to enforce food-safety regulations 
from farm to table. That would m-
crease the chance that contamina­
tion would be caught at an earlier 
stage, before dozens of people be­
came sick. In addition, the agency 
would be most effective if ii had 
tough enforcement tools like the au­
thority to recall tainted food and to 
enforce penalties on companies that 
don't meet standards. 

At a time of Government downsiz­
ing and reorganization, we cannot af­
ford to continue to have inultiple sys­
tems. The only way to achieve a suc­
cessful system of safety regulation is 
to create a single agency with uni­
form standards. • 


