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CENTER

FOR SCIENCE

IN THE

PUBLIC INTEREST

hublisher of - Nygtrition Action Healthletter

February 3, 1997 —

Dr. Fred Shank Vot Comments
Director, Center for Food Safety
and Applied Nutrition
Food and Drug Administration
200 C Street, SW
Washington, DC 20204

Dear Dr. Shank:

On behalf of the over 800,000 members of the Center for Science in the Public Interest
and the following members of the Safe Food Coalition: American Public Health Association,
Consumer Federation of America, Government Accountability Project, National
Consumers League, Public Voice for Food and Health Policy, and STOP (Safe Tables Our
Priority), we are writing to provide additional comment on the issues raised at the public

- meeting to discuss the safety of juice products.'

While this hearing was highly beneficial and provided a good opportunity to hear the
various views on the issue, the failure to invite the families most affected by the recent juice food
poisoning outbreaks and other concerned consumers to express their views for the record was a
significant oversight.

Families of victims of food poisoning have provided valuable insight and support to other
government agencies responsible for assuring the safety of the food supply, and were even
included in the Presidential announcement of the meat and poultry HACCP rule on July 6, 1996.
Although we understand that FDA attempted to rectify the oversight by assuring availability of
the transcript and by extending the comment period, nonetheless, we urge you to assure that, in
the future, invitations are made to families and organizations representing the breadth of the
consumer and public health community well in advance of the meeting. With this correction, we
would encourage the Food and Drug Administration to hold additional hearings to tackle equally
pressing food safety issues currently pending in the agency.?

! Laurie Girand, the mother of a 3-year-old girl who survived the Odwalla outbreak, has reviewed these
comments and supports the measures being proposed.

2 An example of another pressing issue is the continuing safety questions regarding raw molluscan
shelifish. Despite state oversight facilitated by the Interstate Shellfish Sanitation Conference, shellfish products
contaminated with just one pathogen killed over 20 consumers in 1996. There was also a major outbreak from
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Juice Safety is a Serious Public Health Concern

Recent events have raised significant questions about the safety of unpasteurized juice
products. Consumers have a right to question whether these products are safe to serve the
members of their family most vulnerable to food borne illness, including children, the elderly
and the immune-compromised. These examples of food poisoning outbreaks demonstrate that it
is time for FDA to consider serious steps to address the safety of these products:

Odwalla Apple Juice: In the western United States, 66 illnesses and one death from E.
coli 0157:H7 were reported from unpasteurized apple juice in October 1996.> The juice
was produced by Odwalla Inc., a company in Half Moon Bay, California.*

Apple Cider: In New Haven County, Connecticut in October 1996, 14 cases of illness
from E. coli O157:H7 were identified, at least three in children.® The illnesses were
attributed to apple cider produced at a small cider mill in Cheshire. Five people were
hospitalized.

Apple Cider: In October 1996, at least 20 cases of cryptosporidiosis in Cortland County,
New York were linked to apple cider produced at a local cider mill.®

Orange Juice: From May to June 1995, in Orlando, Florida, 62 people became ill from
consuming unpasteurized orange juice contaminated with-Sa/monella.” Eight of the
people were hospitalized. Florida’s Own Juice Company produced the juice.

Norwalk virus traced to shellfish last month, infecting at least 150 people. Your agency estimates that shellfish
cause over 100,000 illnesses each year. It is time for FDA to address this serious public health problem.

3 Centers for Disease Control and Prevention, "Outbreaks of Escherichia coli 0157:H7 Infection and
Cryptosporidiosis Associated with Drinking Unpasteurized Apple Cider -- Connecticut and New York, October
1996", Morbidity and Mortality Weekly Report, Vol. 46, No. 1 (1997), p. 4 [hereinafter cited as Qutbreaks
Associated with Drinking Unpasteurized Apple Cider].

4 "Opting for an Early Warning When E. coli is Suspected,” New York Times, Nov. 20, 1996, p. C3.

5 “Qutbreak of E. coli Infection Tied to Cider From Cheshire Mill,” New York Times, Oct. 19, 1996,
p-1-28, Outbreaks Associated with Drinking Unpasteurized Apple Cider, p. 4.

® Outbreaks Associated with Drinking Unpasteurized Apple Cider, p. 4.

? “Salmonellosis Orange Juice QOutbreak Case Study, Other Research Presented at [FT Technical
Sessions,” Food Chemical News, July 8, 1996, p. 14.

8 “Salmonella in Orange Juice Causes Ilinesses, Recall,” Food Chemical News, Aug. 21, 1995, p. 31.
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Apple Cider: In Maine in October 1993, 213 people developed Cryptosporidia diarthea
after drinking cider made from apples that had dropped from trees on the edge of a cow
pasture.’

Apple Cider: In the fall of 1991, an E. coli O157:H7 outbreak that sickened 23 people
and hospitalized at least four children was traced to apple cider produced by a mill in the
Fall River, Massachusetts area.'’

Apple Cider: In New Jersey, in 1974, 296 people developed Salmonella diarrhea after
drinking apple cider."!

Because of the inadequacies of the passive system utilized by the Center for Disease
Control and Prevention to detect food poisoning episodes, these documented outbreaks probably
represent only a small proportion of the illnesses actually occurring in the country.

Consumers expect that the juice they serve their family is a safe and healthful product.
However, new and old strains of bacteria are regularly surviving the juice making process, and
causing illness and even one documented death.

Consumers don’t want juice that isn’t safe, period. If there are significant safety
differences between different types of juice, consumers want to know. They want information

..,quickly and easily as they make purchasing decisions. Consumers also want to be promptly... . . .

alerted to safety questions following food poisoning outbreaks. Media reports on food poisoning
outbreaks are not sufficient to serve this purpose.'> FDA should issue specific information for
dissemination by the media informing consumers about what they can do to protect themselves
and their families.

Responsibility for assuring the safety of juice products lies with the producers of the
product. Taste and nutrition issues are secondary to safety. Producers must make a concerted
effort to address the safety problems with their products, or they should face mandatory

® Dr. Patricia Griffin, Centers for Disease Control, “Report of 0157:H7 Outbreaks Caused by Juices,”
(Remarks given at meeting of the National Advisory Committee on Microbiological Criteria for Foods, Fresh
Produce Subcommittee, Dec. 16, 1996, Arlington, Virginia), hereinafter “Remarks of Dr. Griffin.”

10 Remarks of Dr. Griffin.

I Remarks of Dr. Griffin.

12 As an example, following published and broadcast reports of two outbreaks from unpasteurized apple
juice and cider this fall, Washington, DC-area child care facilities continued to allow apple cider to be served to
children as part of their holiday festivities. We have even heard of one instance where a preschool brought children
to a cider press where the children sampled the product. Despite the media attention, both the care givers and the
parents were unaware that the products were potentially hazardous for the children.
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pasteurization in the future. In the meantime, labels should be used to alert consumers about the
safety issues with the products.

The government should take an incremental approach to regulation, i.e. try less
prescriptive approaches before mandating pasteurization. At this time, we are not
supporting mandatory pasteurization of juice products. We want the fruit and vegetable industry
to find and eliminate the source or sources of contamination of their products. As an alternative,

 we urge FDA to utilize expedited rulemaking to mandate a label on unpasteurized juice products
informing consumers about the risk as soon as possible. Concurrently, the agency should
mandate HACCP with microbial testing for verification for all juice manufacturers. This rule
should be in effect no later than September 1, 1997. If juice manufacturers, using HACCP, can
address the process deficiencies in their production and eliminate the safety questions with their
product, then mandatory pasteurization will be unnecessary.

STEP ONE: The Need for Consumer Labeling

The recent outbreaks of E. coli O157:H7 traced to juice products have highlighted the
need for swift action to prevent more illness caused by pathogens occasionally found in
unpasteurized juices. Prompt consumer education is important to give consumers the advice they
need to protect their families and to prevent wide-scale avoidance of all juice products, safe or
not, which appear on the supermarket shelves.

Therefore, we urge FDA to promulgate an expedited regulation to require producers of
unpasteurized juices to label their product to inform consumers about the potential hazard. Such
a label is critical to ensure that consumers become aware that unpasteurized juices may be
hazardous. However, a consumer label is not a substitute for needed improvements in
unpasteurized juice processing.

A consumer label should be placed on all containers of unpasteurized juice.

CSPI has developed this example of a label that could be used on unpasteurized apple
juice products. (See Attachment 1 and below.) While the graphic could remain the same, the
consumer information may vary for different types of juice products depending on the specific
hazards and consumer-oriented solutions (such as heating cider products), if any.

UNPASTEURIZED

Cautlon: This product is unpasteurized and may contain
harmful bacteria known to cause iliness and death. Children,
the elderly, and persons with weakened immune systems
should avoid this product. Consumers can protect themselves
by heating this product to 160°F before serving it.

IMMUNO-DEFICIENT
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Another labeling alternative, simply labeling the product “unpasteurized”, will not
adequately inform consumers that bacteria occasionally found in the product has been linked to
deaths and illnesses. Instead, the label should give consumers specific information about the
risks of foodborne illness and about how to protect themselves and their families.

The label should contain a consumer message that highlights the populations most at risk
from foodborne illness, including children, the elderly, and individuals with weakened immune
systems. In addition, a graphic symbol should be used to illustrate that the product should not be
consumed by these groups.'

This labeling requirement should create an incentive for processors who do not want to
label their products to pasteurize their juice. Therefore, we recommend that labeling not be
required for pasteurized juice if processors can demonstrate, using scientific or process-generated
data, that any pathogens present in the juice are destroyed during the pasteurization process.

The consumer label should state the risks of unpasteurized juice and
steps consumers can take to protect themselves.

Whether FDA chooses to use the label proposed by CSPI or some other version, there are
==-Several important principles to consider when-mandating a consumer safety label. The wording—-- - -
of the label should clearly state the risks of consuming the product and should instruct consumers
how to protect themselves. However, the message must be concise so consumers can read the
message quickly. Studies on the effectiveness of labels show that too much information causes
consumers to filter out key elements of the message, or even to ignore the entire message.'

To alert consumers to the label, a signal word such as “warning”, “danger”, or “caution”

should precede the statement. Consumers must notice the consumer label for it to be effective,
and a signal word will highlight the message.

Placement of the label is also important to ensure that consumers will notice it. The label
should be placed on the front panel so that consumers will see the label when purchasing or
serving the juice.

13 The graphic could become a universal symbol to alert the public to potentially risky foods which should
be completely avoided by certain consumers. Such a symbol would give consumers a quick tool to determine which
foods have contamination problems and should be avoided by high risk consumers.

4 Mark Lehto and James Miller, Warnings: Fundamentals, Design, and Evaluation Methodologies,
Vol. 1, (Ann Arbor, MI: Fuller Technical Publications, 1987), pp. 61-68.
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FDA should rapidly test CSPI’s proposed label and other labels to determine the best
design alerting consumers to the possible hazards of unpasteurized juice products. Restaurants,
grocery stores and fresh juice bars should also be required to post the message in the same
manner recommended for consumer wamings in the 1995 Food Code.

A recognizable symbol will improve consumer retention of the message.

To maximize the label’s effectiveness, it should use a graphic symbol. This symbol
would serve as a reminder that the product may contain harmful bacteria and should be avoided
by certain consumers. Ideally, the symbol should be understandable to consumers who cannot
read or understand English.

Graphic symbols on the meat and poultry safe handling label convey and support the
written message to make it easier for consumers to understand. A symbol on unpasteurized
juices would similarly convey and reinforce important information to consumers.

Since other foods can also be hazardous to consumers, the graphic symbol could become
a universal signal to alert susceptible populations to the risks of foodborne pathogens in products
intended to be consumed in the raw form. An education campaign could be developed to teach
susceptible populations and their caregivers about the symbols and about foodborne illnesses.

An example of a highly successful symbol is the “Mr. Yuk” poison warning symbol. (See
Attachment 2.) Green stickers with the symbol are given to parents to place on common
household products to alert children to their danger. Children who cannot yet read know what
Mr. Yuk means, and can protect themselves. These stickers are coupled with public education
campaigns to teach people what the symbol means.” Parents and teachers can then teach
children to avoid products bearing the sticker.

The benefits of consumer labels clearly justify the costs.
The two most recent outbreaks of E. coli O157:H7 in unpasteurized apple juice claimed
the life of one child, and caused at least 80 other illnesses. Many children who survived suffered

lengthy recuperations and long-term health effects from their illnesses.

The benefit of labeling would be in avoiding cases of food poisoning from juice products,
including those associated with this particularly virulent strain of E. coli. According to USDA,

5 The Pittsburgh Poison Control Center, “How Mr. Yuk Was Developed,” (Pittsburgh, PA: Children’s
Hospital of Pittsburgh).
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the average cost of an illness from E. coli O157:H7 in medical bills and lost productivity was
estimated at $25,000 to $37,500.'

The costs of developing, printing and applying the labels are minimal in light of their
potential to save even one life. For example, cost estimates by USDA for the meat and poultry
safe handling label are $.01 to $.025 per label.” This is probably the maximum amount the
safety labels for juice would cost. If the safety label were eventually incorporated into the
product label, juice producers could avoid any additional cost.

If the savings from avoiding just one case of illness from E. coli 0157:H7 were $25,000,
it would pay for one million safe handling labels if the labels cost $.025 each. If the labels cost
$.01 each, the savings would pay for 2.5 million safe handling labels. The potential for avoiding
unnecessary medical costs and loss of life from another juice-related outbreak would likely
greatly outweigh the costs of labeling.

The costs of labeling are also justified by studies that show that labels effectively reach
consumers. One survey on the meat and poultry safe handling labels has shown that 66% of the
respondents have noticed the safe handling instructions. The survey also found that 70% of
parents with children under the age of 12 have noticed the safe handling instructions.'®* Another
survey found that six out of 10 shoppers surveyed were aware of the safe handling labels and that
43% of these shoppers had changed their handling practices as a result."” These studies show

_that, while labels are not universally effective, their penetration is adequate to justify their costs- . - .

to industry.
FDA has the legal authority to mandate a warning label on unpasteurized juice.

FDA has the authority to declare unpasteurized juice “misbranded” unless it bears a
warning label. Under the Federal Food, Drug, and Cosmetic Act, a food is “misbranded” if its

'® USDA has estimated the cost of illness and death in 1993 alone from E. coli O157:H7 at $200 million
to $600 million. Some cases of illness are very severe, requiring lengthy hospitalization, multiple operations and
blood transfusions, and kidney dialysis. U.S. Department of Agriculture, Food Safety and Inspection Service,
“Pathogen Reduction; Hazard Analysis and Critical Control Point (HACCP) Systems; Final Rule, 9 C.F.R. Part 304

etal,” Federal Register, Vol. 61, No. 144 (1996), p. 38964 [hereinafter cited as Pathogen Reduction Final Rule].

7 us. Department of Agriculture, Food Safety and Inspection Service, “Mandatory Safe Handling

Statements on Labeling of Raw Meat and Poultry Products; Final Rule, 9 C.F.R. Parts 317 and 381,” Federal
Register, Vol. 59, No. 59 (1994), p. 14528.

18 American Meat Institute, “Americans Underestimate Their Role in Preventing Foodborne Iflness, New
National Survey Says,” (Washington, DC: American Meat Institute, August 30, 1996).

1% Food Marketing Institute, Trends in the United States: Consumer A ttitudes and the Supermarket 1996,
(Washington, D.C., Food Marketing Institute, 1996) p. 50.
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label is false or misleading in any particular.®® A label on a food product may be false or
misleading if the label fails to reveal material facts about the consequences of use of the food
product.?! The fact that a food product could cause serious illness or death is the type of material
fact that should be revealed on the product’s label to prevent the food product from being
misbranded.

The courts have upheld FDA'’s authority to require warning labels on
Jood products that could cause illness or death.

In the 1970s, low calorie protein products used by dieters were implicated in the sudden
deaths of at least sixty people, most of them young women. In response to the deaths, FDA
issued a regulation requiring a warning label on low calorie protein products, advising that very
low calorie protein diets may cause serious illness or death. When the regulation was challenged
by industry groups, two federal district courts upheld FDA’s authority to require such warning
labels. See Council for Responsible Nutrition v, Goyan, Food Drug Cosm. L. Rep. (CCH)
138,057, p. 38,269 (D.D.C. 1980); National Nutritional Foods Ass’n. v, Novitch, 589 F.Supp.
798, 801 (S.D.N.Y. 1984). The court in Council for Responsible Nutrition stated that FDA’s

general rulemaking authority set out in section 701(a) of the Food, Drug, and Cosmetic Act,
taken together with sections 201(n) and 343(a)(1), gave FDA the authority to require labels on
low calorie protein products to make consumers aware of the health risks that might arise from
the use of such products. CCH, 38,057, p. 38,269, 21 U.S.C. §§201(n) 343(a)(1) 701(a)

In another examplle a federal court upheld FDA’s authonty under sectlons 201(n) and
701(a) of the FDCA to require warnings on the labels of all food, drug and cosmetic products
sold in aerosol cans. Cosmetic, Toiletry and Fragrance Association, Ing. v, Schmidt, 409 F.Supp.
57,64 (D.D.C. 1976). The warnings tell consumers to avoid puncturing or incinerating the cans,
and to avoid storing them above 120 degrees F. Warnings are currently used on cans of whipped
cream, cheese “whiz” and non-stick cooking sprays.

FDA has recently used its legal authority to require label warning statements on foods in
support of its regulation requiring warning statements on iron-containing products.”? The
warning statements are required to help prevent accidental overdoses of iron-containing products
by children. In 1994, over 3,210 children were treated for iron overdose and two children died.

% 21 U.S.C. § 343(a)(1).
2 21 U.S.C. § 201(n).

22 Department of Health and Human Services, “Iron-Containing Supplements and Drugs: Label Warning
Statements and Unit-Dose Packaging Requirements; Final Rule, 21 C.F.R. Parts 101, 111, and 310,” Federal
Register, Vol. 62, No. 10 (1997), p. 2218.
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Without a warning label, unpasteurized juice is “misbranded” under the
Food, Drug and Cosmetic Act.

Like low-calorie protein products, aerosol food cans, and iron-containing dietary
supplements, unpasteurized juice can cause illness, injury and death. However, the case for a
warning label on juice is even more compelling than for aerosol cans and iron-containing dietary
supplements. The warning label for each of these products advises consumers that the products
can be dangerous when they are misused, i.e., when the can is punctured, or when an overdose of
iron- containing products occurs. In the case of unpasteurized juice, the product can be
dangerous when consumers use it as intended.

Based on custom and experience, consumers believe that juice consumed right from the
bottle without further treatment is safe. However, recurrent food poisoning outbreaks from juice
products have demonstrated that these products are not uniformly safe. Containers of such juice
currently fail to reveal a material fact: that consuming the juice may result in serious illness or
death. Under section 201(n) of the FDCA, the absence of this information is misleading and
should cause the product to be declared misbranded.

Ironically, unpasteurized juice may have a reputation among many consumers for being a
particularly fresh and healthy food. It is likely to be consumed by some elderly and ill
consumers who are attempting to improve their health, and also given to children by many

... parents who are concerned about nutrition. In fact, most of the victims of the recent Odwalla-- - ... -

juice outbreak were children.?

When determining whether the current labeling on unpasteurized juice is misleading,
FDA has a duty to consider both informed and uninformed consumers, bearing in mind that the
purpose of the FDCA is to “protect unwary customers in vital matters of health.” U.,S, v, Article
(Sudden Change), 409 F.2d 734, 741 (2d. Cir. 1969); U.S. v. An Article of Food (Manischewitz .
.. Diet Thins), 377 F.Supp. 746, 749 (E.D.N.Y. 1974).* FDA should not rely on media reports
of foodborne illness outbreaks to protect consumers from the known risks in the food supply.
Even if some consumers have heard of the recent outbreaks, a warning statement should be
required in order to inform all consumers.?

B Feds Weigh Fruit Juice Rules,” 4P Online, November 11, 1996.
2% FDA must consider even “the ignorant, the unthinking and the credulous” consumers. 409 F.2d at 740.

25 The case of Nancy Donley, a mother in Chicago who lost her son Alex to E. coli O157:H7 in 1993,
illustrates the importance of warning all consumers. Ms. Donley had heard about the earlier outbreak associated
with Jack in the Box hamburgers. She assumed that the government had addressed the problem when, six months
later, she gave her child a hamburger that turned out to be contaminated.
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STEP 2: The Need for Mandatory HACCP

In 1994, CSPI submitted comments on behalf of itself and ten consumer protection and
public health groups in support of mandatory HACCP for all food products. (See Attachment 3.)
Since that time, there have been a number of major outbreaks of food poisoning from foods
regulated by FDA in addition to four juice outbreaks listed earlier, including:

Eggs: In September 1996, homemade mayonnaise made with raw eggs contaminated
with Salmonella enteritidis (SE) caused illnesses in 250 patrons of a sandwich shop in
Greenville, SC. This outbreak was part of the SE traceback program, and the results of
the traceback are not yet available.?

Raspberries: During the summer of 1996, at least 1,400 cases of Cyclospora infection
occurred in 13 eastern states, Colorado, Texas and Ontario.?” Epidemiologists implicated
fresh fruit, particularly imported raspberries, as the source of the protozoa.?®

Lettuce: In Montana, at least 74 people were sickened by E. coli O157:H7 during the
summer of 1995. Twelve people were hospitalized. Lettuce was confirmed as the main
source of the illness.?”

Alfalfa Sprouts: From January to July 1995, 181 Salmonella stanley infections in 25
states were reported.- Case control studies in Arizona and Michigan linked alfalfa sprout
consumption to infection.*

Since 1994, FDA has finalized its seafood HACCP rules and USDA has both proposed
and finalized a rule implementing HACCP for meat and poultry plants. Yet, FDA’s advanced
notice of proposed rulemaking for HACCP for other food products has not proceeded to a
proposed rule.

26 “Shank: Juice Safity Meeting Will Focus on Whether Regulations Should be Changed,” Food Chemical
News, Dec. 16, 1996, p. 35.

7 “Guatemalan Raspberries Now Believed to be Source of Cyclospora Outbreak,” Food Chemical News,
July 22, 1996, p. 31.

28 Centers for Disease Control and Prevention, “Outbreaks of Cyclospora cayetanensis Infection -- United
States, 1996,” Morbidity and Mortality Weekly Report, Vol. 45, No. 25 (1996), p. 549; John Schwartz, “Florida
Officials Link Cyclospora to Raspberries,” The Washington Post, July 6, 1996, p. A3.

» “Montana E. coli O157:H7 Outbreak May Be From Irrigated Produce,” Food Chemical News, July 31,
1995, p. 49; “Lettuce was Source of Montana E. coli Outbreak: CDC,” Food Chemical News, Aug. 14, 1995, p. 34.

0 «Alfalfa Sprouts Confirmed as Linked to S. stanley Infections,” Food Chemical News, July 3, 1995,
p. 43.
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We still support mandatory HACCP for the food industry and urge the agency to proceed
with a proposal. In the meantime, however, FDA should develop an expedited rule requiring the
juice industry to implement HACCP, with mandatory microbial testing for verification.

The importance of effective regulatory oversight for HACCP

Mandating HACCP rather than pasturization for the juice industry represents a
performance- and industry-driven approach to controlling the pathogens in fresh juices without
exposing FDA to the charge of eliminating an entire segment of the juice industry that consumers
enjoy. Ultimately, mandatory HACCP should force the fresh juice industry to either ensure that
the source of contamination is eliminated from their raw materials or to find methods of
pasteurization that are acceptable to consumers.

We have considered the option of supporting mandatory pasteurization of all fruit and
vegetable juices. While that approach would offer protection against E. coli 0157:H7 and other
pathogens, we are not now recommending mandatory pasteurization. If the fresh juice industry
does not promptly and effectively address safety problems in its products, we may reconsider our
position on mandatory pasteurization in the future.

The juice industry is an excellent candidate for the implementation of HACCP. Unlike
seafood, juice processors produce a standard product using fairly standard processing procedures.

_In the process of converting fruit into juice, a. small amount of contamination can easily infecta. . ...

large quantity of juice. Because of these qualities, microbial testing will also be critically
important for HACCP verification.

Assuring the efficacy of HACCP for the fresh juice industry will only occur if FDA
mandates appropriate government oversight of HACCP. However, there is wide variation
between the three existing regulatory HACCP systems in the critical area of HACCP oversight
by the government agencies.

For example, the low-acid canned food rule, 21 C.F.R. §§ 108.35, 113.3-113.100,
requires plant registration, filing of all HACCP plans, and mandates a traceback mechanism. It
even requires that every processor of low acid canned food notify FDA of any instance “of
spoilage” having a “potential health significance” or in which food “may be injurious to health
by reason of contamination with micro-organisms” if the food has entered commerce. 21 C.F.R.
§ 108.35(d), (e).

In comparison, the seafood HACCP rule, 21 C.F.R. §§ 123.3-123.28, 1240.3, fails to
institute meaningful government oversight. HACCP plans are not filed with the agency and are
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only reviewed during infrequent inspections.? Plants are not required to register with FDA, so
some may avoid oversight altogether. Validation and verification of the HACCP plans are
practically non-existent. This means that if a HACCP plan fails to address critical public health
problems with the product, this gap is unlikely to be discovered unless an outbreak occurs that is
traced to the product. However, even when an outbreak occurs, linking the product to the
processor would be uncertain because — with the exception of shellfish products — no system
for traceback of seafood is mandated.

Unlike either the seafood or low-acid canned food industries, the meat and poultry
industries are subject to constant inspection by the U.S. Department of Agriculture. Thus, the
meat and poultry HACCP model requires plant registration, continuous inspection by USDA
inspectors, mandatory validation and verification of the HACCP plans, and regular laboratory
testing of products that will provide long-term trend data on the success of HACCP in these
industries. USDA has mandated laboratory testing both by the industry and by the government,
which will retain intensive oversight in the plant.

For both seafood and meat and poultry proposed rules and the generic foods advanced
notice of proposed rulemaking, consumer protection and public health organizations have
commented extensively on the role of government oversight in regulatory HACCP systems. So
as to not repeat what has already been said, Attachments 3, 4 and 5 contain these positions. The
bottom line is that almost every aspect of government oversight for regulatory HACCP systems
urged by our organizations is already part of an existing mandatory HACCP regulation. (See
Table I onp. 13.)

Mandatory HACCP for the juice industry should include plant registration; filing of
HACCP plans; regular inspection oversight (which can only be achieved through an increase in
FDA'’s inspection force); validation and verification of HACCP plans using microbial testing;
traceback; and mandatory minimum sanitation requirements.*?

As demonstrated in Table I, using the seafood HACCP rule -- the most recent one
developed by FDA -- as a model would not be adequate to ensure the support of consumer
protection and public health organizations.

31 FDA'’s field staff inspects 1,000 high-risk seafood processing plants once a year, and the remaining
4,000 seafood processing plants and facilities once every two to three years. FDA officials have estimated that the
initial approval of HACCP plans under the seafood HACCP inspection rule will likely take twice the current length
of time for an inspection, reducing the frequency of FDA’s inspections, which would further reduce the frequency
of inspection.

32 gsanitation requirements (including proper cleaning of raw fruit for the juice industry) are an essential
foundation for any HACCP program.
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Table I. REGULATORY OVERSIGHT OF HACCP

Low-acid canned | Seafood HACCP | Meat and
food poultry HACCP
Plant Registration YES NO YES
Filing of HACCP YES NO NO
Plans
Inspection Oversight | MINIMAL MINIMAL CONSTANT
Once every 1 to 5 Carcass -by-carcass
years or continuous
Validation/ Required/ Not required/ Required/
Verification Not required Required annually Required
Mandatory NO OPTIONAL YES
Laboratory Testing Both industry and
for Validation/ government testing is
Verification required
Traceback YES |NO NO
Mechanism Except for shellfish
Sanitation NO YES YES
Requirements

The importance of mandatory laboratory testing to verify HACCP

For raw products, the goal of HACCP shifts from that of eliminating hazards, such as
Clostridium botulinum in low-acid canned food, to reducing hazards, such as Salmonella in
poultry. In a fully-processed product with a known “kill step,” processors expect no hazard to
remain. Any evidence of a hazard on the product would signal a gap in the HACCP system.
However, with a raw product, an acceptable HACCP system may only reduce, not eliminate, the

hazard on the product.

The steps needed to demonstrate the effectiveness of a HACCP system for juices will
vary depending on the product in question. When there is a pasteurization step, HACCP plans
should be validated to demonstrate that the process eliminates the hazard, and then periodic
microbial testing can be used to verify that the system is working. Any evidence of pathogens in
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a fully processed product would require that the product be held for reprocessing or recalled, and
that the HACCP system be redesigned to prevent the production of contaminated product.

Measuring the effectiveness of HACCP on raw products is more of a challenge, because
the goal of HACCP shifts from elimination of hazards to reduction of hazards. There are fewer
or no critical control points that totally eliminate hazards. Instead, the success of the HACCP
system may be largely based on the identification and monitoring of critical control points that
reduce the likelihood of contamination. Even when perfect control is exercised, some pathogenic
bacteria may still exist on the product. Therefore, long-term trend data is needed to show that a
HACCP system has properly identified points of contamination and inserted appropriate
mechanisms to control it. Collecting this data is part of ongoing HACCP verification.

USDA has developed the best model of mandatory HACCP for raw products. The
agency outlined the following requirements for meat and poultry slaughter plants to validate and
verify their HACCP plans using microbial testing:

Validation:

USDA requires that each processor validate its HACCP plan to ensure that the plan
controls for the pathogens of concern in the product. Initial validation requires each plant to
“conduct activities designed to determine that the HACCP plan is functioning as intended.
During this HACCP plan validation period, the establishment shall repeatedly test the adequacy
of the CCP’s, critical limits, monitoring and recordkeeping procedures, and corrective actions set
forth in the HACCP plan.”* Microbial testing for pathogens can play an important role in
validation of a HACCP plan, and under some HACCP plans, may be essential 3

Verification:

USDA requires slaughter operations for meat and poultry products to test their products
for the generic form of the E. coli bacteria. This bacterium is common in the intestinal tract of
warm-blooded animals and, according to USDA, is the single best indicator of fecal
contamination on meat and poultry products.”> USDA supplements this program with a
government testing regime for Salmonella, the single biggest pathogenic contributor to
foodborne illness.* Salmonella is also common in many meat and poultry products.’’ These

3 Pathogen Reduction Final Rule, p. 38870.

3% Pathogen Reduction Final Rule, Preamble, p. 38827.

35 Pathogen Reduction Final Rule, Preamble, p. 38837 (“There is general agreement within the scientific
community that generic E. coli is the best single microbial indicator for fecal contamination’).

% Pathogen Reduction Final Rule, Preamble, p. 38846.
3 Pathogen Reduction Final Rule, Appendix A, p. 38965.
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testing programs are designed to ensure that the HACCP programs actually achieve a certain
level of pathogen control in the meat and poultry industries.*®

Validation and verification requirement for juice products

Microbial testing for validation and verification is essential if HACCP is going to work to
minimize the hazards in juice products. Juice is an excellent candidate for developing a
mandatory testing regime to demonstrate that HACCP is working because of the uniformity of
the product. A negative result will not guarantee that the product is pathogen-free; nonetheless,
over time, testing will give the juice industry an indication of the contamination levels of its
products. It can also provide an early warning about the impact on safety of new conditions,
such as changing suppliers, adding new equipment, or allowing sanitation deficiencies. (For
more information on the importance of microbial testing for raw products, see Attachments 6, 7
and 8.)

Mandatory testing will likely drive the development of faster and better testing
technologies, and uitimately testing technology may be available that will allow real time
monitoring of product safety. However, that technology does not currently exist, so the best that
testing can offer is historical monitoring of the effectiveness of HACCP.

Some may argue that testing is meaningless unless it will provide immediate feedback on
the safety of the product. However, the entire goal of HACCP is to develop process controls that
reduce or eliminate product contamination. Therefore, any feedback is valuable that will allow
companies to make modifications to improve their plans over time. Also, microbial testing
would allow for faster recall of contaminated products from the market, before they cause a
major outbreak.

In the absence of microbial testing for HACCP verification, ineffective HACCP plans
could operate for years until a food poisoning outbreak traced to the product proved that the
system did not work. Unfortunately, if enough of these outbreaks occurred, it would ultimately
raise questions regarding the overall value of HACCP among those who did not understand that
the lack of an earlier feedback mechanism created a flawed design.

Issues to be decided by FDA in designing a verification system
The following issues need further examination by regulators, industry, consumers and

public health officials in designing a mandatory testing regime for HACCP verification for juice
products:

38 Pathogen Reduction Final Rule, Preamble, p. 38846.
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1. Should testing be required for a pathogen or an indicator organism? (USDA chose
generic E. coli for HACCP verification and Salmonella for pathogen reduction.)

2. What frequency of testing is appropriate? Should the frequency change over time?

3. What type of testing technology and laboratory certification should be required? Who
should do the testing -- industry, government, or both?

4. What impact should various pasteurization processes have on the testing frequency?
Are there alternatives to heat pasteurization that will improve the safety of fresh juices without
affecting the quality? Should use of these techniques affect the labeling requirements?

We recommend that over the next few months these issues be resolved in a public, open
process like that used by USDA in finalizing the meat and poultry HACCP rule.

Conclusion

The undersigned consumer protection and public health organizations urge FDA to take
swift action to address the problems of juice safety. First, FDA should engage in immediate
consumer notification by mandating a label for fresh juice products that informs the public of the
~ risk, mentions consumers who should avoid the products, and gives consumers information on
. how to protect themselves. This label should include a graphic symbol, which could also be used
on other raw products that may contain hazardous pathogens, with an appropriate consumer
message.

Second, FDA should publish an expedited rule mandating HACCP for the juice industry.
This HACCP system should include adequate government oversight and microbial testing as part
of HACCP verification and validation.

Respectfully submitted,

Coseltes Sl s

Caroline Smith DeWaal

Director of Food Safety

Center for Science in the Public Interest
on behalf of the

American Public Health Association National Consumers League
Consumer Federation of America Public Voice for Food and Health Policy
Government Accountability Project STOP (Safe Tables Our Priority)

*Elizabeth Dahl, Lucy Alderton and Kimberly Loui provided invaluable assistance in the development of these
comments.
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Attachments for CSPI’s Written Comments on
the Need for Labels and Mandatory HACCP for Fresh Juices

Attachment 1

Attachment 2

Attachment 3

Attachment 4

Attachment S

Attachment 6

Attachment 7

Attachment 8

Example of a label for an unpasteurized apple juice product.
“How Mr. Yuk Was Developed”

Comments of American Public Heath Association, Center for Science in
the Public Interest, Consumer Federation of America, Consumers Union,
Food and Allied Service Trades Department, AFL-CIO, Government
Accountability Project, National Consumers League, Public Citizen, Public
Voice for Food and Health Policy, STOP, United Food and Commercial
Workers Union on “Advanced Notice of Proposed Rulemaking on the
Development of Hazard Analyisis and Critical Control Points for the Food
Industry,” December 2, 1994.

Excerpts from Comments of the Center for Science in the Public Interest
on behalf of the following members of the Safe Food Coalition: American
Public Health Association, Consumer Federation of America, Government
Accountability Project, National Consumers League, Public Citizen, Public
Voice for Food and Health Policy, United Food and Commercial Workers™

International Union on “Proposed Rule on Pathogen Reduction; Hazard = =~ "

Analysis and Critical Control Point (HACCP) Systems,” July 5, 1995.

Comments of American Public Health Association, Center for Science in
the Public Interest, Consumer Federation of America, Consumers Union,
Food and Allied Service Trades Department of AFL-CIO, Government
Accountability Project, National Consumers League, Public Citizen, Public
Voice for Food and Health Policy, and United Food and Commercial
Workers International Union on “Proposal to Establish Procedures for the
Safe Processing and Importing of Fish and Fishery Products,” May 27,
1994.

Remarks of Caroline Smith DeWaal, Center for Science in the Public
Interest, on “Sampling for Human Pathogens: Essential for HACCP
Monitoring, Verification and Enforcement,” April 1995.

Comments submitted by Michael Mullins, Cargill, on behalf of Dr. Dell
Allen, Excel Corporation, on Proposed HACCP Regulation and the Issue
of Microbial Testing, December 13, 1995.

Letter from James V. Lochner, IBP, Inc., to Michael Taylor, U.S.
Department of Agriculture, on HACCP/Pathogen Reduction, November
13, 1995S.
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Warning: Eating raw oysters can cause life
threatening illness if you are elderly or suffer
from liver disease; chronic alcohol abuse;
diabetes; stomach, blood, or immune

" | disorders. If unsure, cook before eating.
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Dockets Management Branch

Food and Drug Admtnistration
Department of Health and Human Services
12420 Parklawn Drive, Room 1-23
Rockville, Maryland 10857

CITIZEN PETITION

The Center for Science in the Public Interest (CSPI) submits this petition pursuant to
section 4(d) of the Administrative Procedure Act, 5 U.S.C. § 553(e), sections 201(n), 403(a)(1),
and 701(a) of the federal Food, Drug, and Cosmetic Act (FFDCA), 21 U.S.C. §§ 321(n),
343(a)(1), 371(a), and section 361 of the Public Health Service Act, 42 U.S.C. § 264. We
request that the Food and Drug Administration (FDA) take regulatory action to require that all
shell egg cartons bear a label cautioning consumers that the eggs may contain harmful bacteria,
and that consumers should not eat raw or undercooked eggs. We also request that FDA require
all egg producers to implement on-farm HACCP programs to minimize the risk that their eggs

will be contaminated with Salmonella enteritidis (SE).!

' Petitioner has not addressed this petition to the U.S. Department of Agriculture (USDA) because
Congress has cut the funding for USDA’s SE control activities, which has prevented USDA employees from
working on the problem. Committee Report, House Report 104-172, “Food Safety and Inspection Service:
Committee Provisions,” Agriculture, Rural Development, Food and Drug Administration, and Related Agencies
Appropriations Bill, 1996 (“Funding is not included to continue the Salmonella enteritidis program.”) See also
“Animal Production Food Safety Efforts Will Be Non-HACCP, Industry-Oriented: Taylor,” Food Chemical News,
November 6, 1995, p. 23.



L. INTRODUCTION

Eggs, once considered a safe food, have increasingly become contaminated over the last
15 years by a strain ot Salmonella bacteria known as Salmonella enteritidis, or SE. SE caused an
estimated 200,000 to one million ilinesses in 1994 alone and can be fatal to the elderly, children,
and those with weakened immune systems.” The SE bacteria caused more deaths between 1988
and 1992 than any other pathogen, and accounted for a third of all food poisoning outbreaks
where the cause was known. Contaminated eggs caused at least 80 percent of these illnesses for
which the food source is known, according to data from CDC.?

SE is found in normal-looking eggs laid by SE-infected hens. Usually, the hens appear
healthy and show no signs of infection. Consumers have no way to tell which of the eggs in the
cartons they purchase at the supermarket are contaminated. Although thorough cooking kills the
SE bacteria, many consumers consider eggs to be properly cooked even when they have not been
sufficiently cooked to eliminate SE. As long as eggs may be contaminated with SE, consumers
must be provided with information about the risk to their health of SE in eggs and must be
advised to avoid raw or undercooked eggs. Eggs sold without a label advising consumers of the
risk that the eggs could be contaminated with SE are mislabeled under the FFDCA.

The responsibility for eliminating SE in the food supply lies with egg producers. FDA
has the power under the Public Health Service Act to issue regulations requiring on-farm SE

testing and control measures to stop this communicable disease from spreading further.

? Statement of David Satcher, Director of Centers for Disease Controi and Prevention, before the
Committee on Government Reform and Oversight. Subcommittee on Human Resources and Intergovernmental
Relations, U.S. House of Representatives, May 23, 1996, p. 13 [hereinafter cited as Satcher Statement).

* Satcher Statement, p. 13-14.



Producers should be required to implement HACCP systems to control the risks of SE during
egg production.
IL ACTION REQUESTED

We request that the FDA take regulatory action to require that shell eggs sold in cartons
or in the large-sized boxes of eggs purchased by restaurants and institutions bear labels advising
consumers to cook eggs until the yolk is firm in order to avoid the risk of SE.* The following

label is suggested:

&
‘A@ Caution: Eggs may contain iliness-causing

bacteria. Do not eat raw. Cook until yolk is firm.

We also request that FDA require programs to reduce the risk of SE for all egg producers.
Producers should be required to implement SE control HACCP programs, including mandatory
testing of their poultry house environments. Eggs from poultry houses that test positive for SE
should be diverted from the fresh egg market to pasteurization plants. In the alternative, or
before mandatory HACCP programs are implemented, FDA should encourage producers to
voluntarily adopt such programs. FDA could provide an incentive for voluntary adoption by
allowing producers with SE control programs monitored by FDA to place a symbol or logo on
their egg cartons indicating that the eggs were produced under such programs. However, the

symbol or logo should not state that the eggs are safe to eat raw or undercooked.

* Once effective on-farm HACCP programs were in place, FDA could review the data on the prevalence of
SE in eggs and the rate of human illness from SE to determine whether the labels on egg cartons were still needed.
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IIl. STATEMENT OF GROUNDS

A. Factual Grounds

1. SE in Eggs Is a Serious Public Health Problem

SE causes an estimated 200,000 to 1,000,000 illnesses every year, according to the
Centers for Disease Control and Prevention (CDC). This means that, even though SE has a low
fatality rate, hundreds or even thousands of people die every year.” The estimated annual cost of
human illness from eggs infected with SE ranges from $118 million to $767 million.®

Infection with SE causes flu-like symptoms in humans, such as diarrhea, abdominal pain,
nausea, fever, and chills, and can be fatal in the elderly, children, and the immunocompromised.
An infective dose of only 10 to 100 SE organisms may be sufficient to cause illness in these
more susceptible consumers.

SE will continue to pose a public health threat unless government intervenes. As many as
45 percent of all egg-laying flocks in the U.S. are now infected with SE, according to
government estimates.” Voluntary industry programs have not kept SE from becoming a national

problem.

* This figure is based on Satcher’s estimate that there are as many as one million cases of SE illness each
year. Sutcher Statement, p. 13. The SE fatality rate is estimated at 0.1 to 0.5 percent, according to Jeremy Sobel of
CDC.

® $118 million estimate from Salmonella Control Efforts, p. 2; $767 million estimate derived from U.S.
Department of Health and Human Services. Public Health Service, Centers for Disease Control and Prevention,
National Center for Infectious Diseases, Division of Bacterial and Mycotic Diseases, Foodborne and Diarrheal
Diseases Branch, Table | A, “The 20 Most Frequently Reported Salmonella Serotypes from Human Sources
Reported to the CDC in 1993,” Salmonella Surveillance: Annual Tabulation Summary 1993-1995 (Atlanta: U.S.
Department of Health and Human Services) [hereinafter cited as CDC Salmonella Surveillance 1993-95]. SE
represented 21.9 percent of all Salmonella serotypes reported in 1993. U.S. Department of Agriculture, Economic
Research Service, Agricultural Economic Report Number 741, Jean C. Buzby, et al., Table 7, “Cost Summary for
U.S. Salmonellosis Cases, 1993,” Bacterial Foodborne Disease: Medical Costs & Productivity Losses,
{Washington, D.C.: U.S. Department of Agriculture, August 1996), p. 19. U.S. foodborne salmoneliosis cases from
all types of Salmonella cost a maximum of $3.5 billion annually.

7 Allan Hogue and Eric Ebel, “1995 Spent Hen Survey of Salmonella enteritidis,” APHIS Report of
Accomplishments in Animal Production Food Safety FY 1995, March 1996, p. 2.2-1.
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2. SE Has Increased Throughout the Nation
Between 1980 and 1995, the number of SE cases reported in the U.S. increased by more
than fivefold.®* SE, which had been present in low levels, began growing out of control in the
northeastern United States and then steadily increased across the country.
By 1984, SE began appearing in larger numbers outside the Northeast.” (See Figures 3
and 4 and Appendix.) By 1986, the year CDC first linked SE to consumption of raw and
undercooked eggs that were internally contaminated, the incidence of SE in the Northeast had

" While the number of cases of illness leveled off

increased more than sixfold over 1976 levels.
in the Northeast between 1990 and 1994, cases in the Rocky Mountain region doubled and cases

in the Pacific region quadrupled during that same time period.'" In 1994, California accounted

for about a quarter of the nation’s laboratory-confirmed cases of SE."> A USDA survey showed

* Table 3, “Salmonella 1solations from Human Sources by Serotype and Year Reported to CDC, 1985-
1995, CDC Salmonella Surveillance 1993-1995; U.S. Department of Health and Human Services, Public Heaith
Service, Centers for Disease Control, Center for Infectious Diseases, Division of Bacterial Diseases, Enteric
Diseases Branch, Table 3, “Salmonella Isolations from Human Sources by Serotype and Year Reported to CDC,
1980-1990,” Salmonella Surveillunce: Annuai Summary 1990, (Atlanta: U.S. Department of Health and Human
Services) [hereinafter cited as CDC Salmonella Surveillance 1990]; U.S. Department of Health and Human
Services, Public Health Service, Centers for Disease Control and Prevention, National Center for Infectious
Diseases, Division of Bacierial and Mycotic Diseases, Foodborne and Diarrheal Diseases Branch, Sa/monella
Surveillunce: Annual Summary 1985-1993, (Atlanta: U.S. Department of Health and Human Services).

” Satcher Statement, p. 13.

'® Michael St. Louis, et al., “The Emergence of Grade A Eggs as a Major Source of Salmonella enteritidis
Infections,” Journal of the American Medical Association, Vol. 259, No. 14 (1988), p. 2103.

"' Table 6, “Salmonella Reported from Human Sources, 1990, CDC Salmonella Surveillance 1990; Table
5B, “Salmonella Reported from Human Sources by Geographic Region and Serotype, 1994,” CDC Salmonella
Surveillunce 1993-94. In 1990, 1,125 laboratory-confirmed SE cases were reported in New England, 195 from the
Mountain region, and 659 from the Pacific region. In 1994, there were 1,209 SE cases reported from New England,
417 from the Mountain region, and 2,790 from the Pacific region. According to a CDC official, these reported
illnesses likely represent only 5 percent of total SE illnesses.

"> Centers for Disease Control and Prevention, “Outbreaks of Salmonella Serotype Enteritidis Infection

Associated with Consumption of Raw Sheil Eggs--U.S., 1994-1995.” Morbidity and Mortality Weekly Reporis, Vol.
45, No. 34 (Atlanta: U.S. Department of Health and Human Services, August 30, 1996), p. 741.
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that the frequency of SE isolates in unpasteurized liquid eggs nearly doubled in the northeastern
and western U.S. between 1991 and 1995."

To make matters worse, a more virulent form of SE, known as SE phage type 4, has
appeared in five SE outbreaks in California and has also appeared in Utah, Arizona and
Nevada.'* Although scientists do not yet know why, this new phage type causes five times as
many human illnesses as other types of SE in the regions where it appears.'’ Regulatory action is
urgently needed to help prevent the further spread of SE and the resulting increase in illnesses
and deaths.

3. Consumers Are at Risk of Iliness from SE in Raw or Undercooked Eggs

SE is found inside eggs laid by otherwise healthy hens that are infected by the bacteria.'®
It is estimated that one out of every 10,000 eggs, or about 4.5 million eggs each year, are infected
with SE."” Consumers have no way of knowing which eggs are infected. The SE bacteria

multiply inside eggs that are not properly refrigerated (to an internal temperature of

" U.S. Department of Agriculture, "APHIS Report of Accomplishments in Animal Production Food Safety
FY 1995 March 1996, p. 2.1-1.

'* Memorandum from Robert V. Tauxe, Acting Chief, Foodborne and Diarrheal Diseases Branch, and
Mitchell L. Cohen, Director, Division of Mycotic Diseases, National Center for Infectious Diseases, CDC, Update
on Surveillance for Outbreaks of Salmonella serotype Enteritidis (SE) Infections, October 18, 1995.

'* Telephone conversation with Jeremy Sobel, M.D., Centers for Disease Control, Atlanta, Georgia, on
March 7, 1997.

'® Telephone conversation with David Kradel, Coordinator of Food Safety Activities, Pennsylvania Poultry
Federation, Harrisburg, PA, April 23, 1997. Although a vaccine against SE exists, it has not been widely used

because it is not 100% effective and can cause a reaction in some birds.

'” Thomas L. Schwarz, Center for Food Safety and Nutrition, Food and Drug Administration, quoted in
“BSE Threat to Humans Cannot Be Ignored: European Researcher,” Food Chemical News, August 15, 1994, p. 40.
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45 degrees F.) As few as 10 to 100 SE organisms may be enough to cause illness in elderly
people, children, and the immuno-compromised.'®

The elderly residents of nursing homes are especially at risk of death from SE: 85 percent
of reported deaths from SE between 1988 and 1992 were from this group.'” SE infection causes
flu-like symptoms, such as diarrhea, abdominal pain, nausea, fever and chills, and can have more
serious complications, such as rheumatoid arthritis, meningitis, kidney or heart disease, and
death.

Thorough cooking of eggs will kill the bacteria. However, many common egg-
preparation practices are not sufficient to kill SE. Some high-risk practices include:

e serving eggs “sunny side up,” lightly poached, soft-boiled, or any other
style where the yolk is still runny;

e preparing French toast with an egg coating that is not thoroughly cooked;

* using raw eggs in cookie dough or cake batter that is consumed before
cooking;

e using raw eggs in salad dressing, such as Caesar salad or homemade
mayonnaise;

e using raw eggs in eggnog;

using lightly cooked eggs in desserts, such as meringue and tiramisu.
Another high-risk practice common in restaurants, nursing homes, and other institutions
is pooling eggs in a large container after breaking and before cooking them. One SE-positive

egg can contaminate dozens of others. This practice can result in major outbreaks of human

'* A.C. Baird-Parker, “Foodborne lllness,” The Lancet, Vol. 336, November 17, 1990, p. 1232.

' CDC Surveillunce Summaries 1988-92,p. | 1.



illness if the pooled eggs are allowed to remain too long at room temperature and then are not
fully cooked.

Many consumers are still unaware of the risk of many of the above-named egg dishes. A
recent government survey found that half of all consumers surveyed had eaten undercooked eggs
in the last year.® Although the SE problem in eggs has been fully documented for well over 10
years, that survey combined with the increase in human illnesses during that time demonstrate
that both the egg industry and the federal government have not done enough to educate
consumers about the risk of eating undercooked eggs.

4. A Caution Label Should Be Required on All Egg Cartons.

FDA should immediately require labels on egg cartons to make consumers aware of the
hazards of eating undercooked eggs and to provide them with the information they need to
protect themselves. The label’s language should plainly state to consumers that the ways they
are accustomed to eating eggs may no longer be safe.’!

CSPI has developed this example of a label that could be used on egg cartons:

& !%, Caution: Eggs may contain iliness-causing
bacteria. Do not eat raw. Cook until yolk is firm.

201995 Food Safety Module of the Behavioral Risk Factor Surveillance System, reported in “Survey Data
Show Regional Differences in High-Risk Food Consumption Behaviors,” Food Chemical News, January 13, 1997,
p. 24.

* Government and industry should also make efforts to inform consumers of the benefits of using
pasteurized egg products in place of shell eggs where customers wish to use raw or undercooked eggs, for example,
in salad dressing or cookie dough. Pasteurizing eggs reduces the incidence of infection from SE to almost zero.
Even SE-positive eggs are nearly always safe for human consumption once they have been pasteurized.
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FDA should expeditiously test CSPI’s proposed label and other labels to determine the
best language and design for alerting consumers to the possible hazards of eating raw or
undercooked eggs. Whether FDA uses the label proposed by CSPI or another version, the label
should include these clements:

e The message must be concise so consumers can read the message quickly.

Studies on the effectiveness of labels show that too much information causes
consumers to filter out key elements of the message.”? However, the message
must not be so oversimplified that it omits necessary information. For example,
the use of the word “undercooked.” without further explanation, may be
confusing.”

e A signal word such as “warning,” “danger,” or “caution” should precede the
statement and should be in bold type. Consumers must notice the label for it to be
effective. The words should be in a single, easy-to-read type style and in type size
no smaller than 8 point. The label should be enclosed by a box rule with adequate
space around the statement and the words should be printed in a dark color on a
light background.*

o The label should be prominently placed on the lid of the egg carton. The label
should also be placed prominently on the large-sized boxes of eggs purchased by

restaurants and institutions.

22

Mark Lehto and James Miller, Warnings: Fundamentals, Design, and Evaluation Methodologies,
Vol. I, (Ann Arbor, MI: IFuller Technical Publications, 1987), pp. 61-68.

* Focus groups recently convened by FDA to analyze consumer advisories on restaurant menus revealed
consumer confusion about the meaning of the word “undercooked.” Tom Schwarz, FDA, North American Food
Safety Education Workshop, College Park, MD, March 10, 1997.

** See, e.g., 21 CFR 867(e) (specifications for olestra warning label).
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o The lahel should include a graphic symbol to improve consumer retention of the
message. To maximize the label’s effectiveness, it should use a graphic symbol,
such as the exclamation point inside a triangle on CSPI’s proposed label. This
symbol would serve as a reminder that eggs may contain harmful bacteria and that
consumers must take precautions when preparing eggs to protect themselves.
Ideally, the symbol should be understandable to consumers who read or
understand little or no English.

Since other fcods can also be hazardous to consumers, the graphic symbol could become
a universal signal to alert susceptible populations to the risks of foodborne pathogens in those
foods. An education campaign could be developed to teach the public, particularly susceptible
populations and their caregivers, about the symbols and about foodborne illnesses.

An example of a highly successful symbol is the “Mr. Yuk” poison warning symbol.
Green stickers with the symbol are given to parents to place on common household products to
alert children to their danger. Public education campaigns are used to teach parents and teachers
what the symbol means, so that they can then teach children who cannot yet read to avoid
products bearing the sticker.”

Another exarnple is the meat and poultry safe handling label, with its graphic symbols
that convey and support the written message to make it easier for consumers to understand. A
symbol on egg cartons would similarly convey and reinforce the important written information to

consumers.

* The Pittsburgh Poison Control Center, “How Mr. Yuk Was Developed,” (Pittsburgh, PA: Children’s
Hospital of Pittsburgh).
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s. Producers Should Be Required to Implement On-Farm SE Control
Programs to Make Eggs Safer for Consumers.

Egg producers can take steps to greatly reduce the incidence of SE in their flocks. Proper
sanitary precautions c¢an be taken to keep SE from being introduced into laying houses and
prevent it from spreading.

For example, the SE organism has been found in rodent droppings. If hens are allowed to
consume the droppings, they may become infected. Rodent control in laying houses can prevent
this route of infection. Likewise, contaminated feed may be a source of SE. Producers should
take care to use only feed that is free of contaminants. In addition, if laying hens are purchased
from SE-infected breeder flocks, they are more likely to be infected, and to produce infected
eggs. Producers should obtain hens only from SE-free flocks.

Control of SE is possible when government and producers demonstrate a commitment to
eliminating the human health risk from this pathogen. In Sweden, for example, only five SE-
infected flocks have been identified in the entire country since 1987.*° The Swedish government
has a rigorous control program directed at all types of Sa/monella in both laying hens and
broilers. The program requires testing of laying flocks at least three times during their lives, with
destruction of all flocks that are found to be SE-positive.”’

Stronger efforts to control SE should be made in this country. FDA should require egg
producers to implement government-approved Hazard Analysis and Critical Control Point
(HACCP) programs for minimizing SE contamination on their farms that include repeated,

ongoing testing of laying houses.

* M. Wierup, et al., “Control of Salmonella enteritidis in Sweden,” International Journal of Food
Microbiology 25 (1995) p. 223.

Y Ibid., p. 224.
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In the alternative, or before mandatory control programs are implemented, FDA should
encourage producers to voluntarily implement control programs that comply with FDA
requirements. Producers who establish voluntary HACCP programs, and whose compliance has
been verified by neutral third parties, should be allowed to notify consumers that their eggs were
produced under such programs by placing a symbol or logo on egg cartons. Producers could also
use such symbols in marketing their products. The symbol should not imply that such eggs are
safe to eat raw or undercooked, since no control program can guarantee total elimination of SE.

6. The SE Control Program Should Be Modeled on the Successful
Pennsylvania Egg Quality Assurance Program

FDA should model its on-farm SE control program on a pilot program in Pennsylvania
developed by Pennsylvania state agencies, Pennsylvania egg producers, and the U.S. Department
of Agriculture. The program reduced the incidence of SE in the flocks of participating
producers. When the program was implemented in 1992, multiple manure and other samples
were taken from the houses of 70 laying flocks. In 1992, 38 percent of laying houses had at least
one SE positive sample, but by 1995, only 13 percent of flocks had a positive SE sample. The
percentage of SE-positive flocks has continued to drop and and is now down to 8 percent.?® In
1992, 23 percent of all the samples taken tested positive for SE, down to only 3.2 percent of
samples in 1995.” Human illness from SE in the market area for Pennsylvania eggs (New York,

New Jersey, and Pennsylvania) also decreased between 1992 and 1995.”° A team of 15 scientists

** Telephone conversation with David Kradel, Pennsylvania Poultry Federation, Harrisburg, PA, on May 6,
1997.

# «“A New Layer of Food Safety Assurance?,” Food Safety Digest, March/April 1996, p. 5; Telephone
conversation with David Henzler, Pennsylvania Department of Agriculture, Harrisburg, PA, April 18, 1997.

*® Allan Hogue, et al., Sulmonella Enteritidis Review Team Report, Final, January 18, 1997, pp. 3, 9-10.
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from federal and state government agencies attributed at least part of this decrease to the
Pennsylvania program and recently recommended that the interventions in the Pennsylvania
program be implemented by all egg producers.*'

The program includes the following requirements for producers, which should be
incorporated into FDA'’s regulation:

a.) Chicks for layer flocks must be obtained from breeder flocks monitored for SE.
Manure samples from the chicks must be tested at the time the chicks are delivered, and then
again when the chicks are 10 to 15 weeks old.

b.) Manure samples from layer flocks must be regularly tested for SE when the hens
are 29 to 31 weeks of age and again at 44 to 46 weeks of age. If the samples are positive, the
houses must be thoroughly cleaned and disinfected between flocks.

c.) When manure samples are positive, eggs must also be tested. A total of 480 eggs
must be tested, cultured in pools of 20 eggs each, every two weeks for eight weeks. Even if the
eggs test negative, monthly egg sampling is required for the life of the flock.

d.) Where testing of eggs shows that some are positive for SE, all eggs from that
flock must be diverted to pasteurization plants. Before the eggs from that flock can be sold as
shell eggs again, a total of 4,000 eggs over eight weeks must test negative for SE.

e.) Biosecurity programs and rodent control measures for layer houses must be
implemented.

f) Eggs must be kept refrigerated at all times.*

' Ibid., pp. 1-3, 9-10.
** Pennsylvania Poultry Federation, "Pennsylvania Egg Quality Assurance Program,” May 1994.
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Eggs should be refrigerated to an internal temperature of 41 degrees F as soon as possible
after they are laid, and then kept at that temperature at all points up to and including the point of
retail sale. A temperature of 41 degrees F or less ensures that SE bacteria cannot multiply and
provides a margin of safety for temperature abuse.

FDA’s regulation should incorporate the principles of HACCP. Under HACCP,
producers are responsible for identifying potential hazards and critical control points in their own
operations. Producers should keep records to establish compliance with their program. FDA
inspectors should verify producer compliance by reviewing records and conducting occasional
testing of manure saraples and eggs.

B. Legal Grounds

1. FDA Has the Legal Authority to Mandate a Caution Label on Egg
Cartons.

FDA has the authority to declare eggs misbranded unless they bear a label advising
consumers how to avoid the risk of food poisoning from SE. Under the Federal Food, Drug, and
Cosmetic Act, a food is “misbranded” if its label is false or misleading in any particular.”® A
label on a food may be false or misleading if the label fails to reveal material facts about the
consequences of use of the food.** The fact that a food that is generally considered safe could
cause serious illness or death is the type of material fact that should be revealed on the food’s
label to prevent the food from being misbranded. A label for eggs is particularly important since
a survey shows as many as half of all consumers may not be aware of the risk of eating them raw

or undercooked.

¥ 21 US.C. § 343(a)(1).

¥ 21 US.C. §321(n).
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a. FDA Has the Authority to Require Warning Labels
on Food Products That Could Cause Illness or Death.

FDA can require food to be labeled where “information is necessary to ensure that
consumers are aware of special health risks associated with consumption of a particular
product.”” FDA has used this authority to require warning labels on diet foods, foods sold in
aerosol cans, and iron-containing food products. FDA has also required warning labels for food
additives that can cause adverse effects, including olestra, aspartame, sorbitol and mannitol.*

In the 1970s, low-calorie protein products used by dieters were implicated in the sudden
deaths of at least sixty people, most of them young women. In response to the deaths, FDA
issued a regulation requiring a warning label on low-calorie protein products, advising that very
low-calorie protein diets may cause serious illness or death. When the regulation was challenged
by industry groups, two federal district courts upheld FDA’s authority to require such warning

labels.’”” The court in Council for Responsible Nutrition stated that FDA’s general rulemaking

authority set out in section 701(a) of the Food, Drug, and Cosmetic Act, taken together with
sections 201(n) and 403(a)(1), gave FDA the authority to require labels on low-calorie protein
products to make consumers aware of the health risks that might arise from the use of such

products.®

* 61 Fed. Reg. 3160, Jan. 30, 1996, “Food Additives Permitted for Direct Addition to Food for Human
Consumption: Olestra; Final Rule.”

% 1421 CFR §§ 172.804(2); 180.25(c); 184.1835(e).

' See Council for Responsibie Nutrition v. Goyan, Food Drug Cosm. L. Rep. (CCH) { 38,057, p. 38,269
(D.D.C. 1980); National Nutritional Foods Ass’n. v. Novitch, 589 F.Supp. 798, 801 (S.D.N.Y. 1984).

* CCH, 1 38,057, p. 38,269; 21 U.S.C. §§321(n), 343(a)(1), 371(a).
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In another example, a federal court upheld FDA’s authority under sections 201(n) and
701(a) of the FFDCA to require warnings on the labels of all food, drug and cosmetic products
sold in aerosol cans.” The warnings tell consumers to avoid puncturing or incinerating the cans,
and to avoid storing them above 120 degrees F. Warnings are currently used on aerosol cans of
whipped cream, processed cheese product and non-stick cooking sprays.

FDA has recently used its legal authority to require label warning statements on foods in
support of its regulation requiring warning statements on iron-containing supplements and
drugs.* The warning statements are required to help prevent accidental overdoses of iron-
containing products by children. In 1994, over 3,210 children were treated for iron overdose and
two children died.

Like those three product groups, eggs present a risk to consumers. Each year, SE in eggs
causes between 200,000 to one million illnesses and at least several hundred deaths. FDA is
clearly justified in exercising its legal authority to require a consumer advisory label for SE.

b. Without a Caution Label, Shell Eggs Are “Misbranded” under
the Food, Drug and Cosmetic Act.

Aerosol food cans and iron-containing products can cause illness, injury or death when
they are misused, i.e., when the can is punctured, or when an overdose of iron-containing
products occurs. The label for each of those products advises consumers that the products can be
dangerous when they are misused. Shell eggs, however, can be dangerous when consumers use
them in dishes and with preparation methods that have long been part of American cuisine.

Based on custom and tradition, many consumers assume that eating homemade mayonnaise,

*  Cosmetic, Toiletry and Fragrance Association, Inc. v. Schmidt, 409 F.Supp. 57, 64 (D.D.C. 1976).

**" Department of Health and Human Services, “Iron-Containing Supplements and Drugs: Label Warning

Statements and Unit-Dose Packaging Requirements; Final Rule, 21 C.F.R. Parts 101, 111, and 310,” Federal
Register, Vol. 62, No. 10 (1997), p. 2218.
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eggnog, or eggs fried “sunny-side up” or “over-easy” is safe. Consumers consider eggs to be
properly cooked even when the yolks are still runny.*'

Recurrent SE outbreaks from raw or undercooked eggs have demonstrated that such
foods are not always safe. Thus, egg cartons currently fail to reveal a material fact: that
consuming the eggs in a raw or undercooked state may result in serious illness or death. Under
section 201(n) of the FFDCA, the absence of this information is misleading and should cause the
product to be declared misbranded.

When determining whether the current labeling on shell eggs is misleading, FDA has a
duty to consider both informed and uninformed consumers, bearing in mind that the purpose of
the FFDCA is to “protect unwary customers in vital matters of health.”** FDA should not rely on
sporadic media reports of foodborne illness outbreaks or poorly distributed and easily lost
brochures to protect consumers from known risks in the food supply. Even if some consumers
have heard of egg-related outbreaks, outbreak information is not the same as a clear instruction to
consumers on how to protect their families. A clear, concise statement about the risks of SE on

egg cartons -- exactly where and when consumers need the information -- should be required.*

*! Cf. Texas Food Industry Association v. Espy, 870 F.Supp. 143, 149 (W.D.Tex. 1994) (the court
observed that consumers often consider hamburger, which can contain the deadly form of £. coli, to be properly
cooked even when it is still rare or medium rare).

2 U.S. v. Article (Sudden Change), 409 F.2d 734, 741 (2d. Cir. 1969); U.S. v. An Article of Food
(Manischewitz . . . Diet Thins), 377 F.Supp. 746, 749 (E.D.N.Y. 1974). FDA must consider even “the ignorant, the
unthinking and the credulous” consumers. 409 F.2d at 740.

** The case of Nancy Donley, a mother in Chicago who lost her son Alex to E. coli O157:H7 in 1993,
illustrates the importance of warning all consumers. Ms. Donley had heard about the earlier outbreak associated
with Jack in the Box hamburgers. She assumed that the government had addressed the problem when, six months
later, she gave her child a hamburger that turned out to be contaminated.
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2. FDA Has the Authority to Require SE Control HACCP Programs That
Include Testing of Flocks and the Diversion of Eggs from Positive
Flocks to Pasteurization Plants.

The Public Health Service Act (PHSA) gives FDA broad authority to issue regulations to
prevent the spread of communicable diseases in the U.S.* SE is a “communicable disease”
under the statute. A communicable disease includes one that can be transmitted from an infected
animal to a person through an indirect vector, or carrier.* SE is transmitted from infected hens
to humans through eggs and thus falls under FDA’s jurisdiction under the PHSA.

FDA has wide latitude under the PHSA to regulate the food industry when its products
pose a public health risk. FDA can exercise its regulatory authority to require that producers of a
food product take steps to ensure that the product is free of microbiological contaminants before
selling it for human consumption in interstate commerce. In 1987, FDA issued a rule requiring
pasteurization of milk and milk products before they are sold in interstate commerce.** The
regulation provides specific time and temperature specifications for pasteurizing the products.

FDA took this step because of epidemiological and other data linking raw milk and other
raw dairy products with illnesses from Salmonella dublin.*" In the state of California, half of all

Salmonella dublin cases were linked to raw milk. There is a similarly convincing link between

42 US.C. § 264.

* 21 C.F.R. § 1240.3(b).

21 C.F.R. § 1240.61.

7 Department of Health and Human Services, Food and Drug Administration, “Requirements Affecting
Raw Milk for Human Consumption in Interstate Commerce; Final Rule, 21 CFR Part 1240,” Federal Register, Vol.

52, No. 153, Aug. 10, 1987, p. 29511-12 [hereinafter cited as Requirements Affecting Raw Milk].
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consumption of raw or undercooked eggs and illnesses and deaths from SE.** Eighty percent of
SE outbreaks are linked to eggs. In fact, the case for regulating eggs is even stronger than for
raw milk, since many more consumers are exposed to eggs than were exposed to raw milk at the
time the pasteurization regulation was issued.* Raw milk was a specialty product, whereas 3.75
billion cartons of eggs are consumed each year in this country.*

FDA chose to require pasteurization of milk because it was “a practical measure.™"
Although FDA could require pasteurization of all eggs, such a measure would not be practical,
nor would it reflect consumer preferences. Placing an advisory label on egg cartons, along with
mandating on-farm SE control programs, is a practical solution that would also protect
consumers.

Just as with raw milk, FDA may prescribe control measures to reduce the prevalence of
SE in eggs. Just as the milk pasteurization regulation does, FDA’s HACCP regulation for egg
producers can specify the steps to be taken to ensure the reduction of SE, including sampling and
testing frequencies for manure and eggs. FDA has the authority to require in its regulation the

elements of the Pennsylvania program described above.

** Michael St. Louis, et al., “The Emergence of Grade A Eggs as a Major Source of Salmonella enteritidis
Infections.” Journal of the American Medical Association, Vol. 259, No. 14 (1988). p. 2103-2107; Centers for
Disease Control and Prevention, “Outbreaks of Sa/monella Serotype Enteritidis Infection Associated with
Consumption of Raw Shell Eggs - United States, 1994-1995,” Journal of the American Medical Association, Vol.
276. No. 13, October 2, 1996, p.1017-1018.

** The preamble to the rule stated, “It is true that the population exposed to certified raw milk in interstate
commerce is relatively small compared to the population exposed to other sources of S. dublin and that one would,
therefore, not expect a significant change in the rate of Su/monella infection in the overall population...”
Requirements Affecting Raw Milk, p. 29512. The preamble concluded, however, that the raw milk ban was justified
because of the sizeable risk of illness to those consumers who did drink raw milk. Id.

" Rose Acre Farms, Inc., Citizen Petition to FDA, FSIS, APHIS, and AMS, November 4, 1996, p. 8.

' Requirements Affecting Raw Milk, p. 29512,
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FDA’s broad rulemaking authority under the PHSA has been upheld by the court system.
In the face of evidence that as many as 280,000 cases of salmonellosis each year were related to
small turtles, FDA issued a regulation banning the sale of all such turtles in both intra- and
interstate commerce.”> A federal court upheld the regulation, citing the health hazard posed by
turtles as justification for FDA’s action.”® The health hazard posed by SE in eggs is at best
comparable, causing an estimated 200,000 to one million illnesses and a significant number of
deaths each year.

FDA'’s intra-state ban on the sale of turtles was upheld as well as the interstate one. The
court noted that it would be “difficult or impossible” for FDA to stop the interstate transmission
of the disease without an intra-state ban.”* Thus, the intra-state ban was authorized by law and

was “clearly reasonable.”

In the same way, it would be difficult for FDA to stop the interstate
transmission of SE “under modern conditions of transportation and commerce” without an intra-
state ban.”® FDA should not be required to expend scarce resources to ensure that eggs from SE-
infected laying houses stay out of interstate commerce. FDA’s SE control regulation should

therefore extend to all commercial egg-producing flocks, whether their eggs are sold intra- or

interstate.

2 37 Fed. Reg. 7005, Vol. 37, No. 60, April 7, 1972; 21 CFR § 1240.62

® Louisiana v. Mathews, 427 F.Supp. 174, 176 (E.D.La. 1977).

54 Id.
58 E
* See id.
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IV. ENVIRONMENTAL IMPACT

The action requested in this petition has no negative environmental impact. Any
environmental impact would be positive, because the prevalence of SE in the natural
environment near the laying houses with SE control programs would likely be reduced.

V. ECONOMIC IMPACT

A. The Benefits of Consumer Labels on Egg Cartons Justify Their Costs.

A caution label on egg cartons would help to reduce the number of illnesses and deaths
caused each year by SE. In addition to the tragedy of unnecessary deaths and the personal
discomfort and inconvenience of illness, SE takes a heavy economic toll. As noted above, the
annual estimated cost 10 the economy of human illness from eggs infected with SE is $118
million to $767 million, which includes lost productivity, medical and hospitalization costs, and
death.

The costs of printing the labels on egg cartons are minimal in light of their potential to
save even one life. For example, cost estimates by USDA for the meat and poultry safe handling
label are $.01 to $.025 per label.”” However, because the label could be incorporated into the lid
of the egg carton, labels on egg cartons would cost nothing after one-time design changes were
made. Even if the labels cost one tenth of a cent each, the cost of labeling the up to 3.75 billion
cartons of fresh shell eggs sold every year in the U.S. would be fully covered if the labels

prevented just over three percent of the annual costs of human illness and death from SE.

7 U.S. Department of Agriculture, Food Safety and Inspection Service, “Mandatory Safe Handling

Statements on Labeling of Raw Meat and Poultry Products; Final Rule, 9 C.F.R. Parts 317 and 381,” Federal
Register, Vol. 59, No. 59 (1994), p. 14528.

*8 3,75 billion labels at $.001 each would cost $3.75 million. Three percent of $118 million, the low figure
in the range of estimated costs from SE, is $3.54 billion.
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The costs of labeling are also justified by studies that show that labels effectively reach
consumers. One survey on the meat and poultry safe-handling labels found that 66% of the
respondents have noticed the safe-handling instructions. The survey also found that 70% of
parents with children under the age of 12 have noticed the safe-handling instructions.” Another
survey found that six out of 10 shoppers surveyed were aware of the safe-handling labels and that

1.9 These studies show

43% of these shoppers had changed their handling practices as a resul
that, while labels are not universally effective, their penetration is adequate to justify their
minimal costs to industry and, ultimately, consumers.

B. The Benefit of SE Control Programs OQutweighs Their Cost.

A mandatory testing requirement for all commercial egg-laying flocks in the U.S. has an
estimated cost of $6 million to $10 million per year.®' The estimated cost of food poisonings
from SE ranges from $118 million to $767 million each year in lost productivity, medical and
hospitalization costs, and death. Even if the on-farm control program reduced the number of
illnesses and deaths of SE by only ten percent, the economic impact of the SE control regulations
would be a net savings for the national economy. The success rate of the Pennsylvania control
program suggests that a nationwide control program would reduce the number of deaths and

illnesses by far more than ten percent. As described above, the Pennsylvania program reduced

the percentage of SE-infected laying houses in the program from 38 percent to 13 percent in less

* American Meat Institute, “Americans Underestimate Their Role in Preventing Foodborne Iliness, New
National Survey Says,” (Washington, DC: American Meat Institute, August 30, 1996).

% Food Marketing Institute, Trends in the United States: Consumer Attitudes and the Supermarket 1996,
(Washington, D.C., Food Marketing Institute, 1996), p. 30.

' Salmonella Control Efforts, p. 19.
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than three years. A decrease in human illness from SE in the Pennsylvania egg market area was
partially attributed to the program.

The federal government has been willing to spend large amounts of money to fight
poultry diseases that do not affect human health. Federal regulation requires that the government
reimburse poultry producers for hens and materials that must be destroyed because of
contamination with certain diseases that jeopardize animal health.®

USDA spent $60 million to fight a 1983-84 outbreak of Avian Influenza, which does not
harm humans. That amount of money could pay for nationwide SE testing of laying houses for
up to ten years. SE, which sickens and sometimes kills humans, should be at least as high a

priority for the U.S. government as an animal disease.

2.9 CFR § 53.2(b). In contrast, Canada’s federal government requires destruction of laying flocks that are
linked to human illnesses from SE, and provides full compensation to the producers. Telephone conversation on
April 23, 1997 with Rebecca Irwin, D.V.M., M.S.C., Health Canada.
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VL. CERTIFICATION
The uﬁdemigtned party certifies that, to the best knowledge and belief of the undersigned,
this petition includes all information and views on which the petition relies, and that it includes

representative data and information known to the petitioner which are unfavorable to the petition.

Respectfully submitted,

Staff Attorney, Food Safety Program

The following organizations endorse this petition:

~ American Public Health Association .= =~ Consumer Federation of America .. . ..
S.T.O.P. -- Safe Tables Gur Priority Public Voice fot Food and Health Policy
National Consumers League Government Accountability Project

Carol Tucker Foreman, former Under Secretary of Agriculture, also endorses this petition.
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: ngﬁ Health group urges food poisoning warnings
rper— on egg cartons
around the

By JORN D. McCLAIN
News The Associated Press
Categories 0514497 8:04 PM Enstern
ﬁ;}w WASHINGTON (AP) — Egg cartons should carry labels warning consumers that cating
"—M[ temational raw or underotoked eggs can poison them, a health advocacy group urges.
ﬂmﬁ ‘ "Eggs have become the pumber one contributor 0 food poisoning cutbreaks, with

¥ Region hundreds of thousands of Americans getting sick or dying every year,® Catoline Smith
ML‘—— DeWaal, food safety director for the Center for Sciance in the Public interest, said
Wednesday.

-g:c?lom DeWaal told 2 aews confierenca the center is formally petitioning the Food and Drug
NJO Hor Admiristration tc require the warning: "Caution: Eggsmuyoouhmnﬂmmum
HE—*K bacteria. Do not eat raw, Cook eggs until the yolk is fim.”
%lmlﬁh If followed, the warning would relegate to the past the practioe of children Ucking the
Busin bowl of cake or cookie dough prepared with raw eggs, or their parents eating
—--'5§E Guid mmy-side_-up epes with mnny yolks.
M) DeWaal said 45 billion eggs are produced annually in the United States ad ooly a small
Ussr Guide fraction are contaminated But, she added, consumers don't know which ones will make
WhatsNew ~ em ek

The center's message la sixnilar to the message the egp industry’s Bgg Nutrition Center has
stressed in consumer education materials foc « docen years. That it, said execntive dinoctor
Donald McNamars: **Keep oggs refrigerated and cook them thoroughly before eating.' It's
the standard things recommended far any perishable item.”

McNamara sald, however. that the industry opposes the labol wording the Center for
Science in the Public Interest is proposing. It gives the wrong trapression that all 12 eggs
in any carton are contamfsnated, when only a minute fraction of eggs posc a danger, wostly
from undexcooking and temperature abuse, he gaid.

. Public Interest officials praised the Clinton administration's $43.2 million program
announced this week to protect the nation's food supplies, incleding meavures designed o
ensure that fresh e3gs are safe. A

Both the administration and the center's opg-safty programs recommend additional
mmumh. testing, earty warning systems, government coordination aad consumer
tion,

But until those meagures are put in place, food polsonivg will remain a threat to
thousands,

5/14/97 5:22 PM
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The government says 128,000 to 640,000 cazey of food poisoning are causcd annually by a
strain of salinoaclla called entenitidis associated with eggx.

Salmonella causes diarrhea and systemic infsctions fn victims and can be fatal, especially
among the very young and elderly.

The Center for Science in the Public Tnterest said that until the 1980s, eggs generally were
safe, Then salmonella enteritidis entered the production chain, and contaminated eggs
now are found coast to coast.

Although the Agricultate Department checks eggs for quality, the FDA is responsible for
vontrolling harmful bacteria in them. The ceoter $aid the cash-strapped agency is able to
inspect egg plants only aa avermge of once every 10 years.
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28TH DisTRiCT, CALIFORNLA

FEDERAL GOVERNMENT MUST DO MORE FOR FOOD SAFETY

HEPATITIS A OUTBREAK HIGHLIGHTS URGENT NEED FOR GREATER EFFORT,
RESOURCES, AND ADMINISTRATION'S NEW FOOD SAFETY INITIATIVE,
SAYS CONGRESSMAN WAXMAN.
FOR IMMEDIATE RELEASE For more Informarion,
April 7, 1997 coptact Paul Kim
(202) 225-3976

WASHINGTON, D.C.— The outbreak of hepatitis A from imported strawberries highlights
the urgent need 1o strengthen our country’s oversight of food safety, said Congressman Hepry A.
Waxman, who wrote today to Department of Health and Human Services Secretary Donna Shalala,
wrging her to include hepatitis A in the food pathogens targeted by the Clinton Administration’s
new National Food Safety Initiative.

Over 9,000 students, teachers and others in the Los Angeles school district consumed the
strawberries implicated in a Michigan hepatitis A outbreak which has sickened over 150 children
and adults.

“We have the world’s safest food supply, but more can be done. Outbreaks like this
highlight the dangers of Jowering our vigil,” said Waxman. “Congress has an opportumty this year
to improve our food safety protections. This outbreak should send a clear signal to my colleagues.”

The Congress is in the midst of deciding on the federal government’s annual appropriations,
including the National Food Safety Initiative and food safety budgets for the Food and Drug
Administration (FDA), U.S. Department of Agriculture and the Centers for Disease Control and
Prevention (CDC).

The National Food Safety Initiative is directed at preventing foodborne illnesses and
responding more quickly to outbreaks. The $43 million initiative would establish an early-waming
system and enhanced surveillance, inspections and education.

Imports regulated by the FDA have tripled from 500,000 shipments in 1971 to onc and a
half million in 1993. The government is investiganing whether the shipment of contaminated
strawberries was grown in Mexico and illegally supplied to a govermment-sponsored school lunch
program.

“Illegal, contaminated swawberries are just the tip of the iccberg. Food imports have soared
and the FDA’s food safety budget has flatlined. More resources must be dedicated to stopping
unsafe imports from reaching American consumers,” said Waxman.
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Apnl 7, 1997

The Honorable Donna E. Shalala
Secretary .

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Secretary Shalala,

I am writing to express my concern over the recent outbreak of hepatitis A attributed o
the distribution of contaminated, imported frozen strawberries.

As you know, over 150 children and adults have fallen ill in Michigan and schoolchildren
in another five states, including California, may have been exposed to the virus from the same
shipments of cantaminated fruit. In Los Angeles County alone, thousands of families have been
affected by fear and uncertainty during this public bealth emergency.

While hepatitis A is zeatable through injections of gamma globulin, the disease is now
entirely preventable by vaccine. Recently, the Food and Drug Administration (FDA) approved
two vaccines which afford long-term protection against hepatitis A and which are available to
States through the Administration’s Vaceines for Children (VFC) program.

As a strong advocate for the President’s new National Food Safety Initiative, I urge you
10 include hepatitis A as a covered pathogen targeted by the inidative. The $42 million in
funding for a new carly-warning system and enharnced surveillance, inspections and education,
may also be approprizted focused on the risks from hepatitis A, the leading virel source of
foodborne iliness in this country. *

In addition to asking the Food and Dyug Adminisgadon (FDA), the Centers for Discase
Conwol and Prevention (CDC) and the U.S. Department of Agriculture 1o investigate immediate
measures to prevent future outbreaks of bepatitis A, [ urge you to review whether heparitis A
vaccines are being adequately utilized among food handlers and in other areas of highest risk.

Sincerely,

(A

TEATDV A WAYNFAN
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ForemaN & HEemepPrIEM, INC.

Carol Tucker Foreman

Suite 1030 « 1100 New York Avenue, N.W. * Washington, D.C. 20005
(202) 822-8060 » FAX (202) 822-9088
G




SAFE FOOD COALITION

1100 New York Avenue, NW, Suite 1030 Washington, DC 20005 (202) 822-8060

March 11, 1997

The Honorable Joe Skeen

Chairman

House Subcommittee on Agriculture, Rural Development,
FDA, and Related Agencies

2362 Rayburn House Office Building

Washington, D.C. 20515-6018

Dear Mr. Chairman:

The undersigned organizations write to oppose the Administration’s FY 1998
budget proposal to assess $390 million in user fees for meat, poultry, and egg
inspection. We oppose these fees for the following reasons:

1. MEAT, POULTRY AND EGG INSPECTION ARE BASIC AND ESSENTIAL
PUBLIC HEALTH FUNCTIONS, AND, AS SUCH, SHOULD BE SUPPORTED BY THE
AMERICAN PEOPLE:.

Food borne illness is a serious public health threat. The Council on Agricultural
Science and Technology (CAST) estimates that there are between 6 and 33 million
cases of food borne illness in the United States each year and about 9,000 deaths.
Conservative estimates are that meat and poultry products are responsible for about 5
million cases of bacterial food borne illness and 4,000 deaths annually. The cost to the
nation in medical care and lost wages runs between $5.6 billion and $9.4 billion
annually. Without an effective inspection program, devoted to protecting public health,
the cost to the public would likely increase substantially. In comparison to such an
increase, the $600 million in taxpayer funds devoted to meat and poultry inspection is
not great.

Congress has recognized the special hazards presented by meat and poultry
products by requiring the continuous, in-plant presence of federal inspectors sworn to
protect public health. '

2. CONTRARY TO THE ASSERTION IN THE ADMINISTRATION'S FY 1998
BUDGET DOCUMENT THAT MEAT AND POULTRY PLANTS BENEFIT FROM THE
INSPECTION PROGRAM AND SHOULD, THEREFORE, PAY MOST OF THE COST,
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IN-PLANT INSPECTION SPECIFICALLY IS NOT DESIGNED TO PROVIDE A
SERVICE TO MEAT AND POULTRY PRODUCERS OR TO PROMOTE THE SALE OF
MEAT AND POULTRY PRODUCTS.

Congress, in the 1996 Farm Act, responded to concerns that USDA's charge to
protect public health often took second place to its mandate to promote the sale of meat
and poultry products. In order to emphasize the separation between the Department’s
marketing and public health functions, the 1996 Act removed meat, poultry and egg
inspection from the jurisdiction of the Assistant Secretary in charge of marketing and
created a new Under Secretary for Food Safety. The language of the 1996 law makes
clear the public health functions of the Under Secretary for Food Safety who is charged -
solely with administering regulatory programs designed to protect public health and
safety -- the meat, poultry and egg products inspection programs. Inspection functions
that govern relations between producers and processors, such as the Federal Grain
Inspection Service, the Perishable Agricultural Commodities Act programs, and the
Packers and Stockyards Act remain with the Assistant Secretary for Marketing.

Any benefit that processors receive from increased public confidence is _
inferential compared to the public health benefits that accrue directly to the public.

3. THE IMPOSITION OF USER FEES WOULD SERIOUSLY THREATEN THE
SUCCESSFUL IMPLEMENTATION OF THE NEW MEAT AND POULTRY
INSPECTION SYSTEM.

On January 27, 1997, USDA and industry began implementing the program,
based on Hazard Analysis and Critical Control Point (HACCP) and performance
standards. It is an entirely new paradigm for a ninety-year old system and implementing
it successfully will challenge both industry and government. There is always a risk of
serious unanticipated problems in a new system. The new program, poorly
implemented, could actually increase the threat of food borne illness and call into
question the move to HACCP in seafood 