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DAN RATHER, anchor: 

Three major stories tonight affecting your life on the road, your 
access to the information superhighway and what's on your dinner 
table. First, about the risk in the food chain. The US govemment 
today issued new rules designed to crack down on dangerous juice 
products that can make you sick or even kill. CBS' Eric Engberg has 
our report on that. 

ERIC ENGBERG reporting: 

Only 2 percent of fruit and vegetable juices have not gone through 
pasteurization, the heating process that kills germs. But the Food 
and Drug Administration has worried about that 2 percent ever since a 
1996 E. coli outbreak traced to apple juice killed an infant and made 
66 others ill. The agency is proposing new rules that would require 
fresh juice processors to made sure the product is safe from E. coli 
and salmonella. To get bacteria counts down to the same level as 
pasteurized products, non-pasteurizing producers will have to adopt 
techniques such as washing or scrubbing the fruits and vegetables or 
using anti-microbial solutions. Consumer groups said the regulations 
are overdue and needed. 

Ms. CAROLINE SMITH DEWAAL (Consumer Advocate): The bacteria have 
changed, and they've become more common in these products, and so the 
juice producers have to change, too. 

ENGBERG: If the new regulations are approved, makers of 
non-pasteurized juices will have to put a warning label on the 
container which states, 'This product has not been pasteurized and, 
therefore, may contain harmfijl bacteria which can cause serious 
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illness.' Large manufacturers will have one year to post the 
warnings, small firms two years and very small firms three years. 

The new rules would apply only to bottled or packaged juices. 
Places where the juice is consumed on the premises, everything from 
bars to restaurants to kids' lemonade stands, are not covered by the 
new regulations. Eric Engberg, CBS News, Washington. 
Program Time: 6:30-7:00 PM 
Nielson Rating 10452720 
Reference: 980421 
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FDA to Propose Juice Safety Regulations 
AmlstoPKoentCbntammatwrnSom Pl^^ Would Get Warning Labds 
Bjrjonn F. HABXIS 
Wathingun Pan Staff fTiUer 

The Qinton administration this week 
will announce new regulations designed to 
improre the safety of juices, in particular 
freslhsqueezed varieties such as the bac­
teria-tainted apple Juice that caused one 
death and widespread Illness in western 
states in 1996. 

While many consumers buy expensive 
fresh-squeezed juices on the belief that 
they are more healthful, food safety ex­
perts say the opposite often Is true If these 
juices have not been pasteurized or under­
gone other proceduies to kill disease-caus-
.ing organisms. 

The Food and Drug Administration this 
weijk win seek public comment on pro-

• posed new rules that would require nearly-
all juice-makers to implement these proce­
dures, administration officials said. In the 
interim, the agency intends to require 
warning labels on unpasteurized juices to 
alert consumers that the products can 
contain hazardous bacteria and pose a 
special danger to children, the elderly or 
people with suppressed immune systems. 

Contaminated juices are not a wide­
spread public health problem. The vast 
majority of juicca some 98 percent—on 
the maricet are already pasteurized, re­
gardless oT whether they are fresh or inade 
from' conceiitrate, according to govern­
ment and indnstrjr officials. 

Even so, in recent years considerable 
attention has focused on the 2 percent that 
is not treated. In peiliaps the most notori­

ous episode, ia 16-month-oId Colorado giri 
died and some 70 other people in Wash­
ington and other states became severely ill 
in 1996 by drinking OdwaDa brand apple 
juice. 

The juice bad become infected with an 
especially toxic strafaiofB. coH bacteria, 
causing kidney faihire and heart damage 
in the girl, Anna Gimmestad of Evans. 
Colo. 

Under the proposed FDA rules, recently 
endorsed by senior White House officials, 
all juice producen would be required to 
set up procedures to prove to Inspectors 
that they are monitoring health concern* 
and haycL sharply reduced the level of 
microbes that typically are found in un-
treatedjttips. 

Administntlon officials said those juice 
bottlere who already pasteurize their 
products would most likely have little 
trouble meeting the new standards, al­
though they must also demonstrate that 
they are monitoring for pesticide residue 
and glass shards in their products. 

The new regulations also would allow 
for exceptions. Stores that sell juice for 
drinking-on the premises, such as juice 
bars, would not be affected. Grocery 
stores and other retafl outleta that press 
their own juice for sale oh the premises 
but not for broader distribution would not 
have to pasteurize, but their products 
would have to carry the warning labels. 

President CUtiton has put ain emphasis 
on food safety issues over the past tWb 
years, beginning in the 1996 campaign 
when he and his political advisera were 

searching for issues that resonated with 
average votera and were looking for ways 
to counter conservative claims that the 
federal govemment should be scaled back 
sharply. 

The new jdce safety procedufes mirror 
those already put in place by the FDA for 
seafood, which is also under that agency's 
jurisdiction. , ' ' -

The Agriculture Department, which 
reguhtes beef and potiltry, last year an-. 
nounced new rules designed to reduce 
contaminated meat. 

The new regulations, after being pub­
lished in the Federal Register, may be 
revised after a public comment period, but 
adndnistntion officials said they expect i 
them to be in place by the summer. J 

Gene Gnbowski, a spokesman fot..the 
Grocery Manufacturers of America; said 
his organization's members would be 
looking dosely at the details, but he 
predicted little opposition since most 
juice producers ahvady pasteurize their 
products. 

Caroline Smith Dewall, director of food 
safety for the Center for Science in the 
Public Interest, said the new rules are 
"critically needed." 

The assumption until not long ago, she , 
Said, was lhatjuices were addic enough to ! 
prevent bacteria firom growing. Tbe Od-
walla case and others like it in recent yeara 
have shown this is not the case. 

Without the new rules, she said, "well 
reach the point where well have to keep 
children and elderly from drinking cider " 



Safety legislation 
spurs food fight 
IIS. growers worry bill may limit exports 
6y George 
MFMNCSOO 

le Rainie, 
EXMMCn 

The blessings of the global food 
market are many: Tbere^ summer 
squash in the chill of winter and 
winter squash hi the beat of sum­
mer, and no end to peaches, nec­
tarines and apricots. Those toma­
toes in your salad are most likely 
from Mexico. New Zealand apples 
are Just arriving. 

Theret another blessing: Our 
.food is almost always safe. Thatt 
certainly true (or the 34 million 
tons of fruit and vegetables—one-
half tbe nation^ yield — produced 
annually in California, where the 
worlds bi^iest fbod safety stan­
dards are Imposed. 

But now a one-page piece of leg­
islation pending In Congress with 
tfab seemingly laudable purpose of 
helping ensure tbe safety of food 
imports is causing a rumpus. 

Tbe big ûns of the.agricultural 
trade associations nationwide have 
in their tights a bill that would au­
thorize US. Ftood and 0 l̂g^AdmiIi-
istration inspectors to halt hnpoiis 
of fruits, vegetables or other foods 
from foreign countries whose food 
safety standards are not on par 
with those of the United States. 

They protest that the bill spon­
sored by Rep. Anna G. Eshoo, Cali­
fornia Democrat, establishes a 
trade conilict that will lead foreign 
inspectors to reciprocate by pass­
ing judgment on U.S. foods. At 
worst, opponents say, the bill could 
draw retaliatory restrictions on 
portions of the nation^ food ex­
ports. 

As the nation^ leadhig agricul­
tural exporter, California has the 
most at stake. Of a total of S12 bil­
lion in state eiqMrts in 199S, $3.4 
billion was ip findts, vegetables 
and nuts, most (tf It tent to Asia. 

This is a diplomatic night­
mare," said Jasper Hempel. vice 
president of tbe Western Growers 
Association, an agricultural trade 
organization of 3,400 growers, 
packers, shippers and processors 
of Bruits, vegetables and nuts in 
California and Arizona. "It would 
create an unnecessary tension be­
tween the United States and our 
trading partners," he said. 

The VS. Department of Agricul­

ture already has the authority 
abroad to hispect and, if necessary, 
block the import of potentially 
unsafe meat and poultry. Miss 
Eshoo seeks to expand jurisdiction 
over fruits and vegetables. 

"This is a kitchen table issue for 
the American people," said Miss 
Eshoo. " I tldnk one of the great, 
great blessings of this country is 
the public health standard that we 
do have. Now, in a thrinUng world, 
one of the firet measurements of a 
growing country is whatjfind of 
public health standards thl^ have, 
and by this [legislation] we can 
help our neighbors." 

She pohitM to several outbreaks 
of food-borne Uliiess that the said 
give her legislation urgency. 

Notably, the parasite cydospora 
sickened 2.000 Americans who ate 
Guatemalan raspberries in the 
spring of1997. There has also been 
cholera firom Crozen coconut milk 
processed in Thailand, cydospora 
Infection from lettuce arown in 
Peru and an outbreak of hepatitis 
A associfited with ftozen strawber­
ries from'Mexico. 

Critics note that contamhiation 
is more readily traced to the 
kitchen tton to farms. 

"Itls people leaving milk out, 
people leaving mayonnaise out, 
leaving prepared foods out of the 
refrigerator. The answer is with 
consumer education," Mr. Hempel 
said. 

While microorganisms found on 
fruits and vegetables have been as­
sociated with food-l>orne out­
breaks, critics say, these outbreaks 
are most often due to cross-
contandnation, or the transfer of 
microorganistns — fnm an un­
cooked hamburger to a carrot be-
hig chopped on the same cutting 
board, for example. 

Since 1996, the Centers for Dis­
ease Control'and Prevention has 
reported 3,277 fbod-bome disease 
outbreaks. Of these, besh produce 
was Unked to 21 outbreaks, 10 of 
which were die result of cross-
contamination during food prep­
aration. In all, 97 percent of 
traceable fbod-bome disease out­
breaks resulted from hnproper 
food handling and cross-con­
tamination, the CDC said. 
• Distributed by Scripps Howard. 
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FDA to Propose Steps 
To Improve Safety 
Of Fresh Fruit Juices 
By a WALL STRRET JOUR.MAL StafJ Reporter 

WASHI.NIGTO.N - The Food ;ind Diii^ 
Adminislralion will propose new regula 
(ions this week aimed at improving the 
safety of fresh fruit juices, particularlv 
those made by small companies and road­
side orchards. 

About gSOf of fruit juices are pasteur­
ized and aren't harmful to consumers. In 

j 1996, some Odwalla brand apple juice 
! contaminated with the bacteria E. coli 

0157:H7 caused illnesses and one death. 
Under the new rules, manufacturers 

would be required to monitor the produc-
. tion process more closely. In addition, 
juices that aren't pasteurized will have to 
carry a label saying they could be harmful 
to children, the elderly and people with 
•weak immune systems. 

But some groups, such as the National 
Food Processors Association, are calling 
for even stronger action. Allen Matthys, an 

•association vice president, said the FDA 
should mandate that all juices be pasteur­
ized or otherwise treated for safety. 

"Heat treatment of juice destroys E. 
coli 0157:H7 and other pathogenic microor­
ganisms of public-health concern," he 

.said. "Juice or juice ingredients should 
receive heat pasteurization or an equiva­
lent process sufficient to render these 
products free of dangerous microorga­
nisms." 

THE WALL STREET JOURNAL 
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National 
News Briefs 

Warning Label Proposed 
For Unpasteurized Juice 

WASHINGTON, April 21 (AP) -
The Food and Drug XdmlnistraUon 
today proposed re<iuiring Warning la­
bels on Juice that has not been treat­
ed to kill disease<auslng microbes. 
Processors would also be re<iuired to 
take new steps against contamhia­
tion. 

Although 98 percent of Juice sold in 
the United Sutes Is treated to kill 
pathogens, Uie Food and Drug Ad­
ministration estimated that up to 
48,000 people were sickened each 
year by microbes like salmonella In 
untreated orange juice and E. coll in 
apple cider and Juice. 

In 1996, at least 66 people were 
sickened In tiie western United 
States and Canada from drinking 

• untreated OdwaUa brand apple juice 
tainted witij E. coll. A 16-montii-old 
Colorado girl died 

The label, which Uie agency hopes 
to make final by Uie fall apple har­
vest, would state tiiat die prwluct 
"may contain harmful bacteria 
which can cause serious lUness in 
children. Uie elderiy. and persons 
with weakened Immune systems.'' 

lourih Ume Uie Union of Needle-
I trades. Industrial and Textile Em­
ployees had tried and failed to organ-

! lie workers at six of Uie towel and 
bed-lUien manufaaurer's plants Ui 
Cabarrus and Rowan counties. 

In a 72-page report received over 
Uie weekend by Uie union, the hear­
ing officer. Randall MaUoy, upheld 
Uie uhloh's charges Uiat the compa­
ny ehgaged hi surveUlance of em­
ployees who attended union meethigs 
during last year's election, 

If anoUier vote is held, it will take 
place under new management Field-
crest Cannon was bought by Pillow-
tex of Dallas soon after the election. 

If the nilhig is not appealed by 
next Wednesday, Uie full labor board 
could direct a new election to be held 
as soon as June. 

U.S. Won't Intervene 
In Arizona Death Case 

Official Recommends 
Overturning Union Vote 

KANNAPOLIS, N.C.. April 21 (AP) 
— A hearing officer for the National 
Labor Relations Board has recom­
mended overturning the results of an 
election last year \n which employ­
ees of Fleldcrest Cannon narrowly 
voted against jolnhig a union.. 

The election last August was the 

FLORENCE, Arit, April 21 (AP) 
— Honduran officials today demand­
ed Uiat Arizona halt Uie execution of 
a citizen who they say was denied bis 
rights under an tatemational treaty 

But Federal officials dwOlned to 
uitervene, and Uie Honduran citizen. 
Jose Roberto ViUafuerte, was setto 
die by tajection early Wednesday 
Mr. ViUafuerte, 45, was sentenced to 
deaUi hi Uie 1983 kllUng of Amelia 
Schoville, who suffocated after she 
was left bound and gagged bi Mr. 
VlUafuerte's trailer ta Phoenht 

Arizona's Board of Executive 
Clemency today voted 4 to 1 against 
recommendtag commutation of Mr 
VlUafuerte's deaUi sentence. 

The State Department acknowl­
edged Uiat Arizona officials violated 
Uie Vienna Convention treaty by fall­
ing to notify Honduras of Mr. VUla-
fuerte's arrest. The department 
u rged Uie clemency panel to consider 
Uie violation, but stopped short of 
asWng officiate to halt Uie execution. 

Last week, tiie State Department 
asked Vlrgtaia to halt Uie execution 

|of a Paraguayan man for shnUar 
reasons. The man was executed. 

WEDNESDAY,,APRIM2.1WI 



CAPITAL ROUNDUP 
School subsi( y proposal 
defeated in Senate vote 
.ss.nMcT^«rSSi, 
s S e school constmction wiUi Jll bilUon ta federal , 

ntpS^^c^rai^'tS^sTS^^to let tax-h^ «v.n^ 
^"aCn'̂ a^ «ii°ie"̂ ^̂ ^̂ ^̂ ^̂ ^ saving t t Z 
paSS by ̂  House, because It would mosUy beneflt fam-
Hw-TwndlnB UieÛ  chUdren to private school, 
^ e ri5« wSy toflx schools'is to tlx Uiem, not walk away 

Wi^ts 'SK for congress to invest money in 
hioS^^inrioaU transportation projects, but not to ĝve 

of support for our education 

passed by Uie RepubUcafrdomtaated House. 

NEW GREEN CARDS: Seeking to slow down Munter-
Su«s the Immigration and Naturalization Service urw 
Si^nn TuSai a hlBh-tech green card for legal tawnl-

who^ ' r ^ . l ^^S^ 
STmlUion developtag Uie plastic «?}^ ^^ch repla(^^ 
Smlnated paper version. It uses wpWsf J^"? 2^.^ 
SSi^M^hotos and optical memoiy strips wift en-

l^omition Uiat can be read by «anne^^^^ 
claS sav Uiey hope tiie new design, which features mlcn> 
d« I K B ofl i l Uie nation's presidents. wUl make It 
easier to detect fakes. 
PRESIDENT TO ADDRESS GRADS: president CUn-
S S u add^ the Y998 paduattng classes of Uie US^a-
^ Acaden̂ î n MivV Massach^^ Institute ofTech-
^..^ol^ZeS a'S&nv. Portland Ŝ ^̂ ^ 
June 13 the U-hitc House announced Tliesday. y}^y^\ 

dire has commencement s;«eches sch«lû ed at 
SOTth OroUna State University on May 9 and New York 
University on May M. 
JUICE SAFETY; The Rwd and Drag Admliilstraaon 
nmoo«d -niesdw that wanitag labels be placed on coti-
Z ^ f mice toatb not tirsated to WU dlsease<auslng inl-
S The TOAhopes to taiplement Uie l ab^P^by 
n ^ m aoole harveSwhen more umreated Jidoe Is sold. 
^S. FDA itoSSftere are from 16.000 to 48,000 cases of 
T^iSS^f^Tn^^^rMch year ta tiie United States. In 
"J^S^^SSSSroiKeriacontamtaatedone 

least 66 people sick. People also have become Infected wim 
salmonella ta orange juice. 
r AMPAIGN TINANCE: supporters of overhauling Uie 
S S S S n " Sen* g^'^pound Tuesday ta thê  
Sri«?toforceUw measure to Uie House Uoor over Uie ob-

K2?Samontobrought Uie number of slgnawrM to 
ST-I^a^ S T u i e toS needed to forceUiehand of 
S2 l2derehlp Ho^ RepubUcan leaders discussed Uie pe-
SSt'idosed^rmeetingbuta^^^^^ 
slTabout how to prtwicd, according to one official who 
spoke on condition of anonymity. 
Written by Ken Washington wiUi stall and wire reports 

USA TODAY • WEDNESDAY, APRIL 22. 1998 



iJSDA lets meat plants 
fix nonfood violations 
By Curt Anderson 
ASSOCWEO PRESS 

After 13 plant shutdowns since 
January, Uie Agriculture Depart­
ment te giving meat and poultry 
plants new chances to fix viola­
tions themselves as long as the 

; problem doesn't involve tainted 
' food. 

Since hnplementation of a new 
hispection system three months 
ago hi die 312 largest plants, hi-
dustrv officials have frequentiy 
compudned that the Agriculture 
Department took action without 
adequately notifying companies 

. involved. 
In response, USDA:S Fbod Safety 

and Inspection Service put to-

ftether a formal procedure that al-
ows phmts three business days to 

address problems that could sub­
ject them to a cosdy shutdown. 

"We think it addresses their con­
cerns. It's fair. It's a balanced ap­
proach," Thomas BiUy, adminis­
trator of the inspection service, 
said yesterday. 

None of the 13 shutdowns imder 
the new inspection method 
known as the Hazard Analysis and 

Critical Control Point system, or 
HACCP — stemmed from con-
finned contamination by hazard­
ous ndcrobes such as E. coli, Mr. 
Billy said. Most hivolved failure to 
adequately document preventive 
measures such as proper tempera­
ture control or problems with sani­
tation. 

The shutdowns ranged from a 
few hours to three days. Mr. Billy 
said. He added that 92 percent of 
the big plants — which slaughter 
75 percent of the nation^ Uvestock 
—have complied with the new sys­
tem. 

"By and large, it has worked 
very well." he said. 

. The idea beUnd HACCP te to 
identify the points in the manufac­
turing process where contamina­
tion te likely to occur and do some-
tUng to prevent it. The job of a 
federal hispector te changmg mto 
one geared more toward mon­
itoring whether the company is do­
ing that properly. 

When an inspector cites a par­
ticular problem over and over, it te 
eventually considered a system 
failure and can result m a plant 

shutdown through withdrawal of 
all govemment mspectors. But 11 
meat and. poultry organizations 
protested that the nde was vague 
and being enforced unevenly. 

"The proposal provides neither 
notice and an opportunity fbr hear­
ing prior to withdrawal of mspec-
tion, nor fbr any time 4imit on the 
agency^ decision once inspection 
te wimdrawn," said Uie National 
Meat Association ui a letter 

The new USDA plan, Mr. BiUy 
said, "provides an opportunity for 
a plant to make changes or adjust­
ments that would avoid us taking 
more formal action." 

When contaminated product has 
left the plant, however, production 
could stiU be hnmediately halted. 

In addition, the department has 
created a new formal appeate pro­
cess for a company to protest an 
agency decision and te mcreasing 
training for supervisors so they 
can better understand and analyze 
a plants HACCP system. There 
wiU also be more scientific advice 
and technical support for inspec­
tors. 

Many of the changes announced 
yfsterday are ahned at next Jan­
uary, when an additional 3,000 
medium-size processing plants 
must have HACCP systems in 
place and officiate hope to have any 
early bugs worked out. 

"This is sort of a work in prog­
ress," Mr. Billy said. 

WEDNESDAY. APRIL 22. 
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QUESTIONS AND ANSWERS ON PROPOSED JUICE REGULATIONS 
April 20,1997 

Q: What is the Administration announcing with regard to food safety? 

A: The Clinton Administration will announce two proposed regulations by the Food and 
Drug Administration (FDA) to improve the safety of fruit and vegetable juices. 

The first would require that all fruit and vegetable juice processors implement a Hazard 
Analysis and Critical Control Point (HACCP) system for their products to protect the 
public from health hazards. This regulation will ensure that processors take extra steps to 
reduce the numbers of microorganisms that may be in their products to an amount 
roughly equivalent to that achieved by pasteurization. The proposed HACCP regulation 
does not prescribe what these steps must be, allowing the processor the flexibility to 
choose a technique that fits into this process and is effective. Retailers of packaged juice, 
as well as processors who sell less than 40,000 gallons of fresh juice per year, would be 
exempt from this requirement. 

The second proposed rule would require any packaged untreated juice to be labeled with a 
warning statement advising consumers of the potential risks of juice that has not been 
processed to eliminate dangerous bacteria. This requirement will apply to retail and other 
processors who package untreated juice for consumption off-site ~ such as grocery stores 
that squeeze and bottle juice for home use. But retail sellers of juice for consumption 
on-site ~ such as restaurants and juice bars ~ will be exempt from this labeling 
requirement. 

As a result of this requirement, consumers would see labels on juice products that give 
them important information about the product. If the juice has not undergone 
pasteurization or a comparable treatment, a consumer would see a warning statement such 
as: "WARNING: This product has not been pasteurized and, therefore, may contain 
harmful bacteria that can cause serious illness in children, the elderly, and persons with 
weakened immune systems." 

Q: When will these regulations become effective? How will these regulations affect this 
juice season? 

A: It is proposed that the HACCP regulation become effective one year after publication of 
the final rule with a two or three year phase-in period for small and very small businesses. 
FDA is asking for comment on the appropriate length of the phase-in period. Under the 
proposal, these processors would be required to label until they implement HACCP. 
Implementing a HACCP program requires planning, training of personnel, and possibly 
the purchase of new equipment by producers. For these reasons, it is not feasible to make 
the rules effective for the next cider season. 
FDA plans to have the labeling regulation in place by September of this year, in time for 



the 1998 cider season. Because of the short effective date, FDA has proposed allowing 
flexibility in how the warning statement appears. While FDA intends to require that the 
warning statement appear on the label of the product itself, we are proposing a phase-in 
period until January 1, 2000 (January 1, 2001 for small businesses) during which the 
statement can appear on placards, signs, or other point-of-purchase materials so long as 
such labeling is prominent enough to effectively inform consumers. 

Q: How much juice is expected to be pasteurized as a result of the proposed rules? 

A: Currently, about 98 percent of all juice sold in the United States is pasteurized. However, 
it is expected that up to 40 million additional gallons of juice will be pasteurized as the 
result of these proposed rules. As a result, FDA expects that these proposals will reduce 
the number of illnesses significantly. 

Q: Are juices safe? 

A: Juice products, in general, are safe and nutritious foods. Currently, about 98 percent of 
juice sold in the United States is pasteurized. However, the growing record of consumer 
illness in recent years demonstrates that a problem exists with respect to unpasteurized 
products. During the past several years, outbreaks of foodbome illness have been 
associated with the consumption of juice and beverages containing juice that have not 
been pasteurized or otherwise treated to destroy pathogens. 

Unfortunately, we do not know the actual number of juice-related illnesses because these 
types of illness are underreported. Individuals may not experience all of the symptoms or 
have severe enough symptoms to seek medical attention. Additionally, medical personnel 
may simply treat the symptoms without determining the underlying cause. 

Q: Should children drink unpasteurized juice? 

A: FDA advises consumers that, due to the increased risk of illness from pathogens, 
unpasteurized juice not be given to children, the elderly, or anyone who has a 
significantly weakened immune system. 

Q: Would the proposed rules apply to imported juice products? 

A: The rules would apply to all juice products sold in interstate commerce, including all 
imported juice products. 

Q: How will FDA enforce these rules? 

A: As proposed, FDA will have authority to conduct official reviews of all of the records 
associated with maintaining a HACCP system to ensure that producers are in compliance 
with the proposed requirements. If a producer is out of compliance or does not have a 
HACCP program, any product offered for sale by that establishment would be considered 



adulterated and subject to seizure. If a firm fails to meet the labeling requirement, FDA 
can take any of several kinds of enforcement actions, including seizing the food. 

Q: What are the costs of the rules? 

A: The benefits and costs of the rules will be specified in a joint regulatory impact analysis 
to be published in the Federal Register. However, the benefits overall greatly exceed the 
costs of the rules. 

Q: Will there be an additional cost to consumers? 

A: Whether an individual producer chooses to pass on any additional costs is up to that 
producer. But we do not expect many consumers to see significant increases in price in 
fruit juices as a result of this regulation. 

Q: What is HACCP? 

A: HACCP stands for Hazard Analysis and Critical Control Point system. It is a systematic 
approach to the identification, assessment, and prevention of all types of risk ~ 
biological, chemical, and physical ~ that may occur in a food production process or 
practice. When implementing a HACCP system, a food producer develops a plan that 
anticipates and identifies the points in the production process where a failure to control 
the process would likely result in contamination of the food. HACCP is regarded as the 
state-of-the-art means to ensure the safety and integrity of the food supply. 

Q: How do the juice regulations fit into the President's Food Safety Initiative? 

A: When President Clinton announced the Food Safety Initiative, HACCP rules for seafood 
and for meat and poultry were highlighted as an important part of improving the food 
safety system in this country. Expanding HACCP to other appropriate foods, particularly 
juice, was one of the key goals. In fact, the President noted when introducing the Food 
Safety Initiative in his radio address on January 25, 1997, that no parent should have to be 
concerned about the juice they pour for their child at breakfast. 



FDA to Propose Jiiice Safety Regulations 
Aim Is to Prevent Contamination; Some Products Would Get Warning Labels 
B7J0HN F. HAKBIS 
Vi nshinffcn /'osl Staff Writer 

The Clinton administration this week 
will announce new regulations designed to 
iinprove the safety of juices, in particular 
fresh-squeezed varieties such as the bac­
teria-tainted apple juice that caused one 
death and widespread illness in western 
states in 1996. 

While many consumers buy expensive 
fresh-squeezed juices on the belief that 
they are more healthful, food safety ex­
perts say the opposite often is true if these 
juices have not been pasteurized or under­
gone other procedures to kill disease-caus­
ing organisms. 

The Food and Drug Administration this 
week will seek public comment on pro­
posed new rules that would require nearly 
ail juice-makers to implement these proce­
dures, administration officials said. In the 
interim, the agency intends to require 
warning labels on unpasteurized juices to 
alert consumers that the products can 
contain hazardous bacteria and pose a 
special danger to children, the elderly or 
people with suppressed immune systems. 

Contaminated juices are not a wide­
spread public health problem. The vast 
majority of juices—some 98 percent—on 
the market are already pasteurized, re­
gardless of whether they are fresh or made 
from concetitrate, according to govern­
ment and industry officials. 

Even so, in recent years considerable 
attention has focused on the 2 percent that 
is not treated. In perhaps the most notori­

ous episode, a 16-month-old Colorado girl 
died and some 70 other people in Wash­
ington and other states became severely ill 
in 1996 by drinking Odwalla brand apple 
juice. 

The juice had become infected with an 
especially toxic strain of E. coli bacteria, 
causing kidney failure and heart damage 
in the girl, Anna Gimmestad of Evans, 
Colo. 

Under the proposed FDA rules, recently 
endorsed by senior White House officials, 
all juice producers would be required to 
set up procedures to prove to inspectors 
that they are monitoring health concerns 
and have sharply reduced the level of 
microbes that typically are found in un­
treated juice. 

Administration officials said those juice 
bottlers who already pasteurize their 
products would most likely have little 
trouble meeting the new standards, al­
though they must also demonstrate that 
they are monitoring for pesticide residue 
and glass shards in their products. 

The new regulations also would allow 
for exceptions. Stores that sell juice for 
drinking on the premises, such as juice 
bars, would not be affected. Grocery 
stores and other retail outlets that press 
their own juice for sale on the premises 
but not for broader distribution would not 
have to pasteurize, but their products 
would have to carry the warning labels. 

President Clinton has put a;n emphasis 
on food safety issues over the past two 
years, beginning in the 1996 campaign 
when he and his political advisers were 

searching for issues that resonated with 
average voters and were looking for ways 
to counter conservative claims that the 
federal government should be scaled back 
sharply. 

The new juice safety procedures mirror 
those already put in place by the FDA for 
seafood, which is also under that agency's 
jurisdiction. 

The Agriculture Department, which 
regulates beef and poultry, last year an­
nounced new rules designed to reduce 
contaminated meat. 

The new regulations, after being pub­
lished in the Federal Register, may be 
revised after a public comment period, but 
administration officials said they expect ; 
them to be in place by the summer. 

Gene Grabowski, a spokesman fpi;, the 
Grocery Manufacturers of America; said 
his organization's members would be 
looking closely at the details, but he 
predicted little opposition since most 
juice producers already pasteurize their 
products. 

Caroline Smith Dewall, director of food 
safety for the Center for Science in the 
Public Interest, said the new rules are 
"critically needed." 

The assumption until not long ago, she 
said, was that juices were acidic enough to i 
prevent bacteria from growing. The Od­
walla case and others like it in recent years 
have shown this is not the case. 

Without the new rides, she said, "we'll 
reach the point where we'll have to keep 
children and elderly from drinking cider." , 
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When lawmakers return to Wash-
mgton this week, they will discover 
that opposition to comprehensive 
anti-smoking legislation has been 
steadily building—in some of the 
most unusual comers. 

Constituencies as diverse as 
button-down Chamber of Commerce 
types and fast food junldes are pre­
paring an aggressive campaign to 
revise or kifl a national tobacco policy 
crafted by Sen. John McCain (R-
Ariz.). In most cases, objections have 
little to do with the dangers of 
smoking. But die alliances signal a 
new, and potentially deadly, phase 
for this year's biggest legislative ini­
tiative. 

'The tobacco industry has orches­
trated this thing very well," said Bill 
Novelli, a veteran of the anti-smoking 
movement. 'T êtailers pop up one 
day, alcohol the next This is a real 
grass-roots tussle that will not he lost 
on members of Congress in an elec­
tion year." 

The National Restaurant Associa-
tiori, part of the network forming 
against the tobacco legislation, repre­
sents 170,000 eateries. The best 
thing about representing restaurants 
is they're in every district," said the 
association's Lee Culpepper, empha­
sizing his members' dose contact 
with lawmakers. 

Though not formally organized, 
the loose coalition includes some of 
Big Tobacco's most reliable partners 
(bar owners, tobacco growers and 
convenience store operators) as well 
as those who seerain^y have little in 
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TODAY IN CONGRESS 

SENATE 
Meets at 11 a.m. 
Comrriittees: none. 

HOUSE 
Not in session. 
Committees: none. 

-lEfil-SlATEInc. 

common with the cigarette business 
(insurance companies, drug stores, 
anti-tax ad\'ocates and the /\merican 
Civil Liberties Union). 

Some object on philosophical 
groiuids, others fear for tlieir ovm 
livelihood and many simply wony 
Congress is heading down a slippery 
slope: today, cigarettes; tomorrow, 
who knows? After all, one Yale 
University psychologist waging his 
ovm crusade against fatty foods as­
serted: To me, there is no difference 
behveen Ronald McDonald and Joe 
CameL" 

If McCain and the White House 
cannot revive momentum for the 
$516 billion plan to discourage smok­
ing, it could die of a thousand tiny 
cuts. 

"If it was solely the American Civil 
Liberties Union or the pension funds' 
over tobacco stocks, it wouldn't be 
such a problem for the legislation," 
said Ross Baker, a congressional 
scholar at Rutgers University. "But 
the more diverse the opposition be­
comes, and particularly the more 
unconventional the alliances, it usual­
ly spells trouble." 

After a brief period of detente, 
cigarette executiX-es resumed hostili­
ties earlier this month. RJR Nabisco 
chief executive Steven Goldstone de­
clared that he and other major ciga­
rette company leaders were abandon­
ing talks with Congress because the 
price tag on the proposed legislation 
would bankrupt the industry. They 
vowed to use their vast resources to 
battle on Capitol Hill and in court­
rooms across America. As lobbyist J. 
Philip Carlton put i t "We're fighting 
for our life." 

Industry spokesman Scott Wil­
liams said their batUe plan to defeat 
t!ie legislation is seaet, but he ac­
knowledged cigarette maiccr.'j are 
busily wooing industries with a finan­
cial stake in the legislation. As one 
executive familiar with industry 
thinking put i t "We've got to go back 
and see if our traditional allies are 
ready to jump on." 

Ah^dy, tobacco's representatives 
have contacted the American Whole­
sale Marketers Association, friendly 
Wall Street analysts and several farm 
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groups. A national advertising cam­
paign has begun, and there is talk of a 
series of tovm haU-stj'ie meetings 
hosted by cigarette exeoitives to try 
to convince tlie public that Congress 
is more interested in raising Lxx̂ s 
and paying for new spending pro­
grams than in curbing youdi smok­
ing 

Combine anti-taxers, tobacco 
growers and many of America's 50 
million smokers and you have "a 
potent combination," said a worried 
Novelli, the anti-smoking advocate. 

Cigarette companies—and other 
industries affected by the tobacco 
legislation—contribute huge su-ms to 
elected officials. Common Cause 
ported Friday that alcohol and restau­
rant interests gave more than $26 
million to the Democratic and Repub­
lican parties fi-om 1987 to 1997. 
Philip Morris gave $100,000 to the 
National Republican Congressional 
Committee, the largest contribution 
the committee took in during the first 
three months of 1998, according to 
the Federal Election Commission. 

Because tobacco is politically ra­
dioactive, few of the groups wish to 

be tied to cigarette makers. "We 
don't want to be viewed in the same 
light they're viewed," said Marc Katz, 
a lobbyist for the National Associa­
tion of Convenience Stores. 

Yet their interests often merge. A 
group of convenience store operators 
met with McCain in Phoenbc Friday 
to urge him to modify parts of the bill 
that permit the Food and Drug 
Administration to decide what types 
of stores can sell tobacco products. A 
victory on that front woiild be great 
news for cigarette makers beause 
convenience stores are one of the 
largest markets tor cigarette sales. 

And their messages frequently 
track talking points developed by 
tobacco's high-priced public relations 
experts. 

Tobacco is just the first step," 
said John R. Block, a former agri­
culture secretary and president of 
Food Distributors IntemationaL Tf 
you can attack tobacco with these 
horrendous taxes, why not do the 
same to liqpior? How about beer? 
Then mayl)e go after beef because it's 
kinda fatty." 

Warehouse owners, worried that 
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04/14/98 02:45:24 PM 

Record Type: Record 

To: Thomas L. Freedman/OPD/EOP 

cc: 
Subject: Re: Distance Learning for Rural Areas 

Here is some ideas for rural -- I will try to set up a meeting wi th Kalil. Let me know. 
Forwarded by Mary L. Smith/OPD/EOP on 04/14/98 02:46 PM 

Thomas A. Kalil 
^^^^ 02/20/98 05:40:55 PM 

Record Type: Record 

To: Mary L. Smith/OPD/EOP 
cc: Thomas L. Freedman/OPD/EOP 
bcc: 
Subject: Re: Distance Learning for Rural Areas ^ 

Mary L. Smith 

' Mary L. Smith 
02/20/98 10:47:01 AM 

Record Type: Record 

To: Thomas A. Kalil/OPD/EOP 

cc: Thomas L. Freedman/OPD/EOP 
Subject: Distance Learning for Rural Areas 

Tom and I have been asked to come up with a list of rural/farmer issues. Is there anything going on 
wi th distance learning, particularly in rural communities? Do you know of any other rural 
initiatives that you think we should be pushing? Thanks, Mary 

# 1 . Learning Anyt ime, Anywhere - not just rural -- but will be especially 
helpful to rural 

#2. Distance Learning and Telemedicine program 
http: / /www.usda.gov/rus/dl t /d lml.htm 



#3. FCC program to provide discounts to 
rural health care facilities 

ht tp: / /www.fcc.gov/heal thnet / 

Not yet up and running 

#4. New idea -- digital library for Rural America. 
Imagine that farmers and other rural Americans 
could easily search: 

all of the research funded at 
our land grand colleges 

"lessons learned" from rural development 
programs in housing, tourism 

etc., etc. 

I did a write-up for this for the Rural Fund for America, 
and got some language on telecom in the solicitation, 
but didn't do a whole lot of fol low-up with USDA. 

Let me know if you are interested. 
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EXAMPLES OF COVERAGE UNDER THE JUICE RULES 

Labeling HACCP 
Large processor of fresh juice yes - only until HACCP 

implemented 
yes 

small processors (including 
roadside stands) selling more 
than 40,000 gallons of fresh 
juice per year 

yes - only until HACCP 
implemented 

yes 

small processors (including 
roadside stands) selling less 
than 40,000 gallons of fresh 
juice per year such as very 
small cider mills 

yes no 

retailers selling fresh, 
packaged juice produced on 
site (e.g. juice sold by the 
pint or gallon) such as a 
grocery store 

yes no 

retailer selling fresh juice for 
consumption on-site (e.g. by 
the glass) including 
restaurants, juice bars, and 
children's lemonade stands 

no no 
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QUESTIONS AND ANSWERS ON PROPOSED JUICE REGULATIONS 
April 20,1997 

Q: What is the Administration announcing with regard to food safety? 

A: The Clinton Administration will announce two proposed regulations by the Food and 
Drug Administration (FDA) to improve the safety of fruit and vegetable juices. The first 
would require that all fruit and vegetable juice processors implement a Hazard Analysis 
and Critical Control Point (HACCP) system for their products to protect the public from 
health hazards. Retailers of packaged juice, including processors who sell less than 
40,000 gallons of fresh juice per year, would be exempt from HACCP but would instead 
be required to place warning labels on their products. The second proposed rule would 
require packaged untreated juice to be labeled with a warning statement advising 
consumers of the potential risks of juice that has not been processed to eliminate 
dangerous bacteria. Retail sellers of juice for consumption on-site ~ such as restaurants, 
juice bars, and children's lemonade stands ~ will be exempt from this labeling 
requirement. However, retailer processors who package untreated juice for consumption 
off-site ~ such as grocery stores that squeeze and bottle juice for home use ~ will be 
required to label. 

Q: What effect will these regulations have? 

A: Processors of fresh, unpasteurized juices would be required to take extra steps to reduce 
the numbers of microorganisms that may be in their products to an amount roughly 
equivalent to that achieved by pasteurization. The proposed HACCP regulation does not 
prescribe what these steps must be, allowing the processor the flexibility to choose a 
technique that fits into his process and is effective. Prior to having a HACCP program in 
place, processors who do not pasteurize or use a comparable process would be required to 
include a warning statement on their label. Retailers of packaged fresh juice, including 
those who sell less than 40,000 gallons of fresh juice per year, would be exempt from 
HACCP but would instead be required to place warning labels on their products. Retail 
processors selling juice that is consumed on-site would be exempt from this labeling 
requirement. Examples of these types of processors include restaurants, juice bars, and 
children's lemonade stands. 

Consumers would expect to see labels on juice products that give them important 
information about the product. If the juice has not undergone pasteurization or a 
comparable treatment, a consumer would see a warning statement such as: "WARNING: 
This product has not been pasteurized and, therefore, may contain harmful bacteria that 
can cause serious illness in children, the elderly, and persons with weakened immune 
systems." 

Q: When will these regulations become effective? How will these regulations affect this 
juice season? 
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A: It is proposed that the HACCP regulation become effective one year after publication of 
the final rule with a two or three year phase-in period for small and very small businesses. 
FDA is asking for comment on the appropriate length of the phase-in period. Under the 
proposal, these processors would be required to label until they implement HACCP. 
Implementing a HACCP program requires planning, training of personnel, and possibly 
the purchase of new equipment by producers. For these reasons, it is not feasible to make 
the rules effective for the next cider season. 

FDA plans to have the labeling regulation in place by September of this year, in time for 
the 1998 cider season. Because of the short effective date, FDA has proposed allowing 
flexibility in how the warning statement appears. While FDA intends to require that the 
warning statement appear on the label of the product itself, we are proposing a phase-in 
period until January 1, 2000 (January 1, 2001 for small businesses) during which the 
statement can appear on placards, signs, or other point-of-purchase materials so long as 
such labeling is prominent enough to effectively inform consumers. 

Q: How much juice is expected to be pasteurized as a result of the proposed rules? 

A: Currently, about 98 percent of all juice sold in the United States is pasteurized. However, 
it is expected that up to 40 million additional gallons of juice will be pasteurized as the 
result of these proposed rules. 

Q: What is HACCP? 

A: HACCP stands for Hazard Analysis and Critical Control Point system. It is a systematic 
approach to the identification, assessment, and prevention of all types of risk ~ 
biological, chemical, and physical ~ that may occur in a food production process or 
practice. When implementing a HACCP system, a food producer develops a plan that 
anticipates and identifies the points in the production process where a failure to control 
the process would likely result in contamination of the food. HACCP is regarded as the 
state-of-the-art means to ensure the safety and integrity of the food supply. 

Q: Has HACCP been successfully implemented for other foods? 

A: Yes, HACCP is currently being implemented in the seafood, meat and poultry production 
industries. Also FDA's low-acid canned food regulafions, which have been in place since 
the 1970s, are HACCP-based regulations. 

Q: Are juices safe? 

A: Juice products, in general, are safe and nutritious foods. Currently, about 98 percent of 
juice sold in the United States is pasteurized. However, the growing record of consumer 
illness in recent years demonstrates that a problem exists that must be dealt with, 
particularly in unpasteurized products. FDA's proposals are developed to reduce the 
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potential for foodbome illness and assure that consumers can continue to rely on safe 
juice products. Unfortunately, we do not know the actual number of juice-related 
illnesses because these types of illness are underreported. Individuals may not experience 
all of the symptoms or have severe enough symptoms to seek medical attention. 
Additionally, medical personnel may simply treat the symptoms without determining the 
underlying cause. FDA expects that these proposals, when implemented, will reduce the 
number of illnesses significantly. 

Q: What are the problems with juices that are being addressed in the proposed 
regulations? 

A: The proposed regulations will cover a wide range of hazards that may result in foodborne 
illness, including microbial, chemical, and physical contamination. During the past 
several years, outbreaks of foodbome illness have been associated with the consumption 
of juice and beverages containing juice that have not been pasteurized or otherwise 
treated to destroy pathogens. In the Fall of 1996, an outbreak of E. coli 0157:H7 from 
fresh apple juice resulted in 66 illnesses and the death of one child in the western United 
States and Canada. Other pathogens have also been associated with outbreaks. These 
include Salmonella and Cryptosporidium in apple cider, Bacillus in orange juice, 
Salmonella in unpasteurized orange juice and in orange drink, andVibrio cholerae in 
coconut milk. 

Illnesses have also been caused by other substances present in juices. Examples include 
tin leached from the can lining, use of poisonous parts of plants to make the juice, the 
undeclared presence of food ingredients such as sulfites and FD&C Yellow No. 5, 
residues from improper sanitation procedures, and the presence of glass, or other 
hazardous materials. Other types of chemical and physical hazards have the potential to 
cause illness, such as patulin, a toxin that can occur in juice when excessive levels of 
moldy apples are used in processing, and toxic elements (e.g., lead). The HACCP 
proposal will cover these types of hazards, as well as microbial contamination. 

Q: Have the problems with juice increased in recent years? 

A: Yes, the incidence of illness associated with consumption of fresh juice products has 
increased in recent years. Some of the microorganisms involved are newly emerging 
strains such as E. coli OISV.Wl which has adapted to acidic conditions in foods such as 
juices and Cryptosporidium. 

Q: How risky is juice compared to other foods? 
A: All foods have the potential to be contaminated with a microbial, chemical, or physical 

hazard that can cause illness or injury, so, it is impossible to make this comparison. 
Food producers and manufacturers are aware of this and take steps to minimize the 
opportunity for contamination to occur. Juices, particularly those not treated to destroy 
pathogens, provide a potentially favorable environment for supporting the growth of 
pathogens. However, juices treated to destroy pathogens are generally safe and nutritious. 



foMoQlLlls ZZZ'^ZZZZZl[ _II'irZlZZ.ZI".^Z-!ll "3 ' - ZZZZJpjaijOi 

Q: Should children drink unpasteurized juice? 

A: FDA advises consumers that, due to the increased risk of illness from pathogens, 
unpasteurized juice not be given to children, the elderly, or anyone who has a 
significantly weakened immune system. 

Q: How much juice is consumed in the United States? 

A: Americans consume approximately 2.3 billion gallons of juice every year. Juice 
consumption at both ends of the age spectrum is high. Children under 6 years of age 
drink 16% of the juice consumed and this amount accounts for 50% of their fmit intake. 
Adults over 59 consume 20% of the juice. Orange juice is by far the most-consumed 
juice at 1.4 billion gallons annually. Other popular juices with American consumers are 
apple juice (166 million gallons), grapefruit juice (166 million), pineapple juice (91 
million), tomato and other vegetable juices (78 million), and grape juice (75 million). 

Q: How many juice processors are there? 

A: There are approximately 3,000 juice processors in the U.S. 

Q: Are all juices covered by the regulations? 

A: The labeling proposal affects only those packaged juices that have not been pasteurized or 
otherwise treated to eliminate pathogens. In other words, only packaged, untreated juices 
will have to bear a warning statement. Juices processed, sold, and consumed in 
restaurants and similar retail establishments do not require this labeling. All retailers, 
however, including restaurants as well as producers who sell less than 40,000 gallons of 
fresh juice per year, would be exempt from HACCP. 

Q: Would the proposed rules apply to imported juice products? 

A: The rules would apply to all juice products sold in interstate commerce, including all 
imported juice products. 

Q: How do the juice regulations fit into the President's Food Safety Initiative? 

A: When President Clinton announced the Food Safety Initiative, HACCP rules for seafood 
and for meat and poultry were highlighted as an important part of improving the food 
safety system in this country. Expanding HACCP to other appropriate foods, particularly 
juice, was one of the key goals. In fact, the President noted when introducing the Food 
Safety Initiative in his radio address on January 25, 1997, that no parent should have to be 
concerned about the juice they pour for their child at breakfast. 

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

Q: How will FDA enforce these rules? 

A: As proposed, FDA will have authority to conduct official reviews of all of the records 
associated with maintaining a HACCP system to ensure that producers are in compliance 
with the proposed requirements. If a producer is out of compliance or does not have a 
HACCP program, any product offered for sale by that establishment would be considered 
adulterated and subject to seizure. If a firm fails to meet the labeling requirement, FDA 
can take any of several kinds of enforcement actions, including seizing the food. 

Q: What are the costs of the rules? 

A: The benefits and costs of the rules will be specified in a joint regulatory impact analysis 
to be published in the Federal Register. However, the benefits overall greatly exceed the 
costs of the rules. 

Q: Will there be an additional cost to consumers? 

A: Whether an individual producer chooses to pass on any additional costs is up to that 
producer. However, an additional cost for juice is a small price to pay for the large 
margin of safety gained. 
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DRAFT 
CLINTON ADMINSTRATION ANNOUNCES NEW MEASURES 

TO INCREASE SAFETY OF FRESH JUICES 
April 20,1998 

The Administration will announce the publication of two new proposed rules to increase the 
safety of fruit and vegetable juices. The new regulations would affect all juices, but have special 
provisions to help control illnesses that may come from fresh, unpasteurized juices, and require 
labels to alert those most at risk of food-bome illness such as children and the elderly. The rules 
would require most juice processors to implement a Hazard Analysis and Critical Control Point 
(HACCP) program, and require processors of fresh juices to greatly reduce the number of 
microbes in their products. HACCP is a state of the art, science-based method in which food 
producers develop plans that identify and control potentially dangerous points in the production 
process. The proposed rules also would require that all packaged fresh juice be labeled with a 
warning advising consumers of the potential risks of juice that has not been processed to 
eliminate harmful bacteria. The Food and Drug Administration estimates that there are up to 
48,000 cases of juice-related illness each year. 

The application of the HACCP rules to juices is part of the President's Food Safety Initiative. 
HACCP rules have already been promulgated by the Administration for meat, poultry, and 
seafood. 

Reducing Hazards and Increasing Safety for Fresh Juices. The new HACCP rule would 
require processors that sell fresh, unpasteurized fruit and vegetable juices to take extra steps to 
reduce the number of microbes in their products to an amount roughly equivalent to that achieved 
by pasteurization. Juice processors would be free to implement any method that achieves a 
targeted 100,000-fold reduction in the numbers of microbes in the finished product including 
pasteurization, washing, scmbbing, antimicrobial solutions, alternative technologies, or a 
combination of these techniques. The HACCP proposed rules also would require processors to 
develop standard operating procedures under HACCP for monitoring plant and equipment 
sanitation and to keep records to ensure product safety. Retailers of packaged juice such as 
grocery stores and very small processors would not be subject to the HACCP requirement, but 
would be required to have warning labels on their products. Locations where juice is consumed 
on premises, such as a child's lemonade stand, juice bar, or restaurant would not be affected by 
the HACCP or labeling requirements. 

Providing Warning Label for Consumers. The Administration will announce additional 
proposed rules that would require warning labels on juice products that have not been processed 
to reduce microbial risk. These labels would state that the product has not been treated to 
eliminate microbes; that the product may contain pathogens known to cause serious illness; and 
that the risk is greatest for children, the elderly, and people with weakened immune systems. 
These labels would be required for all packages of untreated, fresh juices but not for juice sold 
for on-site consumption such as in restaurants. The Administration expects to finalize this rule in 
time for the apple harvest this September. 
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Clinton Administration Accomplishments In Improving Food Safety 

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

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

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

* January, 1997. President announces new Early-Warning System to gather critical scientific data 
to help stop foodborne disease outbreaks quickly and to improve prevention systems fiirther. 

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

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

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

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

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

*1993. Vice-President's Nafional Performance Review issues report recommending government 
and industry move toward a system of preventive controls. 
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Support/oppose settlement: 45-32 (indy's support least) 

Immunity is fiiture suits is a killer, especially among women (38-50 prefer no settlement) 

Dems and Indys tmst Clinton on tobacco, and D's are more trusted than Rs 

Skinny bill is supported 74-23, and 68-27 when people know R's sponsored it, 65-29 with 
argumentation that it doesn't go far enough 

comp bill aint worth waiting for 

ban ads at kids 

we should use 2nd hand smoke 

I predict the House splits extreme rt and left. They get skinny bill 

Senate gets to floor and moves left. 

It goes to conference. Cut deal. 

The more centralized the target, the more left the bill becomes. Hence conference is our friend, 
even though politics aren't true. 
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DRAFT 
LINTON ADMINSTRATION ANNOUNCES NEW MEASURES 

TO INCREASE SAFETY OF FRESH JUICES 
April 20,1998 

The Adrninistration will announce the publication of two new proposed rules to increase the 
safety of fruit and vegetable juices. The new regulations would affect all juices, but have special 
provisions to help control illnesses that may come from fresh, unpasteurized juices, and require 
labels to alert those most at risk of food-borne illness such as children and the elderly. The rules 
would require most juice processors to implement a Hazard Analysis and Critical Control Point 
(HACCP) program, and require processors of fresh juices to greatly reduce the number of 
microbes in their products. HACCP is a state of the art, science-based method in which food 
producers develop plans that identify and control potentially dangerous points in the production 
process. The proposed rules also would require that all packaged fresh juice be labeled with a 
warning advising consumers of the potential risks of juice that has not been processed to 
eliminate harmful bacteria. The Food and Drug Administration estimates that there are up to 
48,000 cases of juice-related illness each year. 

The application of the HACCP rules to juices is part of the President's Food Safety Initiative. 
HACCP rules have already been promulgated by the Administration for meat, poultry, and 
seafood. 

Reducing Hazards and Increasing Safety for Fresh Juices. The new HACCP rule would 
require processors that sell fresh, unpasteurized fruit and vegetable juices to take extra steps to 
reduce the number of microbes in their products to an amount roughly equivalent to that achieved 
by pasteurization. Juice processors would be free to implement any method that achieves a 
targeted 100,000-fold reduction in the numbers of microbes in the finished product including 
pasteurization, washing, scrubbing, antimicrobial solutions, alternative technologies, or a 
combination of these techniques. The HACCP proposed rul^also would require processors to 
develop standard operating procedures under HACCP for monitoring plant and equipment 
sanitation and to keep records to ensure product safety. Retailers of packaged juice such as 
grocery stores and very small processors would not be subject to the HACCP requirement, but 
would be required to have warning labels on their products. Locations where juice is consumed 
on premises, such as a child's lemonade stand, juice bar, or restaurant would not be affected by 
the HACCP or labeling requirements. 

Providing Warning Label for Consumers. The Administration will announce additional 
proposed rules that would require warning labels on juice products that have not been processed 
to reduce microbial risk. These labels would state that the product has not been treated to 
eliminate microbes; that the product may contain pathogens known to cause serious illness; and 
that the risk is greatest for children, the elderly, and people with weakened immune systems. 
These labels would be required for all packages of untreated, fresh juices but not for juice sold 
for on-site consumption such as in restaurants. The Administration expects to finalize this rule in 
time for the apple harvest this September. 
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Report: Odwalla in Plea Deal Talks 

SEATTLE (AP) ~ A company that produced unpasteurized apple juice 
linked to an E. coli outbreak in 1996 is negotiating a plea agreement in 
which it would admit to federal food-safety violations, a newspaper 
reported today. 

The bacterial outbreak linked to Odwalla apple juice killed a Colorado girl 
and made nearly 70 other people ill in Washington, other states and British 
Columbia. 

Odwalla Inc. is likely to agree to a deal in which it would plead guilty to 
about a dozen misdemeanor charges related to food-safety deficiencies at 
its Dinuba, Calif., production plant, the Seattle Post-Intelligencer reported, 
citing unidentified sources. 

No company officials would be charged, but the company would pay a $1.5 
million criminal fine, the sources said. 

The only larger fine in an adulterated-food case in the United States was $2 
million paid by Beech-Nut Nutrition Corp. in 1987 for selling phony apple 
juice intended for babies, the paper said. 

Unless negotiations break down, the Odwalla plea agreement is expected to 
be filed in federal court in California in the next few weeks, the sources 
said. 

A federal grand jury in Fresno, Calif, has been investigating whether 
Odwalla, based in Half Moon Bay, Calif., ignored safety standards at the 
time of the outbreak. 

Assistant U.S. Attorney Joseph Jolins, who has headed the invesfigation, 
said he could neither confirm nor deny that a plea deal had been reached. 
Odwalla spokesman Chris Gallagher also declined to comment. 

Company executives have acknowledged their safety systems didn't keep 
out the bacteria and said they didn't realize E. coli could live in something 
as acidic as apple juice. The company has since begun pasteurizing its 
apple juice. 

Odwalla also faces at least two lawsuits filed by the families of two 
children who fell ill . 

(PROFILE (CO:Odwalla Inc; TS:ODWA; IG:BVG;) (CAT:Business;) 
(CAT:Consumer;)) 

• AP-NY-04-15-98 1006EDT 

1 of 2 04/15/98 10 
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HEADLINE: Public outcry over FDA food p o l i c i n g ; 

C r i t i c s say t a i n t e d b erries j u s t l a t e s t snafu; ask Clinton to form new agency 

SOURCE: OF THE EXAMINER STAFF 

BYLINE: GEORGE RAINE 

BODY: 

The Food and Drug Administration i s under attack by c r i t i c s who say the 
possible exposure of thousands of U.S. schoolchildren to t a i n t e d Mexican -grown 
strawberries i s the l a t e s t i n "a bumper crop of food safety problems." 

The c r i t i c s , assembled by the Center f o r Science i n the Public I n t e r e s t , 
which monitors health matters, Wednesday assailed the FDA f o r alleged gaps i n 
performance of i t s duties. They c a l l e d on President Clinton to form an 
independent federal food agency "to assure American consumers that these food 
hazards w i l l be f u l l y addressed." 

At a news conference i n Washington, 'Laurie G i r a n ^ o f Saratoga, whose 
3-year-old'daughter, Anna McGregor, Las-t^year-became i l l a l legedly by dri n k i n g 
unpasteurized apple j u i c e produced by Half Moon Bay-based Odwalla Inc., said she 
favored a ce n t r a l i z e d agency to ensure pro t e c t i o n from t a i n t e d products. 

"I'm scandalized that the United States government i s l e t t i n g the food 
industry use c h i l d r e n as guinea p i g testers f o r how safe t h e i r products are," 
she said. 

The Center f o r Science i n the Public I n t e r e s t said that i n 1996 i t had 
counted more than 1,000 i l l n e s s e s from a parasite on raspberries; several 
hundred i l l n e s s e s , and one death, of 16-month-old Anna Gimmestad, of Evans, 
Colo., from E. c o l i b a c t e r i a l i n f e c t i o n allegedly associated w i t h Odwalla apple 
j u i c e ; and several dozen deaths and hundreds of illnesses from s h e l l f i s h . 

"Many of these are examples of new and emerging food safety problems," said 
B i l l Bryant of the center. "However, the agency i n charge of these hazards, the 
Food and Drug Administration, i s poorly funded and inadequately s t a f f e d to 
address these serious public health problems. This puts American consumers at 
r i s k . " 

Technically, the Department of Agri c u l t u r e i s responsible f o r the school 
lunch program, which received t a i n t e d strawberries. The FDA has j u r i s d i c t i o n . 

I n odwalla's case, the company began immediately to work with the FDA and 
the Centers f o r Disease Control and Prevention to discover the E. c o l i source, 
and i t r e c a l l e d i t s apple j u i c e and other j u i c e products. The company then 
v o l u n t a r i l y began to " f l a s h pasteurize" i t s apple j u i c e , a rapid -heating 
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process used i n milk production that k i l l s bacteria, when i t was returned to 
market. 

Then, i n December, Odwalla and FDA and other health o f f i c i a l s met to discuss 
proposed regulations. 

"This administration has put a very strong emphasis on food safety and 
prot e c t i n g American f a m i l i e s . We have done that by forging closer r e l a t i o n s h i p s 
among the agencies that have r e s p o n s i b i l i t y f o r food safety," said James O'Hara, 
the FDA's associate commissioner f o r public a f f a i r s . 

LANGUAGE: English 

LOAD-DATE: A p r i l 04, 1997 
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Record Type: Record 

To: Bruce N. Reed/OPD/EOP 

cc: Mary L. Smith/OPD/EOP 
Subject: FYI: Odwalla story moved at 10 am on AP 

Report: Odwalla in Plea Deal Talks 

SEATTLE (AP) -- A company that produced unpasteurized apple 
juice linked to an E. coli outbreak in 1996 is negotiating a plea 
agreement in which it would admit to federal food-safety violations, a 
newspaper reported today. 

The bacterial outbreak linked to Odwalla apple juice killed a Colorado 
girl and made nearly 70 other people ill in Washington, other states and 
British Columbia. 

Odwalla Inc. is likely to agree to a deal in which it would plead guilty to 
about a dozen misdemeanor charges related to food-safety deficiencies 
at its Dinuba, Calif., production plant, the Seattle Post-intelligencer 
reported, citing unidentified sources. 

No company officials would be charged, but the company would pay a 
$1.5 million criminal fine, the sources said. 

The only larger fine in an adulterated-food case in the United States 
was $2 million paid by Beech-Nut Nutrition Corp. in 1987 for selling 
phony apple juice intended for babies, the paper said. 

Unless negotiations break down, the Odwalla plea agreement is 
expected to be filed in federal court in California in the next few weeks, 
the sources said. 

A federal grand jury in Fresno, Calif., has been investigating whether 
Odwalla, based in Half Moon Bay, Calif., ignored safety standards at 
the time of the outbreak. 

Assistant U.S. Attorney Joseph Johns, who has headed the 
investigation, said he could neither confirm nor deny that a plea deal 
had been reached. Odwalla spokesman Chris Gallagher also declined 
to comment. 

Company executives have acknowledged their safety systems didn't 
keep out the bacteria and said they didn't realize E. coli could live in 
something as acidic as apple juice. The company has since begun 
pasteurizing its apple juice. 



Odwalla also faces at least two lawsuits filed by the families of two 
children who fell ill. 
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EXAMPLES OF COVERAGE UNDER THE JUICE RULES 

Labeling HACCP 
Large processor of fresh juice yes ~ only until HACCP 

implemented 
yes 

small processors (including 
roadside stands) selling more 
than 40,000 gallons of fresh 
juice per year 

yes ~ only until HACCP 
implemented 

yes 

small processors (including 
roadside stands) selling less 
than 40,000 gallons of fresh 
juice per year such as very 
small cider mills 

yes no 

retailers selling fresh, 
packaged juice produced on 
site (e.g. juice sold by the 
pint or gallon) such as a 
grocery store 

yes no 

retailer selling fresh juice for 
consumption on-site (e.g. by 
the glass) including 
restaurants, juice bars, and 
children's lemonade stands 

no no 



Clinton Administration Accomplishments In Improving Food Safety 

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

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

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

*January, 1997. President announces new Early-Warning System to gather critical scientific data 
to help stop foodborne disease outbreaks quickly and to improve prevention systems further. 

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

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

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

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

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

* 1993. Vice-President's National Performance Review issues report recommending government 
and industry move toward a system of preventive controls. 
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QUESTIONS AND ANSWERS ON PROPOSED JUICE REGULATIONS 
April 20,1997 

Q: What is the President announcing today? 

A: The President is announcing two proposed regulations by the Food and Drug 
Administration (FDA) to improve the safety of fruit and vegetable juices. The first would 
require that all fruit and vegetable juice processors implement a Hazard Analysis and 
Critical Control Point (HACCP) system for their products to protect the public from 
health hazards. Retailers of packaged juice, including those who sell less than 40,000 
gallons of fresh juice per year, would be exempt from HACCP but would instead be 
required to place warning labels on their products. The second proposed rule would 
require packaged untreated juice to be labeled with a warning statement advising 
consumers of the potential risks of juice that has not been processed to eliminate 
dangerous bacteria. Retail sellers of juice for consumption on-site ~ such as restaurants, 
juice bars, and children's lemonade stands ~ will be exempt from this labeling 
requirement. However, retailer processors who package untreated juice for consumption 
off-site — such as grocery stores that squeeze and bottle juice for home use — will be 
required to label. 

Q: What effect will these regulations have? 

A: Processors of fresh, unpasteurized juices would be required to take extra steps to reduce 
the numbers of microorganisms that may be in their products to an amount roughly 
equivalent to that achieved by pasteurization. The proposed HACCP regulation does not 
prescribe what these steps must be, allowing the processor the flexibility to choose a 
technique that fits into his process and is effective. Prior to having a HACCP program in 
place, processors who do not pasteurize or use a comparable process would be required to 
include a warning statement on their label. Retailers of packaged juice, including those 
who sell less than 40,000 gallons of fresh juice per year, would be exempt from HACCP 
but would instead be required to place warning labels on their products. Retail processors 
selling juice that is consumed on-site would be exempt from this labeling requirement. 
Examples of these types of processors include restaurants, juice bars, and children's 
lemonade stands. 

Consumers would expect to see labels on juice products that give them important 
information about the product. If the juice has not undergone pasteurization or a 
comparable treatment, a consumer would see a warning statement such as: "WARNrNG: 
This product has not been pasteurized and, therefore, may contain harmful bacteria that 
can cause serious illness in children, the elderly, and persons with weakened immune 
systems." 

Q: When will these regulations become effective? How will these regulations affect this 
juice season? 
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A: It is proposed that the HACCP regulation become effective one year after publication of 
the final rule with a two or three year phase-in period for small and very small businesses. 
FDA is asking for comment on the appropriate length of the phase-in period. Under the 
proposal, these businesses would be required to label until they implement HACCP. 
Implementing a HACCP program requires planning, training of personnel, and possibly 
the purchase of new equipment by producers. For these reasons, it is not feasible to make 
the rules effective for the next cider season. 

FDA plans to have the labeling regulation in place by September of this year, in time for 
the 1998 cider season. Because of the short effective date, FDA has proposed allowing 
flexibility in how the warning statement appears. While FDA intends to require that the 
warning statement appear on the label of the product itself, we are proposing a phase-in 
period until January 1, 2000 (January 1, 2001 for small businesses) during which the 
statement can appear on placards, signs, or other point-of-purchase materials so long as 
such labeling is prominent enough to effectively inform consumers. 

Q: What is HACCP? 

A: HACCP stands for Hazard Analysis and Critical Control Point system. It is a systematic 
approach to the identification, assessment, and prevention of all types of risk ~ 
biological, chemical, and physical ~ that may occur in a food production process or 
practice. When implementing a HACCP system, a food producer develops a plan that 
anticipates and identifies the points in the production process where a failure to control 
the process would likely result in contamination of the food. HACCP is regarded as the 
state-of-the-art means to ensure the safety and integrity of the food supply. 

Q: Has HACCP been successfully implemented for other foods? 

A: Yes, HACCP is currently being implemented in the seafood, meat and poultry production 
industries. Also FDA's low-acid canned food regulations, which have been in place since 
the 1970s, are HACCP-based regulations. 

Q: Are juices safe? 

A: Juice products, in general, are safe and nutritious foods. Currently, about 98 percent of 
juice sold in the United States is pasteurized. However, the growing record of consumer 
illness in recent years demonstrates that a problem exists that must be dealt with, 
particularly in unpasteurized products. FDA's proposals are developed to reduce the 
potential for foodborne illness and assure that consumers can continue to rely on safe 
juice products. Unfortunately, we do not know the actual number of juice-related 
illnesses because these types of illness are underreported. Individuals may not experience 
all of the symptoms or have severe enough symptoms to seek medical attention. 
Additionally, medical personnel may simply treat the symptoms without determining the 
underlying cause. Factoring in this underreporting, it is possible to estimate that the 
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combined effect of these 2 proposals will prevent between 16,000 and 48,000 illnesses 
annually. 

Q: What are the problems with juices that are being addressed in the proposed 
regulations? 

A: The proposed regulations will cover a wide range of hazards that may result in foodborne 
illness, including microbial, chemical, and physical contamination. During the past 
several years, outbreaks of foodborne illness have been associated with the consumption 
of juice and beverages containing juice that have not been pasteurized or otherwise 
treated to destroy pathogens. In the Fall of 1996, an outbreak of E. coli 0157:H7 from 
fresh apple juice resulted in 66 illnesses and the death of one child in the western United 
States and Canada. Other pathogens have also been associated with outbreaks. These 
include Salmonella and Cryplosporidium in apple cider. Bacillus in orange juice, 
Salmonella in unpasteurized orange juice and in orange drink, andVibrio cholerae in 
coconut milk. 

Illnesses have also been caused by other substances present in juices. Examples include 
tin leached from the can lining, use of poisonous parts of plants to make the juice, the 
undeclared presence of food ingredients such as sulfites and FD&C Yellow No. 5, 
residues from improper sanitation procedures, and the presence of glass, or other 
hazardous materials. Other types of chemical and physical hazards have the potential to 
cause illness, such as patulin, a toxin that can occur in juice when excessive levels of 
moldy apples are used in processing, and toxic elements (e.g., lead). The HACCP 
proposal will cover these types of hazards, as well as microbial contamination. 

Q: Have the problems with juice increased in recent years? 

A: Yes, the incidence of illness associated with consumption of fresh juice products has 
increased in recent years. Some of the microorganisms involved are newly emerging 
strains such as E. coli (9/57:H7 which has adapted to acidic conditions in foods such as 
juices and Cryptosporidium. 

Q: How risky is juice compared to other foods? 

A: All foods have the potential to be contaminated with a microbial, chemical, or physical 
hazard that can cause illness or injury, so, it is impossible to make this comparison. 
Food producers and manufacturers are aware of this and take steps to minimize the 
opportunity for contamination to occur. Juices, particularly those not treated to destroy 
pathogens, provide a potentially favorable environment for supporting the growth of 
pathogens. However, juices treated to destroy pathogens are generally safe and nutritious. 

Q: Should children drink unpasteurized juice? 

A: FDA advises consumers that, due to the increased risk of illness from pathogens. 
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unpasteurized juice not be given to children, the elderly, or anyone who has a 
significantly weakened immune system. 

Q: How much juice is consumed in the United States? 

A: Americans consume approximately 2.3 billion gallons of juice every year. Juice 
consumption at both ends of the age spectrum is high. Children under 6 years of age 
drink 16% of the juice consumed and this amount accounts for 50% of their fruit intake. 
Adults over 59 consume 20% of the juice. Orange juice is by far the most-consumed 
juice at 1.4 billion gallons annually. Other popular juices with American consumers are 
apple juice (166 million gallons), grapefruit juice (166 million), pineapple juice (91 
million), tomato and other vegetable juices (78 million), and grape juice (75 million). 

Q: How many juice processors are there? 

A: There are approximately 3,000 juice processors in the U.S. 

Q: Are all juices covered by the regulations? 

A: The labeling proposal affects only those juices that have not been pasteurized or 
otherwise treated to eliminate pathogens. In other words, only fresh, untreated juices will 
have to bear a warning statement. Juices processed, sold, and consumed in restaurants 
and similar retail establishments do not require this labeling. These juices are less than 
3% of all juice on the market. Retailers of packaged juice, including those who sell less 
than 40,000 gallons of fresh juice per year, would be exempt from HACCP but would 
instead be required to place warning labels on their products. 

Q: Would the proposed rules apply to imported juice products? 

A: The rules would apply to all juice products sold in interstate commerce, including all 
imported juice products. 

Q: How do the juice regulations fit into the President's Food Safety Initiative? 

A: When President Clinton announced the Food Safety Initiative, HACCP rules for seafood 
and for meat and poultry were highlighted as an important part of improving the food 
safety system in this country. Expanding HACCP to other appropriate foods, particularly 
juice, was one of the key goals. In fact, the President noted when introducing the Food 
Safety Initiative in his radio address on January 25, 1997, that no parent should have to be 
concerned about the juice they pour for their child at breakfast. 

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

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

Q: How will FDA enforce these rules? 

A: As proposed, FDA will have authority to conduct official reviews of all of the records 
associated with maintaining a HACCP system to ensure that producers are in compliance 
with the proposed requirements. If a producer is out of compliance or does not have a 
HACCP program, any product offered for sale by that establishment would be considered 
adulterated and subject to seizure. If a firm fails to meet the labeling requirement, FDA 
can take any of several kinds of enforcement actions, including seizing the food. 

Q: What are the costs of the rules? 

A: The costs of both rules is estimated at $30 million in the first year and $20 million 
annually in subsequent years. These total costs are far exceeded by the total annual 
benefits of between $350 and $483 million. 

Q: Will there be an additional cost to consumers? 

A: Whether an individual producer chooses to pass on any additional costs is up to that 
producer. However, an additional cost for juice is a small price to pay for the large 
margin of safety gained. 
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Labeling HACCP 
Large processor of fresh juice only unfil HACCP 

implemented 
yes 

roadside stand selling more 
than 40,000 gallons per year 

only unfil HACCP 
implemented 

yes 

roadside stand selling less 
than 40,000 gallons per year 

yes no 

retailer who packages 
untreated juice for 
consumption off-site, 
including grocery stores 

yes no 

retailer who sell for 
consumption on-site 
including restaurants, juice 
bars, and children's lemonade 
stands 

no no 
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Food and Drug Administration 

21 CFR Part 120 
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[Docket No. 97N-0511] 

Hazard Analysis and Critical Control Point (HACCP); Procedures for the Safe and 

Sanitary Processing and Importing of Juice 

AGENCY: Food and Drug Administration. HHS. 

ACTION: Proposed rule. 

SUMMARY: The Food and Drug Administration (FlDA* is proposing to adopt regulations to ensure 

the safe and sanitary processing of triiit and vegetable juices and juice products. The proposed 

regulation, if adopted, will mandate the application of Hazard Analysis and Critical Control Point 

(HACCP) principles to the processing of these foods. HACCP is a preventive sy.stcm of hazard 

control. FDA is proposing these regulations becau.sc there have been a number of outbreaks of 

illness, including some directly affecting children, associated with juice products and because a 

system of preventive control measures i.s the most effective and efficient way to ensure that these 

product.s will be safe. Elsewhere in this issue of the Federal Register, FDA is publi.shing a warning 

label proposal for juice and a preliminary regulatory impact analysis for both proposals. 

DATES: Submit written comments by {insert date 75 days after date of puhlicaiion in the Federal 

Register). For information on the proposed compliance dates for small businesses and very small 

businesses see the SUPPLEMENTARY INFORMATION section of this document. 

Submit written comments on the information collection and recordkeeping requirements by 

{in.seri date 30 days after the date of publication in the Federal RegLster). 
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ADDRESSES: Submit written comments to the Dockets Management Branch (HFA-305). Food and 

Drug Administration. 12420 Parklawn Dr.. rm. 1-23. Rockviile, .MD 20857. Submit written 

commenLs regarding information collection and recordkeeping requirements to the Office of 

Information i\nd Regulatory Affairs, Office of Management and Budget, New E.\ecuiive Office 

Bldg., 725 17th St. NW.. rm. 10235, Wa.shington. DC 20503. Attention: Desk Officer for FDA. 

FOR FURTHER INFORMATION CONTACT: Shcllee A. Davis. Center for Food Safely and Applied 

Nutrition (HFS-306), Food and Dmg Administration, 200 C St. SW., Washington, DC 20204, 

202-205^681. 

SUPPLEMENTARY INFORMATION: 

The agency proposes to make any final rule based upon this proposal effective 1 year after 

its date of publication in the Federal Register. However, by its terms, the final rule will not 

be binding on small businesses as defined in proposed § 120.1(b)(1) until 2 years after tlie date 

of publication of a fmal rule in the Federal Register; and for very small businesses as defmed 

in proposed § 120.1(b)(2), the final rule will not be binding until 3 years after the date of its 

publication in the Federal Register. 

I. Concerns With Juice 

A. Microbial Outbreaks 

The Seattle-King County Department of Public Health and the Washington State Department 

of Health reported on October 30, 1996, an outbreak of Escherichia coli 0157:H7 infections 

epidemiologically associated with drinking a particular brand of unpasteurized apple juice, or juice 

mixtures containing unpasteurized apple juice, purchased from a coffee shop chain, grocery stores, 

and otlier locations (Ref. 1). A case was defined as hemolytic uremic syndrome (HUS) or a stool 

culture yielding E. coli 0157:H7 in a person who became ill after September 30, 1996, after 

drinking the particular brand of juice within 10 days before illness on.set. There were at least 66 

ca.ses of illness, with 14 cases of HUS and the death of one child, associated with this outbreak 
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(Ref 2). Cases occurred in British Columbia, California, Colorado, and Washington. E. coli 

0157:H7 isolates cultured from a previously unopened container of the particular brand of apple 

juice had a deoxyribonucleic acid (DNA) "fingerprint" pattern (restriction fragment length 

polymorphism) indistinguishable from case-related isolates (Ref I). 

Viuious juices have been documented as vehicles for causing ouibiciiks from microorganistns. 

A 1967 outbreak from contaminated water added to orange juice concenu-ate affected approximately 

5,200 persons and was caused by an unidentified virus and possibly other contaminants (Refs, 

3 and 4). About 300 people became ill from Salmonella typhimurium in cider made from apples, 

including some that had been picked up from the ground in an orchard fertilized with manure, 

in a 1974 outbreak in New Jersey (Ref 5). A 1991 outbreak of Vibrio cholerae was associated 

with coconut milk contaminated during manufacturing in Thailand (Ref 6). There have been two 

Cryptosporidium outbreaks related to drinking apple cider, the first in Maine in 1993 and the other 

in New York State in 1996. In the fur.st case, the apples used for cider came from trees near 

a cow pasture (Ref 7), and in the second case, water used for rinsing came from a well that 

tested positive for coliforms (Ref 8). In 1995 there was an outbreak in Florida that was caused 

by Salmonella hartford in unpasteurized orange juice (Ref 9). 

E. coli 0157:H7 has been recognized relatively recently as a human pathogen and has been 

a source of a number of outbreaks related to juice. Thirteen and possibly 14 children had bloody 

diarrhea and developed HUS in Toronto, Canada, between September 15 and 25, 1980. The 

children's illnesses were associated with drinking fresh apple juice. The children's stools were 

examined for enteropathogenic E . coli, Campylobacter, Salmonella, Shigella, and Yersinia. None 

of these organisms were found. E. coli 0157:H7 is the suspected causative organism. Conclusive 

testing for that organism was not done because £. coli 0157.H7 was not recognized as a human 

pathogen before 1982 (Ref 10). 



4 

A 1991 E. coli 0157:H7 outbreak in southeast Ma.s.̂ achusetis conclusively showed that fresh-

pressed unpasteurized apple juice can transmit E. coli 0157:H7 bacteria. In this outbreak, 23 

individuals had diarrhea. 16 had bloody diarrhea, and 4 developed Hl.LS (Ref. 11). 

In Connecticut, a 1996 outbreak of E. coli 0157:H7 illness was as.sociaied with drinking a 

piuticular brand of apple cider. There were 14 ca.ses of illness (including 7 hospitalized), vvith 

3 cases of HUS associated with the outbreak (Ref 8). 

There was a small outbreak of E. coli 0157:H7 illness in Washington State in 1996 that 

was related to apple cider made at a church event. Tliis outbreak occurred during the same time 

as the unpasteurized apple juice outbreak described in previous paragraphs. The apples were washed 

in a chlorine solution, but it was not reported how much chlorine was used. Six people became 

ill, but no estimate was given on how many people may have drunk the apple cider (Ref 12). 

FDA's recall data also provide evidence of microbial hazards in juice. There were 85 cases 

of illness in 1994 resulting in a recall of orange juice that had fermented and contained Bacillus 

cereus and yeast (Ref. 13). 

State investigations provide additional evidence of microbial hazards in juice. A 1989 outbreak 

in New York was caused by the presence in orange juice of Salmonella typhi that originated from 

an infected worker and resulted in 69 illnesses with 2] individuals hospitaUzed (Ref. 14). The 

State of Washington reported that in 1993 one individual was hospitalized from home-made carrot 

juice found to contain Clostridium botulinum (Ref 15). A 1993 Ohio outbreak caused by yeast 

or some other unknown toxicant in orange juice resulted in 23 illnesses (Ref. 16). A home-made 

watermelon drink contaminated with Salmonella spp. caused illness in 18 individuals in a 1993 

Florida outbreak (Ref 17). The State of Colorado reported two outbreaks of gastrointestinal illness 

from fresh squeezed orange juice at a mountain resort (Ref. 18). There were food handlers that 

were ill in both Colorado instances, and a virus was suspected as the causative agent. 

Clearly, die evidence shows that fruit and vegetable juices have been the vehicle for outbreaks 

of foodbome illnesses. Although fruit juice is acidic, and thus would generally be considered to 
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inhibit the growth of most microorganisms, most juice-related outbreaks have been associated with 

fruit juices. 

H. lllne.w'se.s From Nonheai-ireatable Hazards 

Illnesses that have been caused by hazards that can not be reduced to acceptable levels by 

heat treatments have al.so been iissociated with juice, l in in canned tomato juice caused illness 

in 113 individuals in 1969 (Ref 19). Soil nitrate had resulted in a high nitrate content in the 

tomatoes, and this high nitrate content accelerated detinning in the cans. In 1984. 11 persons 

became ill from consuming elderberry juice containing poisonous parts of the plant (Ref 20). A 

1990 guanabana juice outbreak was caused by the presence of to.xic guanabana seed material and 

caused illness in nine individuals (Ref 21). A 1997 outbreak was caused by tin in pineapple juice 

(Ref. 22). 

In 1992 an 18-month-old child with a blood lead level of 36 micrograms per deciliter (|ig/ 

dL) was found in a routine county health depaitment blood lead monitoring program. Investigation 

of this incident by the county healtli department revealed that the only significant source of lead 

exposure for this child was lead in imported fruit juice packed in 12-ounce, lead-soldered cans 

(Ref. 23). Analysis by die State health department of multiple flavors of the fruit juices in lead-

soldered cans available to the child found lead levels ranging from 160 to 810 parts per billion 

(ppb). An exposure assessment performed by the county health department estimated that the child 

consumed about three cans of these fruit juices per day and estimated that the child's daily lead 

intake from these fruit juices was approximately 600 p.g/day (Ref 23). As a result of this incident, 

FDA announced an emergency action level of 80 ppb for lead in fruit beverages (such as juices, 

nectars, and drinks) packed in lead-soldered cans (58 FR 17233, April 1, 1993). Tlie agency 

subsequentiy banned the use of lead-soldered cans (60 FR 33106, June 27, 1995). 

Recalls also provide evidence of nonheat-ti-eatable hazards in juice. In 1988 a friiit punch 

drink was recalled because of the presence of tin caused by the acidity of the drink reacting with 

the tin coating of the cans (Ref 24). The product had been packaged in the wrong container. 
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There were 10 recalls between 1990 and 1995 for fruit juice or beverages containing fruit 

juice because of the presence of food ingredients that were inadvenently added to the product, 

not decUired on the label, or not .suitable for the food. Food ingredients involved with these recalls 

were natamycin (Ref 25). sulfites (Ref 26), FD&C yellow No. 5 (Refs. 27 through 33). and salt 

(Ref 34). 

Five recalls between 1991 and 1997 were cau.sed by improper sanitation procedures or faulty 

equipment. In 1991 sodium hydroxide from a clean-in-place system contaminated the caps of a 

citrus punch drink (Ref 35). In 1992 du-ee persons became ill, with 1 hospitalized, from a sodium 

hydroxide sanitizing agent that got into fruit drink product containers during cleaning (Ref 36). 

In 1993 cracks in a heat exchanger allowed an orange flavored soft drink containing pear juice 

to come in contact with copper pipe fittings and, thus, to become contaminated with copper (Ref. 

37). In 1994 milk was found in orange juice from filler lines that were not cleaned between milk 

and juice production (Ref 38). In 1997 the presence of an alkaline cleaning solution in a berry 

juice caused gastrointestinal distress in several persons (Ref 39). 

Companies have recalled fruit drinks because pieces of glass or plastic were found in their 

products. The presence of glass in products is typically caused by the use of glass botties, which 

can chip or shatter during the production process (Refs. 40 through 42). The plastic was present 

from the company's practice of draping plastic bags over the side of the bottle loading bin (Ref 

43). 

One company recalled apple-prune juice and prune juice in 1996 because of unacceptable 

levels of lead (Refs. 46 and 47). The cause was contaminated imported prune juice. 

In response to the establishment of maximum levels for patulin in apple juice by .several 

foreign governments, FDA initiated a sampling survey to determine the levels commonly found 

in domestic and imported apple juice. Patulin may be present in juice made from moldy apples. 

In March 1997 the agency found inordinately high levels of patulin in apple juice from a processor 

in Washington State (Ref 48). The level of patulin found in the product was sufficient to pose 
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a health hazard, especially considering the fact that apple juice is commonly u.sed by infants and 

young children (Ref 49). All affected product tliat had left the plant had been used in the 

manufacture of femienied apple cider. Patulin could not be detected in fermented product, and 

it was assumed that the patulin was destroyed through the fermentation process. 

Therefore, as the foregoing discussion reveals, the evidence demonstrates that juice and juice 

beverages are susceptible to chemical and physical hazards as well as microbiological hazards. 

r. Underreporting 

There is wide agreement Uiat the laboratory-confirmed cases from outbieiiks and recalls 

understate the actual number of juice-related cases, but no consensus e.xists on the size of the 

understatement. Individuals may not manifest all symptoms or have severe enough symptoms to 

necessitate medical attention. Medicid personnel may simply treat an individual's symptoms widioui 

determining the underlying cause. The laboratory-confirmed cases only represent those cases where 

individuals sought medical attention, and where medical personnel performed the necessary testing 

and reported the case to a government agency. 

The total number of juice-related illnesses can be estimated by multiplying the average number 

of laboratory-confurmed cases by factors that account for under-reporting. The factors aie based 

on the relationships between annual outbreak cases and published estimates of the number of 

foodbome illnesses. For example, it is estimated that the average 16 annual laboratory-confumed 

eases of Salmonella represents 4,900 to 7,600 actual cases (Ref 50). For E. coli 0157:H7, an 

average 22 laboratory-confirmed cases per year may actually represent 2,200 to 4,300 total juice-

related cases (Ref 50). Therefore, the actual number of illnesses from the outbreaks described 

in .sections I. A and LB of this document is much greater than the confumed number of illnesses. 

Although the actual number is unknown, it may bc estimated by scientific means. 
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QUESTIONS AND ANSWERS ON PROPOSED JUICE REGULATIONS 

What is the President announcing today? 
The President is atmouncing two proposed regulations by the Food and Dmg Administration to 
improve the safety of fiuit and vegetable juices. 

What do the proposals do? 
There are two proposed regulations. The first would require that all juice processors, except 
retail processors, of both fruit and vegetable juices implement a HACCP system for their products 
to protect the public from health hazards. The second is intended as an interim measure of 
protection before the HACCP system is in place and would require packaged fresh juice to be 
labeled with a warning statement advising consumers of the potential risks of juice that has not 
been processed to eliminate dangerous bacteria. 

What efTect will these regulations have? 
Processors, except retail processors, of fresh, unpasteurized juices would be required to take extra 
steps to reduce the numbers of microorganisms that may be in their products to an amount 
roughly equivalent to that achieved by pasteurization. The proposed HACCP regulation does not 
prescribe what these steps must be, allowing the processor the flexibility to choose a technique 
that fits into his process and is effective. Prior to having a HACCP program in place, processors 
who do not pasteurize or use a comparable process would be required to include a warning 
statement on their label However, retail processors selling juice that is consumed on-site are 
exempt from this labeling requirement. Examples of these types of processors include restaurants, 
juice bars, and a child with the lemonade stand. The retail processor who packages the untreated 
juice for consumption oflF-site, such as a grocery store that squeezes and bottles orange juice for 
home use, is required to do labeling. 

Consumers can expect to see labels on juice products that give them important information about 
the product. If the juice has not undergone pasteurization or a comparable treatment, a consumer 
may see a warning statement such as: "WARNING: This product has not been pasteurized and, 
therefore, may contain harmful bacteria that can cause serious illness in children, the elderly, and 
persons with weakened immune systems". 

What is HACCP? 
HACCP stands for Hazard Analysis and Critical Control Point system. It is a systematic 
approach to the identification, assessment, and prevention of all types of risk ~ biological, 
chemical, and physical ~ that may occur in a food production process or practice. When 
implementing a HACCP system, a food producer develops a plan that anticipates and identifies 
the points in the production process where a failure to control the process would likely result in 
contamination of the food. HACCP is regarded as the state-of-the-art means to ensure the safety 
and integrity of the food suuply. 
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Has HACCP been successfully implemented for other foods? 
Yes, HACCP is currently being implemented in the seafood, meat and pouUry produrtion 
industries. Also FDA's low-acid canned food regulations, which have been in place since 
the 1970s, are HACCP-based regulations. 

Why isn't HACCP applied to every food product? 
HACCP allows processors to assess their procedures on an ongoing basis and make 
changes to deal with any problems they find. As FDA gains experience from pilot 
programs and seafood HACCP implementation, it will consider expanding the scope of 
mandatory HACCP requirements to include other foods as the need arises. 

Are juices safe? 
Juice products, in general, are safe and nutritious foods. However, the growing record of 
consumer illness in recent years demonstrates that a problem exists that must be dealt with, 
particularly in unpasteurized products. FDA's proposals are developed to reduce the potential for 
foodbome illness and assure that consumers can continue to rely on safe juice products. 

How many people have been injured by contaminated juice? 
Since 1982, approximately 500 confirmed cases of foodbome illness traceable to contaminated 
juice have been reported, including the 1996 outbreak caused by fresh apple juice that resulted in 
66 cases of ilhiess and the death of one child. Unfortunately, we do not know the actual number 
of juice-related illnesses because these types of ilhiess are underreported. Individuals may not 
experience all of the symptoms or have severe enough symptoms to seek medical attention. 
Additionally, medical personnel may simply treat the symptoms without determining the 
underlying cause. Factoring in this underreporting, it is possible to estimate that the combined 
effect of these 2 proposals will prevent between 16,000 and 48,000 illnesses annually and 4 or 5 
deaths. Note: The number of illnesses may change as a result of recalculations to 

accomodate the changes in the draft regs. 

What are the problems with juices that are being addressed in the proposed regulations? 
The proposed regulations will cover a wide range of hazards that may result in foodbome iUness, 
including microbial, chemical, and physical contamination. During the past several years, 
outbreaks of foodbome iUness have been associated with the consumption of juice and beverages 
containing juice that have not been pasteurized or otherwise treated to destroy pathogens. In the 
Fall of 1996, an outbreak of E. coli 0157:H7 from fresh apple juice resulted in 66 illnesses and 
the death of one child in the western United States and Canada. Other pathogens have also been 
associated with outbreaks. These include Salmonella and Cryptosporidium in apple cider, 
Bacillus in orange juice, Salmonella in unpasteurized orange juice and in orange drink, andVibrio 
cholerae in coconut milk. 

Illnesses have also been caused by other substances present in juices. Examples include tin 
leached from the can lining, use of poisonous parts of plants to make the juice, the undeclared 
presence of food insredients such as sulfites and FD«feC Yellow No 5, residues from improper 
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sanitation procedures, and the presence of glass, or other hazardous materials. Other types of 
chemical and physical hazards have the potential to cause iUness, such as patiilin, a toxin that can 
occur in juice when excessive levels of moldy apples are used in processing, and toxic elements 
(e.g., lead). The HACCP proposal will cover these types of hazards, as well as microbial 
contamination. 

Have the problems with juice increased in recent years? 
Yes. the incidence of ilhiess associated with consumption of fresh juice products has mcreased m 
recent years. Some of the microorganisms involved are newly emerging strains such as E. coli 
0157B.1 which has adapted to acidic conditions in foods such as juices and Cryptosporidium. 

Which juices pose the highest risk? 
Apple juice/cider that has not been treated to destroy pathogens, such as E. coli 0157:H7, is 
associated with the greatest incidence and severity of reported illnesses. 

How risky is juice compared to other foods? 
All foods have the potential to be contaminated with a microbial, chemical, or physical hazard that 
can cause illness or mjury, so, it is impossible to make this comparison. Food producers and 
manufacturers are aware of this and take steps to minimize the opportiinity for contamination to 
occur. Juices, particularly those not treated to destroy pathogens, provide a potentially favorable 
environment for supporting the growth of pathogens. However, juices treated to destroy 
pathogens are generally safe and nutritious. 

Should children drink unpasteurized juice? 
FDA advises consumers that, due to the increased risk of illness from pathogens, unpasteurized 
juice not be given to children, the elderly, or anyone who has a significantly weakened immune 
system. 

How much juice is consumed in the United States? By whom? 
Americans consume approximately 2.3 billion gallons of juice every year. Juice consumption at 
both ends of the age spectmm is high. Children under 6 years of age drink 16% of the juice 
consumed and this amount accounts for 50% of their fioiit intake. Adults over 59 consume 20% 
of the juice. 

What juices are consumed most? 
Orange juice is by far the most-consumed juice at 1.4 bilUon gallons annually. Other 
popular juices with American consumers are apple juice (166 million gallons), grapefiruit 
juice (166 million), pineapple juice (91 million), tomato and other vegetable juices (78 
million), and grape juice (75 million). 

How many juice processors are there? 
There are approximately 3,000 juice processors in the U.S. 
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Why not require pasteurization for juice rather than mandating HACCP systems? 
Pasteurization cannot replace a HACCP system. First of all, pasteurization may be too 
prescriptive a standard for attaining the level of juice safety that FDA is proposing. There are 
currently other technologies that may be used to achieve the same level of safety for certain juices. 
Furthermore, FDA wishes to provide the flexibility for processors to use new technologies as they 
are developed. Second, while pasteurization may eliminate or reduce the microbial hazard, a 
HACCP system will control the chemical (such as toxic elements and naturally-occuning toxins) 
and physical (glass and metal) hazards. 

Is juice pasteurization the same as milk pasteurization? 
Essentially, yes. Both milk and juice pasteurization involve time and temperature-
dependent heat treatments to destroy pathogens. The exact combination of tune and 
temperature used will vary with the type of juice and whether the juice is to be stored in 
the refiigerator or on the pantry shelf 

Are all juices covered by the regulations? 
The labeUng proposal affects only those juices that have not been pasteurized or otherwise treated 
to eliminate pathogens. In other words, only fresh, untreated juices will have to bear a warning 
statement. Juices processed, sold, and consumed in restaurants and other similar retail 
establishments do not require this labeling. These juices are less than 3% of all juice on the 
market. 

The HACCP regulation covers all juice processors, except retailers. 

What about roadside cider stands? 
A roadside stand that presses the juice at the stand does not have to have a HACCP 
system but it will have to label if it is sold for consumption oflf-site. If it sells juice pressed 
elsewhere, the juice processor will have to have the HACCP plan. 

What about a child's lemonade stand? 
Juice that is produced and consumed on-site at retail will not have to be labeled or be 
processed under a HACCP system. This exemption would include juice bars and 
restaurants. 

Would the proposed rules apply to imported juice products? 
The rules would apply to all juice products sold in interstate commerce, including all imported 
juice products. 

When will these regulations become effective? How will these regulations affect this juice 
season? 
It is proposed that the HACCP regulation become effective one year after publication of the final 
rule with a two or three year phase-in period for small and very small businesses. FDA is asking 
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for comment on the appropriate lengtii of the phase-in period and on the need for a longer phase-
in period (perhaps 5 years) for those very small business that process 40,000 or fewer gallons of 
juice annually. FDA is also seeking comment on including, in the definition of "retailer", very 
small businesses (total production 40,000 or fewer units annually) that process juice on premises 
for consumption on-site, but also have Umited sales oflf-premise. Implementing a HACCP 
program requires planning, training of personnel, and possibly the purchase of new equipment by 
producers. For these reasons, it is not feasible to make the rules effective for the next cider 
season. 

The agency plans to have the labeUng regulation in place by September of this year, in time for the 
1998 cider season. Because of the short eflfective date, the agency has proposed allowing 
flexibility in how the warning statement appears. While the agency intends to require the warning 
statement appear on the label of the product itself; we are proposing a phase-in period until 
January 1, 2000 (January 1,2001 for small businesses) during which the statement can appear on 
placards, signs, or other point-of-purchase materials so long as such labeling is prominent enough 
to effectively inform consumers. 

How will these regulations aflect small businesses? 
The proposed HACCP regulation gives small juice processors additional time to comply and asks 
for comment on the length of the phase-in period (3 or 5 years) for very small processors (e.g., 
those that process 40,000 or fewer gallons aimually). 

How much of the past problem would be solved by this regulation? 
HACCP controls would greatly reduce the occurrence of microbial, chemical, and physical 
contamination that has caused problems in the past. The performance standard in the HACCP 
regulation would likely have eliminated the pathogens that caused most of the problems with 
juices in the past, including the recent apple juice ilhiesses and deaths. 

How do the juice regulations fit into the President's Food Safety Initiative? 
When President Clinton announced the Food Safety Initiative, HACCP mles for seafood and for 
meat and pouUry were highlighted as an important part of improving the food safety system in this 
country. Expanding HACCP to other appropriate foods, particularly juice, was one of the key 
goals. In fact, the President noted when introducing the Food Safety Initiative in his radio address 
on January 25, 1997, that no parent should have to be concerned about the juice they pour for 
their child at breakfast. 

Why has it taken so long for FDA to act when the dangers were so well documented? 
The mlemaking process depends on a thorough evaluation of all the available data and options. 
During this process. FDA published a notice last August explaining the steps the agency intended 
to take to enhance the safety of juices, including issuing these proposals, and urged processors to 
voluntarily take preventive steps to prevent microbial contamination and to label unpasteurized 
juices. In addition, the agency embarked on an education campaign for consumers, distributing 
information on juice safety to 7.500 state and local extension agents for use in their consumer 
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education programs and to 80,000 day-care providers and elementary school principals, and 
providing articles to more than 10,000 newspapers. On the processor side, FDA has also 
participated in workshops on safe production of juice products targeted to small processors in 
several regions of the U.S. 

How will FDA enforce these rules? 
As proposed, FDA will have authority to conduct official reviews of all of the records associated 
with maintaining a HACCP system to ensure that producers are in compliance with the proposed 
requirements. If a producer is out of compliance or does not have a HACCP program, any 
product offered for sale by that establishment would be considered adukerated and subject to 
seizure. If a firm fails to meet the labeling requirement, FDA can take any of several kinds of 
enforcement actions, including seizing the food. 

What are the costs of the rules? 
The costs of both mles is estimated at $50 million m the first year and $30 million annually in 
subsequent years. These total costs are far exceeded by the total aimual benefits of $170 million. 

Note: These numbers are being recalculated based on changes made to the 
proposed regs. 

Will there be an additional cost to consumers? 
Whether an individual producer chooses to pass on any additional costs is up to that producer. 
However, an additional cost for juice is a small price to pay for the large margin of safety gained. 

What are the juices that are consumed in greatest quantities in the U.S.? 
There are several. Apple, orange, grape, cranberry, grapefiuit, and tomato juices are among those 
consumed in the greatest amounts. 

Many consumers enjoy fresh squeezed orange juice purchased at retail outlets — will that 
have to be pasteurized? 

Pasteurization will not be mandatory under the proposed HACCP regulation. When oranges have 
an intact outer skin, contamination of the interior firuit is unlikely. Processors have various 
options available for assuring the safety of the juice. For example, the surface of intact oranges 
may be treated to eliminate any potential contamination. Once the fruit is opened, however, the 
processor must use appropriate methods to assure the juice does not become contaminated. 
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QUESTIONS AND ANSWERS ON PROPOSED JUICE REGULATIONS 

What is the President announcing today? 
The President is announcing two proposed regulations by the Food and Drug Administration to 
improve the safety of fiaiit and vegetable juices. 

What do the proposals do? 
There are two proposed regulations. The first would require that all juice processors, except 
retail processors, of both fiiait and vegetable juices implement a HACCP system for their products 
to protect the pubUc from health hazards. The second is intended as an interim measure of 
protection before the HACCP system is in place and would require packaged fresh juice to be 
labeled with a warning statement advising consumers of the potential risks of juice that has not 
been processed to eliminate dangerous bacteria. 

What efTect will these regulations have? 
Processors, except retail processors, of fi"esh, unpasteurized juices would be required to take extra 
steps to reduce the numbers of microorganisms that may be in their products to an amount 
roughly equivalent to that achieved by pasteurization. The proposed HACCP regulation does not 
prescribe what these steps must be, allowing the processor the flexibility to choose a technique 
that fits into his process and is effective. Prior to having a HACCP program in place, processors 
who do not pasteurize or use a comparable process would be required to include a warning 
statement on their label. However, retail processors selling juice that is consumed on-site are 
exempt firom this labeling requirement. Examples of these types of processors include restaurants, 
juice bars, and a child with the lemonade stand. The retail processor who packages the untreated 
juice for consumption off-site, such as a grocery store that squeezes and bottles orange juice for 
home use, is required to do labeling. 

Consumers can expect to see labels on juice products that give them important information about 
the product. If the juice has not undergone pasteurization or a comparable treatment, a consumer 
may see a warning statement such as: "WARNING: This product has not been pasteurized and, 
therefore, may contain harmflil bacteria that can cause serious ilhiess m children, the elderly, and 
persons with weakened immune systems". 

What is HACCP? 
HACCP stands for Hazard Analysis and Critical Control Point system. It is a systematic 
approach to the identification, assessment, and prevention of all types of risk ~ biological, 
chemical, and physical ~ that may occur in a food production process or practice. When 
implementing a HACCP system, a food producer develops a plan that anticipates and identifies 
the points in the production process where a failure to control the process would Ukely result in 
contamination of the food. HACCP is regarded as the state-of-the-art means to ensure the safety 
and integrity of the food supply 
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Has HACCP been successfully implemented for other foods? 
Yes, HACCP is currentiy being implemented in the seafood, meat and poultry production 
industries. Also FDA's low-acid canned food regulations, which have been in place since 
the 1970s, are HACCP-based regulations. 

Why isn't HACCP applied to every food product? 
HACCP allows processors to assess their procedures on an ongoing basis and make 
changes to deal with any problems they find. As FDA gains experience fi-om pilot 
programs and seafood HACCP implementation, it Avill consider expanding the scope of 
mandatory HACCP requirements to mclude other foods as the need arises. 

Are juices safe? 
Juice products, in general, are safe and nutiitious foods. However, the growing record of 
consumer iUness in recent years demonstrates that a problem exists that must be dealt with, 
particularly in unpasteurized products. FDA's proposals are developed to reduce the potential for 
foodbome illness and assure that consumers can continue to rely on safe juice products. 

How many people have been injured by contaminated juice? 
Since 1982, approximately 500 confirmed cases of foodbome illness traceable to contaminated 
juice have been reported, including the 1996 outbreak caused by fi^esh apple juice tiiat resuUed in 
66 cases of illness and the death of one child. Unfortunately, we do not know the actiial number 
of juice-related illnesses because these types of ilhiess are underreported. Individuals may not 
experience all of the symptoms or have severe enough symptoms to seek medical attention. 
Additionally, medical personnel may simply treat the symptoms without determining the 
underlying cause. Factoring in this underreporting, it is possible to estimate that the combined 
effect of these 2 proposals will prevent between 16.000 and 48,000 illnesses annually and 4 or 5 
deaths. Note: The number of illnesses may change as a result of recalculations to 

accomodate the changes in the draft regs. 

What are the problems with juices that are being addressed in the proposed regulations? 
The proposed regulations will cover a wde range of hazards that may resuh in foodbome iUness, 
mcluding microbial, chemical, and physical contamination. During the past several years, 
outbreaks of foodbome iUness have been associated witii the consumption of juice and beverages 
containmg juice tiiat have not been pasteurized or otherwise Ueated to destroy pathogens. In the 
FaU of 1996, an outbreak of E. coli 0157:H7 fi-om fi-esh apple juice resulted in 66 iUnesses and 
the deatii of one child m the western United States and Canada. Other pathogens have also been 
associated with outbreaks. These include Salmonella and Cryptosporidium in apple cider, 
Bacillus in orange juice. Salmonella in unpasteurized orange juice and in orange drink, andVibrio 
cholerae in coconut milk. 

IUnesses have also been caused by other substances present in juices. Examples include tin 
leached from the can lining, use of poisonous parts of plants to make the juice, the undeclared 
presence of food insredients such as sulfites and FD&C Yellow No. 5, residues from improper 
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sanitation procedures, and the presence of glass, or other hazardous materials. Other types of 
chemical and physical hazards have the potential to cause ilhiess, such as patiiUn, a toxin that can 
occur in juice when excessive levels of moldy apples are used in processmg, and toxic elements 
(e.g., lead). The HACCP proposal will Cover these types of hazards, as weU as microbial 
contamination. 

Have the problems with juice increased in recent years? 
Yes, the incidence of ilhiess associated with consumption of fi-esh juice products has mcreased m 
recent years. Some of the microorganisms involved are newly emerging stiains such as E. cob 
0157\R7 which has adapted to acidic conditions m foods such as juices and Cryptosporidium. 

Which juices pose the highest risk? , ^ , CT XJT 
Apple juice/cider that has not been treated to destroy pathogens, such as £. coh 0157:H7, is 
associated with the greatest incidence and severity of reported Ulnesses. 

How risky is juice compared to other foods? 
AU foods have the potential to be contaminated with a microbial, chemical, or physical hazard that 
can cause ilhiess or injury, so, it is impossible to make this comparison. Food producers and 
manufactiirers are aware of this and take steps to nunimize the opportunity for contammation to 
occur. Juices, particularly those not treated to destroy pathogens, provide a potentially favorable 
environment for supporting the growth of pathogens. However, juices treated to destroy 
pathogens are generally safe and nutritious. 

Should children drink unpasteurized juice? 
FDA advises consumers that, due to the mcreased risk of illness from pathogens, unpasteunzed 
juice not be given to children, the elderly, or anyone who has a significantiy weakened immune 
system. 

How much juice is consumed in the United States? By whom? 
Americans consume approximately 2.3 bilUon gaUons of juice every year. Juice consumption at 
both ends of the age spectrum is high. Children under 6 years of age drink 16% of the juice 
consumed and this amount accounts for 50% of theh fiiiit mtake. Adults over 59 consume 20% 
of the juice. 

What juices are consumed most? 
Orange juice is by far the most-consumed juice at 1.4 bUhon gaUons annually. Otiier 
popular juices with American consumers are apple juice (166 miUion gaUons), grapefi-uit 
juice (166 miUion), pineapple juice (91 miUion), tomato and other vegetable juices (78 
million), and grape juice (75 miUion). 

How many juice processors are there? 
There are approximately 3,000 juice processors in the U.S. 
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Why not require pasteurization for juice rather than mandating HACCP systems? 
Pasteurization cannot replace a HACCP system. First of aU, pasteurization may be too 
prescriptive a standard for attaining the level of juice safety that FDA is proposing. There are 
currently other technologies that may be used to achieve the same level of safety for certain juices. 
Furthermore, FDA wishes to provide the flexibiUty for processors to use new technologies as they 
are developed. Second, while pasteurization may elimmate or reduce the microbial hazard, a 
HACCP system will control the chemical (such as toxic elements and natiirally-occurring toxins) 
and physical (glass and metal) hazards. 

Is juice pasteurization the same as milk pasteurization? 
Essentially, yes. Both mUk and juice pasteurization involve time and temperaUire-
dependent heat treatments to destroy pathogens. The exact combmation of time and 
temperahire used wUl vary witii tiie type of juice and whether the juice is to be stored in 
the refiigerator or on the pantry shelf 

Are all juices covered by the regulations? 
The labeUng proposal affects only those juices that have not been pasteurized or otherwise treated 
to eUmmate pathogens. In other words, only fresh, untreated juices wiU have to bear a warning 
statement. Juices processed, sold, and consumed in restaurants and other sinular retail 
estabUshments do not require this labeling. These juices are less than 3% of all juice on the 
market. 

The HACCP regulation covers all juice processors, except retailers. 

What about roadside cider stands? 
A roadside stand that presses the juice at the stand does not have to have a HACCP 
system but it wUl have to label if it is sold for consumption ofif-site. If it seUs juice pressed 
elsewhere, the juice processor wUl have to have the HACCP plan. 

What about a child's lemonade sUnd? 
Juice that is produced and consumed on-site at retaU will not have to be labeled or be 
processed under a HACCP system. This exemption would include juice bars and 
restaurants. 

Would the proposed rules apply to imported juice products? 
The rules would apply to all juice products sold in interstate commerce, including aU unported 
juice products. 

When will these regulations become effective? How will these regulations affect this juice 
season? 
It is proposed that the HACCP regulation become effective one year after publication of the final 
rule with a two or three year phase-in period for small and very smaU businesses. FDA is asking 
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for comment on the appropriate lengtii of the phase-in period and on the need for a longer phase-
in period (perhaps 5 years) for tiiose very small business tiiat process 40,000 or fewer gaUons of 
juice annuaUy. FDA is also seekmg conunent on includmg, m the definition of "retailer", very 
smaU businesses (total production 40,000 or fewer units annuaUy) that process juice on premises 
for consumption on-site, but also have lijnited sales oflf-premise. Implementing a HACCP 
program requires planning, training of personnel, and possibly the purchase of new equipment by 
producers. For these reasons, it is not feasible to make the rules eflfective for the next cider 
season. 

The agency plans to have the labeUng regulation m place by September of this year, in time for the 
1998 cider season. Because of the short eflfective date, the agency has proposed aUowing 
flexibility in how the warning statement appears. WhUe tiie agency intends to require the warning 
statement appear on the label of the product itself; we are proposing a phase-in period until 
January 1, 2000 (January 1,2001 for small businesses) during which the statement can appear on 
placards, signs, or other point-of-purchase materials so long as such labeUng is prominent enough 
to eflfectively inform consumers. 

How will these regulations affect small businesses? 
The proposed HACCP regulation gives small juice processors additional time to comply and asks 
for comment on the length of tiie phase-in period (3 or 5 years) for very small processors (e.g., 
those that process 40,000 or fewer gaUons annually). 

How much of the past problem would be solved by this regulation? 
HACCP controls would greatly reduce the occurrence of microbial, chemical, and physical 
contamination that has caused problems in the past. The performance standard in the HACCP 
regulation would Ukely have eliminated the pathogens tiiat caused most of the problems with 
juices in the past, including the recent apple juice illnesses and deaths. 

How do the juice regulations fit into the President's Food Safety Initiative? 
When President CUnton announced the Food Safety Initiative, HACCP rules for seafood and for 
meat and pouhry were highlighted as an important part of improving the food safety system in this 
country. Expanding HACCP to other appropriate foods, particularly juice, was one of the key 
goals. In fact, the President noted when intioducing the Food Safety Initiative in his radio address 
on January 25, 1997, that no parent should have to be concerned about the juice they pour for 
their child at breakfast. 

Why has it taken so long for FDA to act when the dangers were so well documented? 
The mlemaking process depends on a thorough evaluation of all the available data and options 
During this process. FDA published a notice last August explaining the steps the agency intended 
to take to enhance the safety of juices, including issuing these proposals, and urged processors to 
voluntarily take preventive steps to prevent microbial contammation and to label unpasteurized 
juices. In addition, the agency embarked on an education campEugn for consumers, distributing 
information on juice safety to 7.500 state and local extension agents for use in their consumer 
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education programs and to 80,000 day-care providers and elementary school principals, and 
providing articles to more than 10,000 newspapers. On the processor side, FDA has also 
participated in workshops on safe production of juice products targeted to small processors in 
several regions of the U.S. 

How will FDA enforce these rules? 
As proposed, FDA will have authority to conduct oflficial reviews of all of the records associated 
vvith mamtaimng a HACCP system to ensure that producers are in compUance with the proposed 
requirements. If a producer is out of compUance or does not have a HACCP program, any 
product offered for sale by that estabUshment would be considered adulterated and subject to 
seizure. If a firm faUs to meet the labeUng requhement, FDA can take any of several kinds of 
enforcement actions, including seizing the food. 

What are the costs of the rules? 
The costs of bulli luks is tstimated at $50 uiUUoii hi tht first ytai and $30 iiulUoii aimuaUy in 
subsequent years. The&c total costs ate far exceeded by the tuUl annual bLUtfiti of $170 milUon. 

Note: These numbers are being recalculated based on changes made to the 
proposed regs. 

Will there be an additional cost to consumers? 
Whether an individual producer chooses to pass on any additional costs is up to that producer. 
However, an additional cost for juice is a smaU price to pay for the large margin of safety gmned. 

What are the juices that are consumed in greatest quantities in the U.S.? 
There are several. Apple, orange, grape, cranberry, grapefiuit, and tomato juices are among those 
consumed in the greatest amounts. 

Many consumers enjoy fresh squeezed orange juice purchased at retail outiets — will that 
have to be pasteurized? 

Pasteurization will not be mandatory under the proposed HACCP regulation. When oranges have 
an intact outer skin, contamination of the interior fruit is unlikely. Processors have various 
options available for assuring the safety Of the juice. For example, the surface of intact oranges 
may be treated to eliminate any potential contamination. Once the fruit is opened, however, the 
processor must use appropriate methods to assure the juice does not become contaminated. 



Average Annual Volume of Production - Apple Cider 

Average Volume 
% of Cider 
Producers % of Total Volume 

< 10,000 gals 55 5 

< 50,000 gals 88 19 

< 100,000 gals 92 22 

< 500,000 gals 96 41 

< 1 million gals 98 59 

> 1 million gals 2 40 

Average Annual Value of Cider Sales 

Ave. Value of Cider Sale % of Cider Producers 

< $ 10,000 39 

< $25,000 61 

< $40,000 74 

< $55,000 81 

> $55,000 24 

Note: Numbers are based on averages and represent rough estimates. 
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D R A F T Arthur Whitmore (202) 205-4144 

FDA PROPOSES MEASURES TO INCREASE SAFETY OF FRESH JUICES 

The Food and Drug Administration today proposed regulations to help ensure fruit and 

vegetable juices - particularly fresh, unpasteurized juices - are free fiom illness-causing 

microbes and other contaminants. The measures would put special requirements on 

manufacturers of fresh, unpasteurized juice products because fresh juices are not heat-treated to 

kill microbes. 

The proposals would require all juice processors to implement hazard-control and 

sanitation procedures at their plants. Processors of fresh, unpasteurized juices would be required 

to take extra steps to reduce the numbers of microbes in their products to an amount roughly 

equivalent to that achieved by pasteurization. In addition, special labels would be required 

on juices that are not pasteurized or otherwise treated to kill microbes. 

The special labeling^ind extra safety steps)For fresh juice products would apply only to a 

relatively small number of processors because most juice sold in the United States ~ about 98 

percent ~ is pasteurized. 

"Consumers can rely on the safety of most juice products, particulary juice products 

which have been pasteurized," said Michael Friedman. M.D., lead deputy commissioner of the 

Food and Drug Administration. "However, during the past several years, a small but increasing 

number of consumers have gotten sick from juice products - usually unpasteurized juices --

because they carried some sort of pathogenic microbe." 

"We also want consumers to know that that fresh juices - which arc not pasteurized -

carry a small but real additional risk of carrying bacteria or other patliogcnic microorganiisms 

that could cause sickness, and that products that are unpastuerized or otherwise untreated to kill 



microbes present a potential risk to young children, the elderly, or anyone who has a m^pressed' 

immune system from cancer treatment, HIV infection or other signficant health problem." 

The prososed rules would require implementation of Hazard Analysis and Critical 

A 

Control Point (HACCP) programs at all juice processing plants, both foreign and domestic, that 

sell juice products in the United States. HACCP programs are hazard-control systems designed 

to prevent contamination of a food product fiom occurring, or if it does occur, to detect it before 

the product enters the market. A typical HACCP program imposes specific sanitation procedures 

and record-keeping requirements on operators of food processing facilities. HACCP programs 

are already federally required at meat, poultry and seafood processing plants. 

As part of their HACCP plans, juice processors would be required to achieve a 100,000-fold 

reduction in the numbers of microbes in a finished product compared to levels measured at the 

beginning of the production. This ordnr of mnEnit\idft is comparable to the microbial reduction 

achieved by milk pasteurization. Juice processors would be fi-ee to employ microbial reduction 

methods other than pasteurization, including washing, scrubbing, antimicrobial solutions, 

alternative technologies or a combination of these, as long as they could be shown to achieve the 

targeted 100,000-fold reduction..(̂  

The proposed rule also would require processors to develop standard operating 

procedures for monitoring plant and equipment sanitation, and to perform monitoring and record 

keeping necessary to verify and validate HACCP program fianction and product safety. 

A second proposal would require warning labels on juice products that 

haven't been processed to destroy pathogens. The label would state that the product is not 



treated to kill microbes, that the product may contain pathogens known to cause serious illness, 

and that the risk of serious ilhiess is greatest for children, the elderly and people with weakened 

immune systems. 

Warning labels on untreated juice products would ensure consumers are adequately 

informed of the risks while HACCP programs are being implemented at processing plants. 

Warning labels would not be required on juice products that are processed under HACCP 

programs. 

The proposal also would reqwre retail outlets such as juice baii(that sell untreated juices 

to post placards on the premises bearing the same warning as that proposed for product labels ^ 

FDA's proposal was developed with input from the public, industry and the National "̂ -̂  

Advisory Conmiittee on Microbiological Criteria for Foods (NACMCl ), an advisory panel of 

independent experts who provide guidance to FDA on matters concerning the safety and ^>--

regulation of foods. In December 1996, FDA convened a two-day public hearing to review the 

science, technology and manufacturing practices related to the safe production of fresh juices. 

Following that hearing, the NACMCF concluded that there are safety concerns with juices, 

especially unpasteurized juices, and recommended that juice processors adopt HACCP programs. 

FDA is soliciting comments from the public and industry on its proposals. The ftiU 

proposal̂ was published today in the Federal Register. CommenLs may bc submitted for the next 

75 days on HACCP issues and the next 30 days on labeling issues to FDA's Dockets 

Management Branch, IlFA-305, Food and Drug Administration, 12410 Parklawn Drive, Room 

1-23, Rockviile, Md. 20857. 

#### 
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Table 4. Heat-Treatable Microbial Hazards 

Evidence from outbreaks 

Year Juice Hazard CRSCS Cause Source 
1975 

1991 

1991 

1993 

1995 

1996 

1996 

1996 

1996 

Apple cider Salmonella 
typhimurium 

Apple cider Escherichia coli 
0157:H7 

Coconul 
milk 

Vibrio cholerae 
01 

Af^le cider Cryptosporidium 
parvum 

Orange Salmonella 
juice Hartford, 

Gaminara, 
Rubinskw 

Apple juice E. coli 0157: H7 

Apple cider E. coli 0157: H7 

Apple cider E. coli 0157: H7 

Apple cider C. parvum 

296 

23; 6 
ho îtalized; 
4 HUS 
4(6 
consumed 
product) 
160 

62 

66; 14 HUS; 
1 death 
14; 7 
hospitalized; 
3 HUS 
6 

31(20 
confirmed) 

Drop apples; orchard 
fertilized with cow 
manure; unpasteurized 
Drop apples; 
unpasteurized 

Heavy contamination 
during manu&cturing in 
Thailand; unpasteurized 
Aisles contaminated with 
calf feces; unpasteunzed 
Inadequate sanitation and 
cleaning; unpasteurized 

Unpasteurized 

Drop apples; 
unpasteurized 

Apple cider made at 
church event 
Unpasteurized; well water 
used for rinsing contained 
coliforms 

CDC 1975 

Be&seretal. 1993 

Taytoretd. 1993 

Millard etal. 1994 

Cooketal. 1996 

CDC 1996h 
CDC 1997 
CDC 1997 

GrifBn 1996 

CDC 1997 



Evidence from recalls 

Year Jidcc Hazard Cases Caiue Source 

1993 

1996 

1996 

1989 

Flavored 
drinks 

Orange 
joioe 
Orange 
Julius drink 

C. parvum 

Bacillus cereus; 
yeast 
Salmonella agona 23 

Cannot be 
separated 
from water-
borne cases 
85 cases 

From contaminated city 
water simply 

Fermented 

Evidence from state investigations 
1966 Apple cider E. eo//0157:H7 1 Cow manure on clothes of 

former making cider 

Orange 
juice 

1993 Carrot juice 

(suspected; the 
pathogen was 
unknown in 1966) 

Salmonella typhi 

Clostridium 
botulinum 

69; 21 
hospitalized 

1 
hospitalized 

Infected woiker 

Home-made 

FDA recall data 

FDA recall data 

FDA recall data 

Personal communication 
with Marshall Deasy, 
Pennsylvania State 
Health Dept., January 15, 
1997 
Personal communication 
with Mike Cambridge, 
New York State Health 
Dept., January 22, 1997 
Personal communication 
with Patty Walker, 
Washington State Health 
Dept., Januaiy 15, 1997 



Year Jvice Hazard Cases Cause Source 
1993 

1993 

1994 

Orange 
juice 

Watermelon 
drink 

Orange 
juice 

Yeast or unknown 
toxicant 

23; 1 person 
saw 
physician 

Salmonella spp. 18 

B. cereus; yeasi 21 

Improper storage time and 
container 

Home-made 

Juice left at room 
temperature 

Personal communication 
with Sharon Kanun, Ohio 
State Health Dept, 
January 21,1997 
Personal conununicatioD 
with Roberta Hammond, 
Florida State Health 
Dept., Januaiy 21,1997 
Persoual communication 
with Sharon Thompson, 
Alabama State Health 
Dept., Januaiy 17,1997 



Table 5. Distribution of Severity for Main Microbial Pathogens 

Hazard Distributioo of cases by ! Characteristics of mild 
severity (percent) i case 

Characteristics of 1 
moderate case I 

Characteristics of severe 
case 

Escherichia coli 
0157;H7 

Mild: SO 1 Nausea, cramping, 
Moderate: 32 | diarrhea, bloody stools 
Severe: 18 ' { 

Nausea, cramping, 
diarrhea, bloody stools 
headache, muscle pain, 
fever, dehydration 

Hospitalization; 20 
percent develop HUS; 
80 percent develop 
hemorrhage colitis; case 
fatality rate - 2-2.5 
percent, with HUS and 
hemorrhagic colitis each 
accounting for half of 
Vitalities 

Salmonella 
(nasi ti^hi) 

Mild: 60-70 i Dianliea, nausea. 
Moderate: 20-30 i vomiting, abdominal 
Severe: 5-15 { aamping; lasts 1-2 days 

1 Same as mild, but lasting 
up to one week 

Headache, possible 
iisver, hospitalization; 
fttal cases about 0.1 
percent of total 

Cryptosporidium 
parvum 

r Mild: 90 i Wateiy diarrhea, lasttog 
Moderate: 9 | ona di^ to several 

1 Severe: 1 | weeks, abdominal 
]_ j_qramginĝ  

1 Same as mild, but lasting 
longer 

1 Hospitalization 

Bacillus cereus rMild: most cases rDiartbea, abdominal 
1 Moderate: rare i cramping 

Same as mild, with 
vomiting 

Administration 1997. 
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DRAFT 

PRESIDENT CLINTON ANNOUNCES NEW MEASURES 
TO INCREASE SAFETY OF FRESH JUICES 

April 18, 1998 

In his radio address today, President Clinton will announce the publication of a new rule to 
increase the safety of fruit and vegetable juices. The new regulations effect all juices, but have 
special provisions to help control illnesses that may come from fresh, unpasteurized juices, and 
require labels to alert those most at risk of food-bome illness such as children. Specifically, the 
rules require all Juice processors implement a Hazard Analysis and Critical Control Point 
(HACCP) program, and require processors of fresh juices to greatly reduce the number of 
microbes in their products. HACCP is a state of the art, science based method in which food 
producers develop plans that identify and control potentially dangerous points in the production 
process. As an interim measure, before the HACCP system is in place, the rules require 
packaged fresh juice to be labeled with a warning statement advising consumers of the potential 
risks of juice that has not been processed to eliminate bacteria. The Food and Drug 
Administration estimates that there are up to 48,000 cases of juice-related illness each year. 

The application of the HACCP rules to Juices is part of the President's Food Safety Initiative. 
HACCP rules have already been promulgated by the Administration for meat, poultry, and 
seafood. 

Reducing Hazards and Increasing Safety for Fresh Juices. The new rule will require 
processors that sell fresh, unpasteurized fruit and vegetable Juices to take extra steps to reduce 
the number of microbes in their products to an amount roughly equivalent to that achieved by 
pasteurization. Juice processors will be free to implement any method that achieves a targeted 
100,000-fold reduction in the numbers of microbes in the finished product including 
pasteurization, washing, scrubbing, antimicrobial solutions, alternative technologies, or a 
combination of these tecliniques. The proposed rule also would require processors to develop 
standard operating procedures under HACCP for monitoring plant and equipment sanitation and 
to keep records to ensure product safety. These new regulations are aimed at juice 
manufacturers who distribute their products to consumers and are not directed at the very small 
processors that sell minimal amounts of Juice such as roadside stands. Locations where Juice is 
consumed on premises, such as a roadside stand or restaurant would not be effected. 

Providing Warning Label for Consumers. The President will announce additional interim 
rules for the next three years that require warning labels on Juice products that have not been 
processed to reduce microbial risk. These labels will state that the product has not been treated to 
eliminate microbes; that the product may contain pathogens known to cause serious illness; and 
that the risk is greatest for children, the elderly, and people with weakened immune systems. 
These labels will be required for all manufacturers of fresh Juices. 



Clinton Administration Accomplishments In Improving Food Safety 

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

* February, 1998. Admini^ration announces its proposed food safety budget, which requests an 
approximate $101 million increase for food safety initiatives. 

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

* January, 1997. President announces new Early-Warning System to gather critical scientific data 
to help stop foodborne disease outbreaks quickly and to improve prevention systems further. 

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

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

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

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

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

*1993. Vice-President's National Performance Review issues report recommending government 
and industry move toward a system of preventive controls. 
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Average Annual Volume of Production ~ Apple Cider 

Average Volume 
% of Cider 
Producers % of Total Volume 

< 10,000 gals 55 5 

< 50,000 gals 88 19 

< 100,000 gals 92 22 

< 500,000 gals 96 41 

< 1 million gals 98 59 

> 1 million gals 2 40 

Average Annual Value of Cider Sales 

Ave. Value of Cider Sale % of Cider Producers 

< $ 10,000 39 

< $25,000 61 

< $40,000 74 

< $55,000 81 

> $55,000 24 

Note; Numbers are based on averages and represent rough estimates. 
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21 I 17 39 

May IS I 13 1 30 
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I 1 2 

S^Mabcr 
1 1 

la 3 19 3 41 

66 10 75 3 154 
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Northaaai Southewt Central National 
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ary Shalala Backs 
needle-Exchange Program 

By a WALL STRFET JOURNAL S t a f f Reporter 

WASHINGTON - Health and Human 
Services Secretary Donna Shalala en­
couraged local communities to engage in 
needle-exchange programs to fight AIDS, • 
but she said the federal government 
wouldn't fund those efforts. 

"We have concluded that needle-
exchange programs, as part of a compre­
hensive HIV prevention program, will 
decrease the transmission of HIV and 
will not encourage the use of illegal 

..drugs." Ms. Shalala said. 
The Clinton administration sought to 

.find a middle ground in the dispute over 
the controversial programs by support­
ing the concept of needle-exchange pro­
grams but not using federal dollars to 

. pay for them. However, the Christian 
'Coalition took aim at the administra­
tion's position. "This is more evidence 
that sending a consistent moral message 
to our children really isn't what the 
Clinton-Gore administration is( _ 
about," said Randy Tate, the gî up 
executive director. 

all, 

FDA to Propose Si 
To Improve Safety 
Of Fresh Fruit Juices 

By a WALL STREET JOURNAL S t a f f Reporter 

WASHINGTON - The Food and Drug 
Administration will propose new regula­
tions this week aimed at improving the 
safety of fresh fruit juices, particularly 
those made by small companies and road­
side orchards. 

About 9S9'f of fruit juices are pasteur­
ized and aren't harmful to consumers. In 
.1996, some Odwalla brand apple juice 
contaminated with the bacteria E. coli 
0157:H7 caused illnesses and one death. 

Under the new rules, manufacturers 
would be required to monitor the produc-

. tion process more closely. In addition, 
juices that aren't pasteurized will have to 
carry a label saying they could be harmful 
to children, the elderly and people with 
•weak immune systems. 

But some groups, such as the National 
Food Processors Association, are calling 
for even stronger action. Allen Matthys, an 
•association vice president, said the FDA 
should mandate that all juices be pasteur­
ized or otherwise treated for safety. 

"Heat treatment of juice destroys E. 
coli 0157:H7 and other pathogenic microor­
ganisms of public-health concern," he 

.said. "Juice or juice ingredients should 
• receive heat pasteurization or an equiva­
lent process sufficient to render these 
products free of dangerous microorga-

.nisms." 

HemisphemTrade Talks Prod Clinton 
On 'Fast Track' hut He Wont Act Soon 

By RoBERTis. GREEN'BERGER 
And̂ DB DAVIS 

Sinff Reporters nf/rnF. WALL STHKKT JOURNAL 

WASHING'EON-Despite President 
Clinton's promise to push for expanded 
trade authority, it isn't likely to happen 
soon. 

The president's case has been bolstered 
by last w/ekend's decision in Chile by the 
U.S. ancr33 other North and South Ameri­
can nations to begin talks toward a hemi-
sphere'-wide, free-trade area. At some 
point/after the talks begin, Washington 
could find itself out in the cold without 
"fast-track" authority, which permits the 

psident to negotiate trade pacts that Con­
fess can approve but not amend. 

The prospect of llu; rest i>f the lienii-
/sphere moving ahead with trade agree­
ments without the U.S. should make a com­
pelling case in Congress for fast track, 
some business groups believe. Other na-

' aren't likely to enter pacts knowing 
Congress could amend any deal made by 
the administration. 

"The idea that the U.S. could be ex­
cluded from actual negotiations taking 
place creates a different environment," 
says David Hirschmann, managing direc­
tor in charge of Western Hemisphere af­
fairs at the U.S. Chamber of Commerce. 
Last year, Mr. Clinton abandoned the fight 
for fast track when he failed to muster sup­
port. Meanwhile, regional groups in South 
America have moved ahead with pacts that 
exclude the U.S. 

Despite Mr. Chnton's promise last week 
to renew the fast-track campaign, the ad­
ministration isn't expected to begin a big 
push soon. There is little enthusiasm for 
new trade pacts. And the administration 
has other international items before Con­

gress, principally winning approval to ex­
pand the U.S. contribution to the Interna­
tional Monetery Fund. 

Democratic lawmakers and Clinton 
economic officials talk of a "tacit agree­
ment" not to bring up fast track this year 
so Democrats can unite around the admin­
istration's request for IMF funding. To win 
IMF votes, the administration had to forgo 
issues such as fast track that would split 
the House Democratic caucus. 

Many Republican lawmakers who sup­
ported fast track last .vear have little faith 
the president will make a strong fight this 
year. "We sincerely hope the president liiis 
n plan to get fast track through Congress, " 
says an aide to GOP Rep. David Dreier ol 
California. • Rut uiilortim.ituly, wn haven i 
seen anything of the sort from this admin­
istration, and its lack of leadership on free 
trade over the past few years doesn't give 
us much hope at this point." 

Last year, fast-track foes, including or­
ganized labor, made the case that ex­
panded trade cost American jobs. With the 
U.S. trade deficit swelling to record levels, 
there is a broad perception that interna­
tional trade hurts the economy. In a poll by 
The Wall Street Journal and 16 newspapers 
in Latin America, conducted by 
RAC&MORI International, a Princeton 
N.J., pollster, 59% of Americans said they 
opposed fast track. Although nearly half 
said they supported a hemisphere-wide 
trade zone, 36% opposed it. 

Some Democrats hope that if they de­
liver on the IMF vote, Mr. Clinton might re­
spond by attaching labor and environmen­
tal standards to fast track. But business, 
which backs both fast track and the IMF 
bill, opposes such standards. 
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New York Brokerage Firm Faces Inquiry 
On Possible Small-Stock Trading Abuses 

By PAI L BF.CKFTT 

WASHINGTON - In the latest crack­
down on possible abuses in trading small 
stocks. New York state and city authorities 
have begun inquiries into Manhattan bro­
kerage firm Duke & Co. that could result in 
criminal charges against the firm, its 
principals, or brokers. 

The New York state attorney general's 
office is "investigating Duke Co. in both 
a civil and criminal context," said Andrew 
Kandel, chief of the office's bureau of 
investor protection and securities. 

And the Manhattan district attorney's 
office, which pursues only criminal prose­
cutions, earlier this month executed a 
search warrant to seize trading documents 
from the firm, according to a copy of a 
letter from Duke's lawyers. Prosecutors 
continued their inquiries last week, ac­
cording to people who were contacted. 

A spokeswoman for the district attor­
ney's office said she "could neither con­
firm nor deny anything at this time." An 
attorney for Duke declined to comment. 
The brokerage firm has consistently de­
nied wrongdoing. 

The probes come on top of civil investi­
gations into the firm's practices by the 
Securities and Exchange Commission, the 
National Association of Securities Dealers 
and state securities regulators. They are 
looking into possible trading and sales-
practice abuses by Duke in three small 
stocks that the brokerage firm took public 
in 1995 and 1996: Renaissance Entertain­
ment Corp., Paravant Computer Systems 
Inc. and Sei-Leb Marketing Inc. 

The regulatory barrage, nonetheless, 
has left some former Duke customers 
frustrated because the only significant 
enforcement action to result from the 
investigations so far is the filing of admin­
istrative complaints by some state regula­
tors. 

In the meantime, according to allega­
tions contained in priyate arbitration 
claims against the firm, Duke has lost 
investors millions of dollars through con­
duct that regulators themselves said is 
filled with red flags of securities fraud. 
And now investors fear it may be too late: 
The brokerage firm has shut down its retail 
operations, its offices are shuttered, and 
many of its brokers are already working 
elsewhere. 

"More action should have been taken," 
said Robert Banks, a Portland, Ore., attor­
ney who represents an investor who lost 
more than $500,000 because of Duke's 
alleged misconduct in trading small 
stocks. "Based on what I've seen, I would 
have to give the regulators a pretty low 
rating: unsatisfactory." 

Spokesmen at the NASD and the SEC 
declined to comment. Regulators privately 
bristle at any suggestion of foot-dragging. 
They note that cases involving alleged 
abuses in "microcap" stocks are resource-
intensive and difficult to prove. 

But in an interview earlier this year, 
Duke officials cited the length of time the 
investigations had taken without yielding 
a case as evidence that there was no 

wrongdoing at the firm. 
• In this regulatory environment, if 

they'd found excessive markups by now, 
there would have been an SEC action." 
said Gregg Thaler, Duke president. 
"We're talking almost two years." 

Justices Decline 
To Review Case 
Of Murder Manual 

By EDWARD FELSENTHAL 
Staff Reporter of Tin : W A L L STREET JOURNAL 

WASHINGTON - The Supreme Court 
cleared the way for a trial in a case seeking 
to hold the publisher of a murder manual 
liable for three killings. 

The justices without comment yester­
day declined to review a ruling by a 
federal appeals court that the First Amend­
ment doesn't protect the publisher from 
civil claims that it aided the 1993 murders. 
The victims' families filed the case against 
Peder Lund and his mail-order publishing 
house, Paladin Press of Boulder, Colo. In 
the early 1980s, Paladin published "Hit 
Man: A Technical Manual for Independent 
Contractors," which was used by a con­
victed assassin. 

The case pits victims-rights advocates 
against media organizations and civil lib­
ertarians, who argue that the suit could 
jeopardize free speech and freedom of the 
press. 

Judges have typically rejected claims 
against publishers and production compa­
nies involving crimes committed by people 
who mimic what they have read about or 
seen depicted in movies and television. 
But the appeals court suggested that the 
Paladin case was different because the 
book was intended to provide step-by-step 
training for assassins. 

In 1995, Lawrence T. Horn was con­
victed of hiring James Perry to murder his 
ex-wife, Mildred Horn, and their handi­
capped son. Trevor, so that Mr. Horn could 
inherit a S2 million trust fund intended for 
the boy. The boy's nurse, Janice Saunders, 
also was killed. Mr. Perry was convicted of 
the murders after a trial at which prosecu­
tors alleged that the book provided the 
blueprint for the murders. Mr. Horn was 
sentenced to life in prison; Mr. Perry was 
sentenced to death and is on death row in 
Maryland. 

The victims' families then sued Paladin 
and Mr. Lund in federal court in Green-
belt, Md.. alleging the book aided the 
murderers, but the trial judge dismissed 
the case on First Amendment grounds. 
Last year, the U.S. appeals court in Rich­
mond, Va.. reinstated the case. The ap­
peals court said the book lacked "the 
kind of ideas for the protection of which the 
First Amendment exists" as well as "any 
even arguably legitimate purpose beyond 
the promotion and teaching of mur­
der."! Piiliidin IS. Rice) 
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TOA PROrOa/ I S FOR JUICE SAFETY lUCGVLATIONS "SHOULD MANDATE 
FACTE JWZATION OB CQUXVALfclNT PROCIM," SA\S NFFA 

WBuhlnjiton, DC 
vhkhiheCS. Food 

Proposed rcgiilauons govcming ihc safety of fruii and v«g«»bl« juiws -

and Dnig Administration (FDA) is wpected w announce ihls wtak -

should require that ill juices be paMcaritad or orhcrwise treated to enure their Mfety." said 

Dr Allen Matthys, >'ice President of Reijulaioty Affairs fbr the Nailonal Kood Pioceawn 

Asiociation (NFPA) 

\NFPA shires FDA' 

fbod supply," Dr 

pasteuhzatiofl or an 

succesiiu) in 

"TtN processed food 

saftiy tec||Dologlĉ  

OIS7:H7 and other 

goal of taking BfTective measures to further enbanca the lafeiy of the U S, 

Mktthys noted, liowever, it is our strong belief that, unlcii FDA mandates 

Biuivdent precast fer all juices — not juKt most juices - this role will not be 

advancjlnfi food saPny in country." 

industry has been a pioneer in the dcvelppmcnt and use of effifctjvv food 

Dr. MaUliys commented "Heat treeiraeat of juiec destroys £, cu// 

»iho]^lc microofganisms of public health concern. It is our overriding 

postiion lhac juice oi juice ingrodicnta should receive heal pasieurinuion or an equivalent process 

su&icicm to render these produas free pf dangerous mlsraoisanistna." 

The FDA proposed i osulatidAi while stating that most Juice predueti must ba pasteurized or 

oiherwiBe treated to IcaU dlseaic«causing organisms — do not raquir* pnatoinzatton or heat 

treatment for all juic w, as NFPA has urged, ftior to the effeeTiva data of the proposed 

retfulatiuns. the Age icy intends to require warning labels on unpasteurized products, lo slert 

consumers that unpacteunscd juices can contain baeteria that pose a special risk eenain 

iadividuals. partiajhirly duldrea and older Amtrrleanii. 
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* It is Impoitaw fe r coBSumors to knnw that the vast majority of jukes sold in the United Sutes -
moif than 98 perc snt - have been pa«eurtrj«l or oibcrwiae heat tr«ied. and that those juices 

md consumed wrtth conndence," Dr. Matthys polmtd out. "For enample, all 
- these thai do not require reMgeration prior to opening - have been heat 

processed. Frowi cortcentraied Juicei also am produced ftom lagredieai* that h»*e been heai 
processed And many refrigerated juices iUo have been paaieuriMd. Consumers can chack «iih 
the retafler or mar ufaciurer if they have ̂ estiooS *' 

QttB be purchased 
ihelf-stable juices 

thit Mauhya stated 
work the Agency 
enhance the saftiy 

•NFPA looks fotwtrd to closely easmining FDA'a proposal, and we will 

to provide assistance 111 helping to (bmulate a final rule ihtt truly helps to 

of our nation's fbod supply." 

fsodi 
NfFA is the voiŝ  
iisucs involving 
For mora infortnâ ion 
contact Timothy 
Legan-Galcn, 
NFPA's Website 

of the S430 billion food processing industry on identiflc and public policy 
safety, nutrition, technieal and fceuletoiy matters and consumer affaint 
or to anangc aa bitofviaw with an NFPA spokesperson on this Issue, 

^ Villird NFPA's Senior Diracter orCommunicaiioaa. at (202) 637-8060. AUale 
DiAciot ofMedia Relations and Eatoroal AflWrs. ai (502) d3«-5919, or visii 

Hi. 
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.HJICE PRODUCTS 

Does pai iicvriiaibn make Julte safb u consurtie? 

products are naturaSy acidic which kUls or prevents many disease orgsnsras 
However, some Ofganiims that cwld cause Ihc product to spod w 
ĉki»Mry be prwertbiunireBed Juice. Heatpasteurizatkia oran 

process, destroys ̂  coli 0157:H7 and any other pathogemc 
of public tvulth oonccra, thus enhanebtg tlw lafbcy ofjwce. 

on alao ereiie a iheltAable product by destroying cnxyitiaft and 
oceunktg spoilage oiganism. 

trcktmem 

ttiere a IT a whole variety of JdfeeK how do 1 know whkh oaea arc lalb? 

Jwoai ai B generally sold ia fbur ways I) In imell. aseptic (laminated papexboard) boxes 
on the al idf. 2) in bottles and cans on the shelf, 3) in bottfcs or canons in the 
r^iijen tor case, and 4) in *oaen concentrated Ibrm in the freew lealon. 

luicesir thearsiiwocal«goriei-in?maaaaept?eboaa.andinbotae»endcansOT 
dieIf-UyebcanheaiirBBtBdu)e!BurethatthByar«t*€«r«*''»- ^£sbetf-MW» 
juices tl lo* that do not require reftgeration prior to opcsiing. have been heaî reated 
HowGvi t, the U.S. Food and Dnig AdminiRtnrton (FHA) docs not require pastftirtaBd 
juicas. 0 liter tban orange juice, to be labeled "pasieurned" and non heai'tieaied Juices 
do not«arty waning labda at this tinie. Since net all peaieuritcd juices arv labded sa 
auch, cc nsumers can chock with the retailer or manufceturer if they have questions. 

The vaa; mvoilty ofjuicas bi the Tdrigerstor case joJiglitiBlSd Froaen 
concern rate julecs also are produced from mptdleniB that haw boen heat proccseed 
Juices dkai have been heai-tieatedixsJifriuUHttDS Boctledjuteea that have not 
been he it-treaied - ftosh Juices - have NOT been expoacd to a paihogen '̂oytaB 
praceu 
Don II e IMcral fovemmeal require Jjvlces to bc pM âuriaed? 

No. the 
KowcviiT 
commeice 

FDA does oot requite jutoe or Juke products to bo paatcuriaed at *ia time. 
the PDA doa require milk or milh producU fattcnden fbr sale in interstate 

je to be paaiBuriaed. NFPA members have requested that the FUA require lh.i 
pMtouriaed or ottwrHnvs fmaied to doatroy p*tlio0cnic baclBria 
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Jid6sPmduc««. 

Al 

A: 

What la 

NIPA's 

Ifl piinjbaaa uapnsiettrM Jukr Is there anything I can do lo make It lafcr? 

Juiee thalt is purdiased ftash should be healed to 160* Fahrenheit te ensure that hamifbl 
paihoga 0 ai* daatroyed. For eonsumers who do not have a iticrmumeicr, bringing the 
produR {o a bo3 (217 F) ia more than adaquate 

NFPA*8 pesitloB ragarding juice paileurhatianT 

A: 

; orvondiiv poaiaon is that juioe or juice iî cdlents should raccivc heat 
pasteuriz atlon or m equivalent psocoa suffldcni to dindnato microorvanlsms of public 
health sij niflcance, Moreover, NFPA wans to straa that the juice proecsang aiduitry 
has pfovi dad aaft Juiee products ibr deeadei. 
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FDA to Propose Juice Safety Regulations 
Is to Prevent Coraamimtiom Some Pmducts Would Get Warning Labels 

J O H N F . H A K B I S „ • J . „ o ^ - ^ o ' l ' H ' 
' *™.M»ia nils #»nicrtHft 4 1£ _ i j I . . . 

5/JOHN F. HAKBIS 
Wasliinfion. Post Staff Writer 

The Clinton administration this week 
will announce new regulations designed to 
improve the safety of juices, in particular 
fresh-squeezed varieties such as the bac-
tcria-Uinted apple juice that caused one 
death and widespread illness in western 
states in 1996. 

While many consumers buy expensive 
frcsh-squeczed juices on the belief that 
Ihey are more healthful, food safety ex­
perts say the opposite often is true if these 
juices have not been pasteurized or under­
gone other procedures to kill disease<aus-
ing organisms. 

The Food and Drug Administration this 
week WiU seek public comment on pro­
posed new rules that would require nearly 
all juice-makers to implemeiil these proce­
dures, administration officials said. In the 
interim, the agency intends to require 
wammg labels on unpasteurized juices to 
alert consumers that the producU can 
contain hazardous bacteria and pose a 
special danger to children, ihe elderiy or 
people with suppressed immune systems. 

Contaminated juices are not a wide­
spread public health problem. The vast 
majority of juices—some 98 percent—on 
the market are already pasteurized . re­
gardless of whether they are fresh or made 
from concentrate, according to govern­
ment and industry officials. 

Even so, in recent years considerable 
attention has focused on the 2 percent that 
IS not treated. In perhaps the most notori­

ous episode, a 16-month-old Colorado girl 
died and some 70 other people in Wash­
ington and other states became severely ill 
in 1996 by drinking OdwaUa brand apple 
j u i ce . 

The juice had become infected with an 
especially toxic strain, of E. coH bacteria 
causing kidney failure and heart damage 
in the giri, Anna GimmesUd of Evans 
Colo. ' 

Under the proposed FDA rules, recently 
endorsed by senior White House officials 
all juice producers would be required to 
set up procedures to prove to inspectors 
that they are monitoring health concerns 
and have sharply reduced the level of 
microbes that typicaUy are found in un­
treated juice. 

Administration officials said those juice 
botUers who already pasteurize their 
products would most likely have little 
trouble meeting the new standards, al­
though they must also demonstrate that 
they are monitoring for pesticide residue 
and glass shards in their products. 

The new regulations also would allow 
for exceptions. Stores that sell juice for 
dnnking on the premises, such as juice 
bars, would not be affected. Grocery 
stores and other retaU outlets that press 
their own juice for sale on the premises 
but not for broader distribution would not 
have to pasteurize, but their products 
would have to carry the warning labels. 

President Clinton has put an emphasis 
on food safety issues over the past two 
years, beginning in the 1996 campaign 
when he and his political advisers were 

searching for issues that resonated with 
average voters and were looking for ways 
to counter conservative claims that the 
federal govemment should be scaled back 
sharply. 

The new juice safety procedures mirror 
those already put in place by the FDA for 
seafood, which is also under that agency's 
jurisdiction. • -

The Agriculture Department, which 
regulates beef and poultry, last year an­
nounced new rules designed to reduce 
contaminated meat 

The new regulations, after being pub­
lished in the Federal Register, may be 
revised after a public comment period but 
administration officials said they expect 
them to be in place by the summer. ' 

Gene Grabowski, a spokesman fot the 
Grocery Manufacturers of America; said 
his organization's members would be 
looking closely at the details, but he 
predicted little opposition since most 
juice producers already pasteurize their 
products. 

Caroline Smith Dewall, director of food 
safety for the Center for Science in the 
Public Interest, said the new rules are 
critically needed." 
The assumption until not long ago, she 

said, was that juices were acidic enough to 
prevent bacteria from growing. The Od­
walla case and others like it in recent years 
have shown this is not the case. 

Without the new rules, she said, "we'll 
reach the point where we'll have to keep 
children and elderly from drinking cider." 



FDA ProposedJuice Regulation 

Proposal 

fequire severe warning labels now 

Apply HACCP over next 3 years, including required pasteurization 

Would apply not only to apple juice, but all juices 

Pros 

Would also apply to restaurants and stores (both warnings and 
procedures) 

Strong statement in favpr of food safety 

Extends applicationxif HACCP i)iethod (better way t^ regulate). 

£filis 

- Would eliminate almost all fresh-squeezed juice from the market 

- Mom & pop cider manufacturers will see as being forced out of cider 
business 

- Would require wgxJHflgTjnrestaurant menus, which we don't do now. 
May be seeFrfsoverregulating.^\ 

- Applies controls in an industry where the problems have been more 
limited than seafood or poultry 

- Industry may see as "camel's nose" for regulation of all fruits & 
vegetables ' 

K? Sterol ~) OdM^^^ 



FDA'S JUICE PROPOSAL 

o In response to numerous past incidents of illness and death associated witli consumption 
of untreated fruit and vegetable juices (the most visible being the e-coh outbrealc firom fi-esh 
Odwalla apple juice in 1996), FDA has prepared 2 proposals to address the safety of juices: 

One would require the use of Hazard Analysis Critical Control Points (HACCP) 
controls by juice manufacturers; HACCP has been mandated already by FDA for seafood and 
USDA for meat and poultry; it is considered the state-of-the-art quality control system. 

The second proposal would require that juices that have not been treated to reduce 
disease causing pathogens (e.g., pasteurization) be labeled with a warning statement about 
consuming untreated juice (aimed principally at the very young, the elderly, and those with weak 
immune systems). 

0 FDA's regulation was submitted to OMB on 2/3/98, with the goal of publication by April 
15 (so that a final rule could be promulgated in time to have the labeling requirement in effect for 
this fall's apple juice season). 

o OMB has objected to the FDA proposal in three general categories-numerous minor 
editorial changes, requests for modifications in FDA's economic impact analysis, and 2 major 
policy issues. 

o The 2 policy issues are the most serious obstacles to publication of the proposal. They 
can be summarized as follows: 

1) FDA's proposal: The proposed regulations would require that all juice manufacturers 
implement HACCP controls by late 1999 (1-2 yrs. later for small businesses); HACCP 
controls cover such things as elimination of bacterial, chemical (e.g., pesticides), and 
physical (e.g., glass shards) hazards. Until such controls are in place, manufacturers 
would be required to label their juice with a warning for consumers of the health risks. 

OMB'sPassback: In general, OMB proposes that juice manufacturers have a permanent 
choice between warning consumers or eliminating the hazards. [For non-apple juices, 
OMB proposes giving manufacturers the permanent option between implementing a 
HACCP system, pasteurizing (or otherwise achieving a specified performance standard for 
bacteria reduction), or labeling. For apple juice, OMB proposes giving manufacturers the 
permanent option of implementing a HACCP system or labeling.] 

FDA Comment: Under OMB's proposal, there is no incentive for manufacturers to ever 
adopt HACCP controls. Indeed, all manufacturers could simply label juice that was 
hazardous. Non-apple juice manufacturers would also have the option of simply 
pasteurizing, which would control only for bacteria. HACCP systems control not only for 
bacteria but also for chemical and physical hazards (which also pose risks to consumers). 
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2) FDA's Proposal: Retailers, such as juice bars, restaurants, and many roadside cider 
stands, are exempt fi-om HACCP requirements, but not fi-om the labeling requirement. 

OMB'sPassback: OMB proposes to exempt retailers fi-om both HACCP and labeling. 

FDA's Comment: OMB's proposal would remove the only public health protection at the 
retail level in FDA's proposal. The little retail operations are one of the agency's greatest 
concerns, so exempting them fi-om the labeling as well as the HACCP requirement is not 
consistent vnth protecting the public fi-om unsafe juice. 


