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Food Safety and Protection Issues in the 107" Congress

SUMMARY

Several federal agencies areinvolved in
food safety. The Food and Drug Administra-
tion (FDA), in the Department of Health and
Human Services (DHHS), sets and enforces
standards for safety of all domestic and im-
ported foods, except for meat, poultry, and
certain egg products. These are under the
authority of the U.S. Department of Agricul-
ture (USDA). The FDA also ensures that all
animal drugs and feeds are safe, are labeled
properly, and produce no human health hazard
when used in food-producing animals. The
Environmental Protection Agency (EPA) sets
lega limits (tolerances) on the amounts of
pesticide residues that can be found in or on
food. The Centers for Disease Control and
Prevention (CDC), also part of DHHS, tracks
food-borne illness incidents and outbreaks,
and providesdataand information to the other
food safety agencies.

Congressmaintainscloseoversight of the
FDA'’s food safety activities, particularly its
effortsto address the i ssue of microbiological
contamination, which is responsible for an
estimated 76 million illnesses and 5,000
deathsinthe United Stateseach year. Atissue
for many years has been (1) whether the FDA
has sufficient statutory authority over thefood
industry to bring about continued improve-
ments in food safety and to take enforcement
actions, and (2) whether the FDA has suffi-
cient resources and personnel to inspect the
volume of food it regulates.

In addition to these ongoing concerns,
the terrorist attacks and anthrax scares of fall
2001 have raised worries about the FDA’s
(and USDA's) readiness to prevent and re-
spond to potential bioterrorist attacks on the
nation’s food supply.

In the weeks following the attacks, Con-
gress added fundsfor anti-terrorism activities
to the law making FY 2002 appropriations for
the USDA and the FDA (P.L. 107-76). In
addition, on January 10, 2002, the President
signed a$20 billion Defense supplemental bill
into law that includes $328 million for USDA
and $151.1 million for FDA food protection
activities.

On June 12, 2002, the President signed
the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 (P.L.
107-188, H.R. 3448/S. 1765). Thebill autho-
rizes $545 million for food protection (out of
a total of $2.369 billion for bioterrorism
response). The bill contains $130.25 million
in appropriations for HHS and requires FDA
to (1) register food processors and inspect
thelir records, (2) detain adulterated food, and
(3) take anumber of stepsto ensure the safety
of imported foods (among other provisions).
Thebill authorizes $415 millionin appropria-
tions for USDA, to be used for enhanced
border inspection of imports of plant and
animal origin, lab biosecurity upgrades, and
increased research.

The Administration’s proposal for a
Department of Homeland Security (DHS-H.R.
5005), and a similar Senate proposal (S.
2452), do not include provisions addressing
protection of thefood supply. H.R. 5005 was
passed by the House on July 26; the Senate
bill, S. 2452, as amended by the Lieberman
Substitute, is still being considered. They
both would transfer USDA’s border inspec-
tion activities of plantsand animalsto the new
DHS. Inrecent testimony, Homeland Security
Director Tom Ridge stated that reorgani zation
of federal food safety agenciesis under con-
sideration for future action.
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MoOST RECENT DEVELOPMENTS

On July 26, 2002, the House passed the Homeland Security Act of 2002 (H.R. 5005)
which contains a provision to transfer to the new Department of Homeland Security (DHS)
the border and point-of-entry inspection function of USDA’s Animal and Plant Health
Inspection Service (APHIS), but specifically exempts APHI S squarantineactivities. On July
25, 2002, the Senate Committee on Gover nmental Affairs approved an amended version of
homeland security legislation (S. 2452) that was earlier reported. It would transfer to the
DHS the portion of APHIS that administers laws relating to agricultural quarantine
inspections at points of entry. The House bill also would transfer the Plum Island Animal
Research Center to the new department.

Alsoon July 26, 2002, Senator Tom Harkin introduced legislation (S. 2803) to havethe
Secretaries of Agriculture and Health and Human Services notified of any adulterated or
misbranded meat, poultry, or food productsif a person other than a household consumer has
reason to believe that the food could causeillnessor injury. Thebill would also providethe
Secretarieswith voluntary and mandatory recall and civil monetary penalty authorities. An
identical bill (H.R. 5230) was introduced by Representative Lynn Rivers on July 25, 2002.

On May 13, 2002, Senator Ted Kennedy introduced |egislation that would require the
Food and Drug Administration to approve antimicrobial animal drugs only if the
manufacturer can demonstrate that there is a reasonable certainty that their use in animal
feedsat subtherapeuticlevel sdoes not contribute to the devel opment of antibiotic resistance
in humans, among other things (S. 2508). On February 27, 2002, Representative Sherrod
Brown introduced a similar bill that would also regulate antibiotics in animal feed (H.R.
3804).

BACKGROUND AND ANALYSIS

Most of the food safety related legidlative and regul atory changes over the past decade
have been aimed at protecting the nation’ sfood supply from microbiological, chemical, and
toxic hazards that occur either naturally or accidentally in the lengthy farm-to-table food
supply chain. Thefall 2001 terrorist and anthrax attacks have forced Congress, federal food
safety officials, and food industry policymakersto consider the nation’ s readinessto protect
against and respond to intentional acts of food adulteration or agricultural resource
contamination. Thereiswidespread concern that naturally occurring pathogens such asE.
coli 0157:H7, Salmonella, Shigella, and Cyclospora could spread easily through the multi-
link food chain and could be used as a bioterrorist weapon. These pathogens already cause
approximately 76 million illnesses, 325,000 hospitalizations, and 5,000 deaths each year in
the United States. Such an attack would be particularly lethal to children, the elderly, and
theimmune-compromised. Government officialsand food industry observers specul ate that
the foods most vulnerable to contamination would be those that are minimally processed at
acentral location, and/or are ready-to-eat, such as milk and fresh produce.

Bioterrorism against the food supply would a so directly harm the U.S. economy. U.S.

agriculturecontributes$1 trillionto our grossdomestic product (GDP) annually and provides
22% of all jobs. Food production exceeds $200 billion, with over $55 billion in exportseach
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year. The production of food is so extensive (most of it comes from 500,000 farms and is
handled by 57,000 food processors and 6,000 meat, poultry, and egg products processors)
that if even asmall number of contaminants were intentionally introduced to some part of
thefood chain, such anincident could seriously damage public confidencein thefood supply
and could result in staggering economic |osses.

Federal Agencies with Food Safety Responsibilities

Several federal agencies have regulatory responsibilities for food safety. The U.S.
Department of Agriculture’ s(USDA’ s) Food Safety and Inspection Service (FSIS) regul ates
red meat, poultry, and certain egg products. The Animal Plant Health Inspection Service
(APHIS) inspects cargo and passengersat U.S. portsof entry for animal and plant pests, and
responds to animal disease outbreaks, among other duties. The Agricultural Research
Service (ARS) conducts research on animal diseases, food safety, and other subjects to
support FSIS' sregulatory activities.

The Federal Food, Drug, and Cosmetic Act (FFDCA) gives the Food and Drug
Administration (FDA) responsibility for the safety of all other foods. The FDA isan agency
of the Department of Health and Human Services (DHHS). Most of FDA’s activities lie
within two centers — the Center for Food Safety and Applied Nutrition (CFSAN), which
establishes guidance and regulatory requirements for assuring that food is safe and not
adulterated, and the Center for Veterinary Medicine (CVM), which ensures the safety and
efficacy of all drugs used in food animals and feeds. In addition, the Centers for Disease
Control and Prevention (CDC), also part of DHHS, tracks food-borneillness incidents and
outbreaks, and provides data and information to the other food safety agencies. State health
departments send CDC reportsof confirmed food-borne problemsfor anational surveillance
database. Of the illnesses whose food source is known, 80% are associated with FDA-
regulated food products such as fish, shellfish, fruits, and vegetables; the remaining 20%
come from foods under FSIS s jurisdiction.

Under the FFDCA, the FDA isrequired, through oversight and inspection, to ensurethat
food manufacturers, producers, and distributors deliver into interstate commerce foods that
arefree of contamination and free of unacceptable chemicals. The agency works with the
food industry to set manufacturing standards to minimize the opportunities where
contamination canoccur. FDA monitorshow well thefood industry ismeeting the standards
through occasional inspection, but largely takesregul atory action only when problemsarise.
FDA maintainsthe same requirementsfor imported foodsasfor domestic foods. Theagency
annually inspectsroughly 1% of all imported foods over which it hasjurisdiction. Thislevel
of oversight over foods has been arecurrent issue among some Members of Congress.

Under the meat, poultry, and egg inspection statutes, USDA’s Food Safety and
Inspection Service (FSIS) has much more regulatory control over its products than the FDA
exercises over the rest of the food supply. Meat animals and poultry cannot be slaughtered
unless FSIS inspectors are present. Every plant that processes meat, poultry, and egg
products receives a daily visit from an inspector who checks operations and the plant’s
compliancewith extensiverecord-keeping requirements. Meat and poultry importscan come
only from countries whose inspection systems FSIS has certified to be at least equal to the
U.S. system, and then only from plants that FSIS has approved. Imports receive various
levels of reinspection by FSIS before they are released into commerce.
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Current Level of Preparedness for Food Safety and Security

Since the September 2001 attacks, federal food safety agencies have taken many steps
to increase their readiness in the event of a bioterrorist attack.

DHHS/Centers for Disease Control and Prevention Surveillance Networks.
In the last decade, the CDC established more than 10 surveillance systems to identify and
track the source of outbreaksof food-borneillnessesand to assist regul atory agenciesin their
food safety activities. Consequently, the agency now has separate surveillance systems to
track botulism, Creutzfeldt-Jakob disease (the human form of “mad cow” disease),
Escherichia coli O157:H7, Giardia, Salmonella, and Salmonella enteritidis, viral hepatitis,
trichinellosis, typhoid fever, and Vibrioinfectionsinfoods. Since September 11, 2001, CDC
has been adapting these and other surveillance systemsto track intentional acts of terrorism
directed towards the nation’s food supply. For example, FoodNet, established in 1995 by
USDA and FDA, isnow on heightened alert to track the incidence rate of illnesses caused
by these same nine pathogens in nine different geographic areas. A different program,
PulseNet, which compares genetic patterns of bacteria isolated from patients and/or
contaminated food, is gearing up to identify any intentional hazards that may show up.

Continued reforms in food safety activities and surveillance appear to be having a
positive effect. On April 19, 2002, CDC published preliminary numbers mentioning that
Pathogen Reduction/Hazard Analysis Critical Control Point (HACCP) systems were partly
responsible for the reduction in reports of food borneillnesses. HACCP systems are found
in meat and poultry slaughter, egg processing, juices, and seafood. Other reasons given for
the declineinclude better agricultural practices (particularly for produce), new technologies
to reduce food contamination, and increased public education in food preparation practices.

CDC' s surveillance systems, for the most part, depend on the reporting capabilities of
local- and state-level health and agriculture officials. Since September 11, 2001, the agency
has been training these officials and laboratory technicians to recognize hazards in foods.
It has al so begunto refurbish public health | aboratoriesin most statesto increase the capacity
of these facilities to quickly identify acts of terrorism.

CDC aso will aso be a participant in a new intergovernmental group known as
PrepNet, the Food Threat Preparedness Network. Thisgroup (whichwill replace FORC-G)
will be chaired by the Director of CFSAN and Administrator of FSIS and have
representatives from CDC, EPA, APHIS, Department of Defense, and from the states. It
will coordinate the food safety homeland security activities of these various government
agenciesand will promote the sharing of information and scientific and |aboratory assets. Its
focus will be on prevention and on response preparedness to the intentional introduction of
microbial, chemical, radiological, or physical contaminantsinto the food supply.

DHHS/Food and Drug Administration. Sincethefall 2001 attacks, FDA hasbeen
refocusing its attention and realigning its policy priorities and resources to try to prevent
potential terrorist attacks on the U.S. food supply. Its efforts have been concentrated on
immediate actions to deter or prevent terrorist activity by: (1) increasing inspection
capability; (2) improving surveillance programs for determining food hazards;, (3)
strengthening assessments of threats to food; and (4) setting up a system to respond to
potential threats.
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WorkingwiththeU.S. Customs Service, FDA by the end of September 2001 had placed
additional inspectors at ports of entry to create a presence designed to deter wrongdoers.
FDA aso began inspecting and sampling more food imports and domestic plantsthat could
be processing vulnerable foods such as milk.

For the long term, the FDA has continued upgrading its computer surveillance data
systems, particularly its Operational and Administrative System for Import Support (OASIS),
a computerized screening system that uses a variety of risk-based criteria to target food
import shipments for further inspection. It is also developing an in-house surveillance
network system called eLEXNET that will improvethe abilities of the agency’ slaboratories
to diagnose infectious or toxic agents and to link food safety experts in federal, state, and
local food safety laboratories. FDA also has strengthened its ties to CDC's surveillance
programs, particularly FoodNet and PulseNet.

On January 9, 2002, FDA published two sets of guidelines, one for the food industry
and the other for food importers. The guidelines, developed by the agency with industry
input, encourage operators to review sequentially controls where their food product might
be vulnerable to tampering, or criminal and terrorist attacks. FDA hasidentified a step-by-
step process for the food industry to determine hazardsin foods that could pose the highest
risk to public health. It suggests categories where food manufacturers should examine
possible threats to avoid any potential tampering in raw material, packaging, and finished
products— for exampl e, foods preparedinacentral facility for distribution using unscreened
and transient field employees.

The agency has al so begun to assess the gaps in the federal, state, and local safety nets
by determining whether rapid testing technology existsthat is capable of identifying hazards
in foods, and whether there are sufficient numbers of trained laboratory personnel who can
identify various hazards. Also, the FDA isin contact with regulatory agencies abroad to
maximize coordination to protect food. International coordination will allow FDA to trace
back and respond quickly to any threats to the U.S. food supply.

On July 17, 2002, FDA announced that it would propose by December 12, 2002, the
regulations to implement four provisions in the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 (P.L. 107-188, H.R. 3448/S. 1765). The provisions
concern the registration of food facilities, the establishment and maintenance of records,
prior noticeof imported food shipments, and admini strative detention. (Below isadiscussion
of these provisions.)

USDA/Food Safety and Inspection Service. On March 14, 2002, Under
Secretary for Food Safety ElsaM urano testified beforethe House Agriculture Appropriations
subcommittee on the steps FSIS and the Department currently are taking administratively to
address food biosecurity issues. At the Department level, the USDA Homeland Security
Council coordinates anti-terrorism activities across USDA and with other federal agencies.
The Protection of the Food Supply and Agriculture Production subcouncil coordinates
FSISIAPHI S preparedness and response activities. Intheevent of afood-related biosecurity
event, the Food Emergency Rapid Response and Evaluation Team (FERRET) authorized by
the Agricultural Research, Extension and Education Reform Act of 1998 (P.L. 105-185)
would join forceswith the subcouncil. Within FSIS, the Food Biosecurity Action Team (F-
BAT) has placed the agency’s 7,600 inspectors on high alert to look for ante-mortem and
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post-mortem irregularities in meat animals and poultry, has conducted mock exercises to
improve response time and communication in emergency situations, and is working with
slaughtering and processi ng operationsto improvethe security of both the physical plant and
theworkforce. TheFood Threat PreparednessNetwork (PrepNet) isajoint FSIS/FDA group
that works on threat prevention and emergency response. (For additional information on
USDA'’ s food safety and inspection programs, see CRS Issue Brief 1B10082.)

The livestock industry aso has launched afood-industry-wide effort (the Alliance for
Food Security) to develop bioterrorism risk management plans that coordinate with federal
preparednessand emergency response plans. Industry officialsnotethat theseactivitiesbuild
upon effortsthat began several yearsago to forestall the introduction and spread of mad cow
disease, and more recently, foot-and-mouth disease.

USDA/Animal and Plant Health Inspection Service. APHIS, in cooperation
with other state and federal agencies, is charged with protecting against accidental
introductions of plant pests and animal diseases through inspection of craft, cargo, and
passengers at U.S. ports of entry. APHIS is also responsible for establishing quarantines,
controlling the interstate commerce of regulated articles, and directing and coordinating
eradication effortswith state and federal agenciesinside areas of quarantine. While APHIS
has, inthe past, successfully kept out or intercepted many foreign pests and diseasesflowing
through commercial and trade channels, some concerns have been raised about its ability to
respond to deliberate, and perhaps domestically initiated, introductions of disease agents or
pests. These concerns were heightened recently by the USDA’s Office of the Inspector
Genera (OIG) report (available at [http://www.usda.gov/oig/webdocs/50601-3-Ch.pdf])
stating that deficienciesin APHIS-FSIS coordination of meat cargo inspection procedures
could increase the possibility of the introduction of foot-and-mouth and mad cow diseases.

In responseto thethreats highlighted by last September’ sattacks, APHIS officialshave
announced that the agency isincreasing theinspection staff at U.S. ports of entry by 350 and
is adding 20 veterinarians to imported and domestic disease surveillance and control
programs. APHIS aso is stepping up the agency’s smuggling interdiction activities and
making $1.5 millionin grantsavailableto states specifically to help them plan their response
to potential foreign animal disease outbreaks.

On July 19 the House Select Committee on Homeland Security reported out an
amended version of H.R. 5005, the legislation to implement President Bush’'s June 6
proposal for acabinet-level Department of Homeland Security (DHS). Thislegislation was
passed by the House on July 26 with amendments. The bill would transfer, along with
several other agencieshaving border protection responsibilities, APHIS sborder inspection
function (comprising 3,200 employees) to the DHS Office of Border and Transportation
Security. However, quarantine activities would remain within USDA and the USDA
Secretary would retain significant administrative authority over the transferred function and
itsfunding. The Senatebill (S. 2452), known as the Lieberman Substitute and reported out
of the Senate Committee on Government Affairson July 25, would transfer all theauthorities
and assets pertaining to APHIS's entire border inspection and quarantine program to the
DHS.

USDA/Agricultural Research Service. ARSisUSDA'’sin-houseresearch agency,
and isresponsiblefor supporting the regulatory missions of APHIS and FSIS with scientific
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information. It operates animal disease bio-containment laboratories in Plum Island, NY,
and Ames, IA. Under the President’s proposal and the amended H.R. 5005, the Foreign
Animal Disease Diagnostics Laboratory on Plum Island (Greenport, New Y ork) would be
transferred to the Office of Chemical, Biological, Radiologica, and Nuclear
Countermeasures in the new department. S.2452 does not contain a similar proposal.
Languagein the amended H.R. 5005 would require DHS and USDA to establish aagreement
to ensure that ARS scientists would continue to be able to use the facility as they do
currently. Presumably, similar research at the Ames, lowafacility would continue under the
USDA.

The Administration states that its intent in consolidating U.S. research agencies that
perform high-security research (Civilian Biodefense Research from HHS, Lawrence
LivermoreNational Laboratory fromthe Department of Energy, and the Plum Island Foreign
Disease Diagnostics Laboratory) isto “create a single office whose primary mission is the
critical task of protecting the United States from catastrophic terrorism.” Also, USDA has
acknowledged that the Plum Island lab needs updating and repair. Although Congress has
recently approved funds for upgrading the lab’s physical structure and security, it could be
argued that locating it in an agency whose overall mission is security could greatly enhance
this effort.

State and Local Government Role in Food Safety. State, county, and local
public health and agriculture departments, along with the CDC, play amajor rolein helping
FDA and USDA carry out their responsibilities. Even though federal law mandatesthe saf ety
of al food, more than 3,000 state and local regulatory agencies monitor over 1.2 million
retail food establishments to ensure that they are following procedures outlined in an FDA
guidance manual called the Food Code. CDC primarily assists state and local health
departments by investigating outbreaks of illness and by preparing and training state and
local officialsin identifying the cause of the outbreak or intentional contamination.

Funding

Appropriations for Food Safety and Bioterrorism. On September 18, 2001, the
President signed P.L. 107-38 (H.R. 2888), the 2001 Emergency Supplemental Appropriations
Act for Recovery from and Response to Terrorist Attacks on the United States. The Act
appropriated $40 billion to be used by the President for relief efforts and anti-terrorism
activities. The Act divided the fundsin half, giving the President immediate control over
disbursement of the first $20 billion, and requiring Congress to pass separate legislation to
allocate the remaining $20 billion. Out of the first $20 billion, FDA received $1.75 million
to secure the physical plants of the agency and its laboratories.

Congressincluded the legislation allocating the second $20 billion as an attachment to
the FY 2002 Defense Appropriations Act, signed by the President on January 10, 2002 (H.R.
3338, P.L. 107-117). For USDA, P.L. 107-117 contains $328 million for a variety of
activitieswithin ARS, APHIS, FSIS, and the Office of the Secretary to enhance security and
conduct counter-terrorism research. The Act allocates $151.1 million to FDA for awide
range of counter-terrorism activities. The FY 2002 FDA appropriation, which wassigned in
December 2001, directs the agency to receive an additional $6.8 million, bringing the total
for counter-terrorism activities to $157.9 million. FDA has begun to hire 400 border
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personnel, includinginspectors; 151 laboratory analysts, 84 compliance officers; and 38 risk
assessors to improve its capacity to respond to terrorist threats.

The House Appropriations Committee reported out its FY 2003 agriculture
appropriationsbill (H.R. 5263), and provided the same amount $159.1 million as requested
by the President to support ongoing counter-terrorism activities for FDA. Of this $159
million, $98.1 million is slated for counter-terrorism activities related to food safety,
particularly the development of tests to detect bioterrorist agents and to increase the safety
of imported foods. The remaining $61 million would be used for general counter-terrorism
activity support. The Senate Appropriations Committee, initsreported FY 2003 agriculture
appropriations bill (S. 2801), provided FDA with $152.3 million to continue the counter-
terrorism activities begun in FY 2002. The reason given for alower number was that FY
2002 supplemental fundsfor bioterrorism had aready provided new funding to hire 673 new
employees and to improve FDA'’ s capacity to respond to terrorism threats, including threats
to the food supply.

FY2003 Appropriations for Food Safety Activities. TheHouse Appropriations
Committee provided therequested $404.2 millionfor FDA’ sfood safety activitiesapart from
thoseactivitiesdesignated under the counter-terrorism request and discussed previously. The
funding request includes $91.5 million to be used for microbiological food safety activities;
$79 million for the testing of chemicals and pesticide residues in foods; $22.1 million to
continue BSE-related activities; $134.7 million for additional inspections; $44.1 million for
what is called premarket analysis and approval of food additives; $23.5 million for pay
increases for the entire food safety program employees; and $9.3 million for the testing of
dietary supplements. The Senate A ppropriations Committee provided $504.8 millionin S.
2801 for these same activities.

The FY 2003 budget proposal requestsa$864 million program level for USDA’ s meat,
poultry and egg i nspection programs, of which $763 million would comefrom appropriations
and $101 million would come from user fees collected for overtime and holiday inspection
and from fees charged for lab accreditation. The request includes an increase of $14.5
million to upgrade FSIS's computerized inspection information system. The House
Appropriations Committee bill would provide $755.8 million for FSISin FY 2003, whichis
$40 million morethan FY 2002 (FSISreceived $715.6 million in regular appropriations plus
$15 million in emergency supplemental appropriations under P.L. 107-117). The Senate
Committee bill would provide $766.6 million in appropriations, an amount $51 million
higher than FY2002. Both the House and Senate measures assume the availability of an
additional $101 million in user fee revenue.

New Authorizationsin P.L.107-188, the Bioterrorism Act. Thenewly enacted
bioterrorism law authorizes $545.25 million (out of atotal of $2.369 billioninthebill) to be
appropriated for food saf ety counter-terrorism activitiesfor FDA and USDA. Of the $2.369
billion total appropriations authority in the Act, $545.25 million (or 23%) is authorized for
food protection and security related activities for the current fiscal year. For subsequent
fiscal years, the bill authorizes such sums as necessary to carry out the activities. For
FY 2002, thishill providesfor HHS and FDA together $130.25 million, or 5.5%, of thebill’s
total authorizations, and for USDA $415 million, or 17.5% of thetotal.
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Food Safety and Protection Measures in P.L. 107-188

The food safety and protection measures included in P.L. 107-188 build upon long-
standing concerns about the federal food safety system. These concernsinclude (1) whether
FDA has sufficient statutory authority to oversee the food industry, and sufficient resources
and personnel to carry out its mandate; and (2) whether FSIS has sufficient authorities and
resources to assure the safety of meat and poultry. Another concern about dividing food
safety authority between several agenciesis not addressed by the law. Congress authorized
the following extensions of FDA authority over food, particularly imports, to ensure better
the prevention and tracking of food adulteration under the Act.

Registration of Food Processors. TheAct requires FDA to establish aone-time
registration system by December 12, 2003 for any domestic or foreign facility that
manufactures, processes, packs, and handlesfood in or for the United States. The Act gives
FDA authority to record all the identities (brand names) and the general food categories
under which business is conducted, and the addresses of the facilities. In return, the Act
requires each facility to be given anumber so the list of registered facilities can be kept up
todate. It allowsthe use of electronic submissionsto register aslong asthere are validating
protocols in place. Foreign facilities must name a U.S. agent in their registration.
Restaurants, certainretail stores, non profit food and feeding establishments, fishing vessels,
trucks and other motor carriers, and farms are exempt from registration requirements.
Supporters believe the registration system will permit FDA to obtain an accurate inventory
of its regulatory purview and will enhance its capability to trace back contaminated food.
Criticsargue, however, that registration createsan enormousandineffectiveburdenfor FDA.

Record Keeping and Inspection. The Act authorizes the FDA to publish rules
by December 12, 2003, to require that food manufacturing establishments keep 2 years of
production and distribution records. Under these rules FDA inspectors will have access to
all processing, packing, transporting, receiving, holding, importing, and distribution records
in the event of a suspected food safety problem. Such ruleswill allow the FDA to track and
control better afood product suspected of being used in abiological attack, particularly when
therecords show an “immediate previoussource” and “immediate subsequent source.” FDA
isalowed to reduce the record requirements for small businesses and to exempt farms and
restaurants. The Act limits access to records that may contain trade secrets and/or
confidential information on recipes, and financial, pricing, personnel, research, and sales
data. The statutes governing meat and poultry inspection already allow FSIS access to
records of thistype. Aswith facility registration, accessto industry datawill make it easier
for the agency to determine the cause and scope of distribution of an adulterated or
misbranded food and allow FDA to address credible threats of serious adverse health
consequences or death to humans or animals. Opponents, however, are concerned that the
standard for alowing inspection is high and does not allow the agency as much flexibility
asit may want.

Detention Authority. TheAct givesFDA theauthority to detain food imports under
certain conditions. Currently, FDA must seek authorization from a judge to seize
contaminated food and/or get aninjunction to prohibit thefood from entering commerce. The
agency cannot requirethe owner of the product to hold it from further distribution. With new
authority under the Act, and if “credible evidence” indicates that afood presents athreat of
serious adverse health consequences or death to humans or animals, an FDA employee with
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the approval of the Secretary of HHS, can detain a suspected food for 20 days and up to 30
days, if necessary. The Act requires FDA to promulgate procedures that will expedite the
processing of perishablefoods so asnot to unnecessarily ruin their marketability. An appeal
of the detention is possible. Supporters see such detention authority as helping prevent
violative products from reaching consumers when a public health emergency is declared.
Critics claim, however, that the phrase “athreat of serious adverse health consequences or
death to humans or animals’ is to vague.

Prior Notice, Marking, and Prohibition of “Port Shopping”. The Act gives
authority to FDA to prevent tampered or contaminated food from entering the country by
requiring importersto give prior notice of theintent to import food with sufficient time for
the Secretary to receive, review, and respond to the notice. If anoticeisnot given, the food
will be considered adulterated. Food importsthat arerefused entry are to be marked United
Sates. Refused Entry, and the Act makes the importer responsible for bringing the refused
food shipment into compliance with U.S. regulations. Final regulations must be published
by December 12, 2003. If the rules are not published, the law requiresimportersto provide
no less than 8 hours and no more than 5 days notice to FDA until rules take effect. This
notification, according to proponents, will protect U.S. consumers from unscrupulous
importersandwill help FDA ensurethat importscomply with U.S. regulations. Criticsclaim
that the increased regulation will likely add to the cost of imported products, and are not
necessary because APHIS regulations already require importers to notify U.S. Customsin
advance of importing most food products.

Debarment of “Bad Actor” Importers. The Act prohibits any importer whoisa
convicted felon for offenses related to the importation of food, or has a pattern of importing
adulterated food from presenting any further shipmentsfor entry into the United States. The
Act includes protections for an innocent purchaser of food shipped or sold by a debarred
importer if that person can show the imported food isin compliance with U.S. regulations.
Proponents contend that thisauthority was needed because somedebarred felonshave skirted
thelaw. Criticssay that FDA aready hasan import alert list of importerswho haveviolated
U.S. laws and does not need what they say is a redundant authority.

Authority for Joint Agency Inspections and for Funding to States for
Inspections. The Act authorizes the Secretary of HHS to commission officials of other
federal agenciesto conduct examinations, inspections, investigations, and related activities
at facilities jointly regulated by HHS and another agency. The Act aso authorizes
appropriations of (1) $10 million in FY 2002 for grantsto states and specified Indian tribes
to conduct inspections; and (2) $19.5 million to states and Indian tribes to expand their
participation in food safety surveillance networks. Supporters see these delegations of
authority as rationalizing manpower and resources to provide for more inspections of food
facilities. Opponents, however, are concerned about the risk of what they term as
“overzealous’ state and local officials making judgments about manufacturing procedures.

Research and Surveillance. The Act provides authorization for $19.5 million for
FY 2002 to be granted to statesto expand their participation in PulseNet, FoodNet, and other
networks that support the foodborne disease surveillance programsrun by the CDC. It also
requiresthat the Secretary coordinate surveillancefor human and zoonotic diseases (the |l atter
areanimal diseasesthat can betransmitted to humans) through FDA, CDC, and USDA. The
other provisions are intended to strengthen programsin the Agricultural Research Service,
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and authorize $190 for FY 2002 for state-level research, to enhance the scientific capacity
for guarding against and responding to bioterrorism threats, and to continue existing
partnerships with institutions of higher education, intelligence communities, and
international organizations.

Increased Inspection and Security Upgrades at Food Safety Facilities. The
Act authorizes appropriations of additional funds to (1) expand both FDA and USDA
inspections; (2) plan for a bioterrorist response; (3) expand, upgrade, and secure their own
public food facilities to make them less vulnerable to potential terrorist acts; and (4)
collaborate with other federal and state agencies on these efforts. Proponents contend that
thiswas needed because of thethreat of bioterrorist attacks. Criticsof these provisions point
out that FDA, together with the food industry, has devel oped and promoted the adoption of
“best practices’ for the biosecurity of manufacturing facilities. Therefore, some food
industry representatives claim that theindustry al ready has compl eted thistype of preparation
and needs no further guidance or inspection.

Agriculture Provisions. TheAct containsasubtitlethat requiresUSDA to regulate
hazardous biological agents and toxins contained in its agricultural research facilities by
inventorying all such agents and restricting access to them. Finally, the Act creates new
authority for civil finesand criminal penaltiesfor anyonewho damagesor disruptsan animal
or agricultural enterprise.

Other Food Safety Issues

Although Congress has addressed certain food safety related issues in the context of
bioterrorism legislation, there are those who maintain that other and larger reforms are
necessary to improve the overall performance of the nation’s food safety system.

Recall Authority. Some policy makers and consumer groups have argued for many
yearsin favor of giving both FDA and FSISthe direct authority to order recalls of suspected
contaminated foods. Currently, recalls are ordered by the manufacturer of the product on a
voluntary basis, usually after consultation with FDA or FSIS officials. Critics of mandatory
recall authority are concerned that it would give too much power to administrative officials
and couldresult indrastic financial lossesfrom suspected contamination incidentsthat could
ultimately be proven false. Furthermore, opponents of mandatory recall say that there have
been few instances when companies have refused an FDA or USDA recommendation to
issue arecall and that adverse publicity associated with contaminated food is sufficient to
guarantee voluntary compliance.

Shortly after September 11, 2001, Representative Udall introduced legidlation that
would amend the meat and poultry acts to authorize FSIS to recall suspected contaminated
meats directly (H.R. 3127). An August 2000 GAO study on FSIS and FDA recalls (Food
Safety —Actions Needed by USDA and FDA to Ensure That Companies Promptly Carry Out
Recalls) criticized the agencies efforts in making sure that companies carry out recalls
quickly and efficiently, particularly of products that may carry severerisk of illness. GAO
also stated that neither FDA nor FSIS compiles sufficient information on companies’ recall
schedulesor methods, and that determining the need for mandatory recall authority could not
be done until such datawere available. Inadditiontorecall authority, civil penalty authority
for FSIS has been proposed several timesin recent years. Another bill wasintroducedinthe
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107" Congress (H.R. 1276) that would providerecall authority for FSIS. Twoidentical bills
(H.R. 5230 and S. 2803), introduced in July 2002, would provide for both voluntary and
mandatory recall authority and civil penalty authority for FSISand FDA. Consumer groups
and food safety advocacy groups havetestified in favor of obtaining these new enforcement
tools. Interestintheseauthoritiescould increase with more public awareness of the potential
for bioterrorism, although there are no proposals for this authority in any of the Homeland
Security Department proposals.

Reorganization of the Federal Food Safety Regulatory Structure. For many
decades there has been a debate about the federal regulatory structure and whether it should
be changed. Some have proposed that the severa different federal agencies having
responsibility for food safety be consolidated into asingle entity. Two proposals (S. 1501,
the Safe Food Act of 2001, and anidentical bill, H.R. 1671) would place USDA’ sand FDA’ s
food agencies (FSIS, CFSAN, and CVM) and the Department of Commerce's National
Marine Fisheries Service into a single independent food safety agency. Proponents of the
single agency concept charge that the current system is fragmented and ill-equipped for
meeting challenges from potential terrorist acts, aswell as from emerging pathogens, aging
populations, and increasing levels of food imports. Supporters say that a single agency
would result in a more consistent and efficient system for regulating food. Opponents
maintain that areshuffling of bureaucracies would not necessarily provide safer food or the
additional resources needed for proper inspections. They a so claim that food companiesare
doing their job in producing and distributing safe food and that the U.S. system is held up
around the world as a model for food safety.

At an October 10, 2001 hearing on food protection post-September 11, the GAO
restated its long-standing criticism of the current food inspection system and reemphasi zed
theNational Academy of Sciences s(NAS's) 1998 report callingfor greater coordination and
statutory reform (see Ensuring Safe Food from Production to Consumption, available on the
GAO Web site at [http://www.gao.gov]). On March 15, 2002, Food and Drug
Administration Deputy Commissioner Lester Crawford said that he was taking calls for a
single food safety agency seriously. Crawford’'s remarks followed those of Homeland
Security Director Tom Ridge, who said at a recent food industry meeting that the Bush
Administration is examining whether the food safety system, asit has evolved over several
decades, isthe best one for meeting future needs and threats. The Farm Security and Rural
Investment Act of 2002 (the 2002 farm bill), which the President signed into law on May 13,
2002, (H.R. 2646), containsaprovision creating a 15-member Food Safety Commission that
would review all the existing recommendations to improve food safety and within 1 year
deliver areport to the President and Congress making comprehensive recommendations for
enhancing the U.S. food safety system. Proposalsto reorganize federal food saf ety agencies
are absent from the President’ s Department of Homeland Security proposal, from the House
passed Homeland Security Act of 2002 (H.R. 5005), and from the Nationa Homeland
Security and Combating Terrorism Act of 2002 (S. 2452), soon to be considered in the
Senate. However, Section 162 of S. 2452 (the Lieberman Substitute) does ask the National
Academy of Sciencesto conduct acomprehensivestudy of the organizational structure, laws,
and regulations protecting the U.S. food supply.

Antimicrobial Resistance. Antimicrobias, a set of agents that include among

others, antibiotics and disinfectants, have benefitted the public health by treating diseases
that wereun-treatableearlier. Antibioticsareal so fed to farm animalsnot only for infections,
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but also to speed their growth, and to promote the efficient use of the feed. They aso are
sprayed on crops as akind of pesticide. Thereis growing concern that their widespread use
may be causing some of these drugs to lose their ability to control disease, and to become
resistant to a number of antibiotics that are crucial for treatment of certain diseases.
Although resi stanceto antibiotics hasbeen reported sincethey wereintroduced in the 1940's,
increased tracking (surveillance) and publicity has recently raised concern among some
Membersof Congressover thispublic healthissue. Thereisparticular concern about theuse
of antibioticsin food animals to promote growth. Some experts expect resistance problems
to worsen in the future unless some action is taken to curb their excessive use. (See CRS
Report RL30814, Antimicrobial Resistance: An Emerging Public Health Problem.)

Defining appropriatelegidative responsesis particularly difficult given the complexity
of the antimicrobia resistance problem, the lack of data to assess the problem, and the
disagreement over the seriousness of the extent of the health threat of resistance. Use of
antimicrobials in human medicine, for example, is thought to be the primary source of
resistance. The uses of antibioticsin the agricultural sector have raised questions about the
levels of antibiotic usein animals, both for treating disease and promoting growth, and the
possibility that this may contribute to resistant strains of bacteria.

On January 18, 2001, an Interagency Task Force on Antimicrobial Resistance, co-
chaired by CDC, FDA, and NIH, released a “Public Health Action Plan to Combat
Antimicrobial Resistance.” The Plan reflects a broad-based consensus of federal agencies'
on what actions the government should take to combat antimicrobial resistance. The Plan
containsgoalsand 84 action items-13 of which are considered “top priority.” Theseinclude:
surveillance, prevention and control, research, and product development. Each action item
specifies the coordinator, participating agencies, and timelines. It asks al federal agencies
to standardize detection methods, design and implement a national surveillance plan, and
develop procedures to monitor patterns of antimicrobial drug use in human medicine,
agriculture, and consumer products.

On June 26, 2002, all three agencies on the task force reported at a public meeting how
they were carrying out apublic heal th education campaign to promote prudent antimicrobial
druguse. They also reported on the use of vaccinationsto prevent infectionsfrom occurring
in patients residing in nursing homes, among other places. They also discussed the
implementation of the FDA framework for antibiotics in food animal production, and on
research to develop rapid diagnostic tests and novel therapies to better control resistance.
The task force has just begun to identify incentives that can be used to promote the
development of new human and animal drugs and their judicious use. A second plan will
consider the implications of resistance internationally.

On February 27, 2002, Representative Sherrod Brown introduced the Preservation of
Antibiotics for Human Treatment Act of 2002 (H.R. 3804). The measure would prohibit
approvalsof new antimicrobial animal drugs unlessthe manufacturer could demonstratethat

! Members include: Agency for Healthcare Research and Quality (AHRQ), CDC, FDA,
Health CareFinancing Administration (HCFA), NIH, and the Heal th Resourcesand Services
Administration (HRSA), several agencies of USDA, the Department of Defense (DoD), the
Department of Veterans Affairs (DVA), and the Environmental Protection Agency (EPA).

CRS-12



1B10099 08-28-02

subtherapeutic use of the drug in animal feeds would not contribute to the development of
antimicrobia resistance. On May 13, 2002, Senator Ted Kennedy introduced a bill, the
Preservation of Antibioticsfor Human Treatment Act of 2002 (S. 2508 ) that is similar but
not identical to H.R. 3804. It would prohibit the use of any antibiotic of the fluoroquinolone
class to be used in poultry, and require that any new antimicrobial that would be used
nontherapeutically would have to show that there was alack of harm to human health.

Seafood Safety. Theissue of risk of mercury exposure from fish consumption is
receiving renewed attention in the news media. An environmental group has charged that
the FDA does not adequately protect pregnant women and children from consuming too
much mercury-containing fish, particularly canned tuna. Critics also claim that FDA has
abandoned an ongoing mercury testing program that it ran in the 1990s. FDA officias state
that the testing program revealed that mercury levels have remained stable and safe over
time, which iswhy the agency diverted resources to other purposes. They further state that
the agency’ sroutine surveillance of the food supply consistently shows that mercury levels
of popular seafoods remain below the FDA action level of 1 part per million. On March 6,
2002, Representative Pallone introduced legislation (H.R. 3885) that would require FDA to
treat mercury as afood additive under the FFDCA and set atolerance level for it that would
guarantee* areasonabl e certainty of no harm” from aggregate dietary exposure (among other
things). S.555isasimilar bill.

LEGISLATION

The bills are listed by their primary topic although the categories are not mutually
exclusive.

Bioterrorism and Homeland Security

P.L.107-188, H.R. 3448

Public Health Security and Bioterrorism Preparednessand Response Act asintroduced.
As reported to the Senate, Bioterrorism Preparedness Act of 2001. Improves the ability of
the United Statesto prevent, preparefor, and respond to bioterrorism and other public health
emergencies. Introduced December 11, 2001; passed House December 12, 2001 under a
suspension of the rules. On December 20, 2001, the Senate passed S. 1765 in toto in the
nature of asubstituteto H.R. 3448. Conferencereport (H.Rept. 107-481) filedin HouseMay
21; passed House May 22; passed Senate May 23, 2002. Signed into law June 12, 2002.

H.R. 5005 (Armey)

The Homeland Security Act of 2002. Providesfor transferring functions from various
regul atory and emergency response agencies to create a Department of Homeland Security.
Introduced June 24, 2002; referred to House Select Committee on Homeland Security and
several other Committeeswith jurisdiction of portionsof thebill. Hearingsheld July 15-17;
bill marked up and reported out on July 19; passed House July 26, 2002.

S. 2452 (Lieberman)

TheDepartment of National Homeland Security and Combating Terrorism Act of 2002.
Providesfor transferring functionsfrom variousregul atory and emergency response agencies
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to create a Department of National Homeland Security and creates a National Office for
Combating Terrorism. Introduced May 2, 2002; reported out of the Committee on
Government Affairs with amendments May 22, 2002. Amendment in the Nature of a
Substitute filed with Senate Clerk July 19 and agreed to by the Committee on Government
Affairs at a business meeting on July 25, 2002.

S. 2767 (Akaka)

Agriculture Security Preparedness Act. Improvesthe government’ s preparedness, and
response to outbreaks of foreign and intentionally introduced diseases by improving
coordination between all federal agencies on preparedness and mitigation planning for
agricultural disease emergencies. Introduced July 22, 2002; referred to Committee on
Agriculture, Nutrition, and Forestry.

USDA and FDA Enforcement Authorities

H.R. 1276 (L owey)

Expands enforcement options under the Federal Meat Inspection Act and Poultry
Products Inspection Act to include theimposition of civil money penalties against violators.
Introduced March 28, 2001; referred to Committee on Agriculture.

H.R. 3075 (Dingell)

Imported Food Safety Act of 2001. Amendsthe FFDCA to improve border inspections,
increases the number of inspections and tests of imported food, requires that imported food
have country-of-originlabeling, establishes criminal penaltiesfor adulteratingimported food,
establishes user feesto pay for additional inspections, and provides FDA with new authority
and resources to inspect and detain food. Introduced October 10, 2001; referred to
Committee on Energy and Commerce.

H.R. 3127 (Udall)

Unsafe Meat and Poultry Recall Act of 2001. Amendsthe Federal Meat Inspection Act
and the Poultry Products Inspection Act to authorize the Secretary of Agricultureto order the
recall of meat and poultry that is adulterated, misbranded, or otherwise unsafe. Introduced
October 12, 2001; referred to Committee on Agriculture.

H.R. 3885 (Pallone)

Seafood Safety and Mercury Screening Act of 2002. Amendsthe FFDCA torequirethe
Secretary of Health and Human Services to establish atolerance for the presence of methyl
mercury in seafood, and for other purposes. Introduced March 6, 2002; referred to
Committee on Energy and Commerce, Subcommittee on Health.

H.R. 5230 (Rivers)/S. 2803 (Harkin)

Safe and Fair Enforcement and Recall for Meat, Poultry, and Food Act. Amends the
Federal Meat Inspection Act, the Poultry Products Inspection Act, and the Federal Food,
Drug, and Cosmetic Act to provide the Secretaries of Agriculture and Health and Human
Services with authority for voluntary and mandatory recall, withdrawal of inspectors from
violating facilities, and civil penalties. Introduced July 25, 2002; referred to the Committees
on Agriculture and Energy and Commerce.
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S. 555 (L eahy)

Mercury-Safe Seafood Act of 2001. Similar to H.R. 3885, it amends the FFDCA to
reguire the Secretary of Health and Human Servicesto establish atolerance for the presence
of methyl mercury in seafood. Introduced March 15, 2001, referred to Senate Committee on
Health, Education, Labor, and Pensions.

S. 2803 (Harkin)/H.R. 5230 (Rivers)

Safe and Fair Enforcement and Recall for Meat, Poultry, and Food Act. Amends the
Federal Meat Inspection Act, the Poultry Products Inspection Act, and the Federal Food,
Drug, and Cosmetic Act to provide the Secretaries of Agriculture and Health and Human
Services with authority for voluntary and mandatory recall, withdrawal of inspectors from
violating facilities, and civil penalties. Introduced July 26, 2002; referred to Committee on
Agriculture, Nutrition, and Forestry.

Consolidation of Food Safety Agencies

H.R. 1671 (DelL auro)

To consolidate into a single independent agency within the executive branch
responsibilities regarding food safety, labeling, and inspection currently divided among
several federal agencies. Introduced May 1, 2001; referred to Committee on Agriculture,
Subcommittee on Department Operations, Oversight, Nutrition, and Forestry, and
Subcommittee on Livestock and Horticulture, May 14, 2001. Referred to Committee on
Energy and Commerce, May 1, and to Subcommittee on Health, May 15, 2001.

S. 1501 (Durbin)

Safe Food Act of 2001. To consolidatein asingleindependent executive branch agency
the responsibilities regarding food safety, labeling, and inspection currently divided among
several Federal agencies. Introduced October 4, 2001; referred to Committee on
Governmental Affairs. Hearing held on related issueof bioterrorism preparedness, including
restructuring of thefederal food safety system on October 10, 2001, beforethe Subcommittee
on Oversight of Government Management, Restructuring, and the District of Columbia.

Antimicrobial Resistance

H.R. 3804 (Brown)

Preservation of Antibiotics for Human Treatment Act of 2002. Amends the FFDCA
to ensure that use of certain antibiotic drugs in animal agriculture does not compromise
human health by contributing to the development of antibiotic resistance. Introduced
February 27, 2002; referred to House Committee on Energy and Commerce, and on March
13, 2002, referred to Subcommittee on Health.

S. 2508 (Kennedy)

Preservation of Antibiotics for Human Treatment Act of 2002. Amends the FFDCA
to preserve the effectiveness of medically important antibiotics by restricting their use as
additivesto animal feed. Introduced May 13, 2002; referred to Senate Committee on Health,
Education, Labor, and Pensions.
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