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(budget authority, in millions of dollars)
FY1999 Ey199s = EY2on EY 2001 Fy2002 EY 2003
124 Budget.......... 43 43 42 42 41 NA
Passback. — - 12 112 112 112 112
¢ sloPasshacc o
Original Proposal........ - 0 +0 «0 +«0 +0
4 yAppeal.... ... - +60 HHS/USDA did not provide outyear estimatas.
OMB Recommendafion - 1+ +0) +0] I+ [+

e Backaground. On January 25, 1897, the President announced the FY 1998 National Food
Safety Initiatives The Initiative highlighted six areas for improving the Federal food inspection
system including 1) expansion of the Federal food safety survelllance system, 2) better
coordination among Federal, State, and local health authorities, 3) implementation of
improved inspection strategics, 4) improved risk assessment capabilities, 5) additional
research, and 6) more food safety education for consumers and retail food service workers.

- Original OMB Proposal, Fund base by increasing the agencies’ passback allocation. HHS:

$30 million — $25 million for FDA and $5 miliion for CDC. USDA: $25 million. Joweske
_\ka
¢ Agency Appeal. HHS: $44 miillion — $39 million for FDA and $5 million for CDC, a 129% > ~
increase over the FY 1998 enacted level; USDA: $16 million. : N
o OMB Recommendation. Maintain funding at level provided in passback for base programs, )
a $60 million increase over the FY 1998 enacted level. | g-+5t

e |mplications. OMB's Recommendation:
- Increases FDA import inspectors and staff from under 4 FTEs to over 60 FTEs and
- would allow FDA to inspect imported foods and evaluate the farming/focd safety
systems of over 50 countries over two years. This increase is consistent with the
President's October 2, 1997, food safety announcement,

- Increases funding for CDC food safety aclivities to expand surveillance activities.

- Provides USDA funds to expedite the development of strategies to prevent
antibiotic and antimicrobial agant resistence, development of tests for viruses and
bacteria, and development of new mtewentnon strategies. Targeted education
programs for high-risk,
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FYs 1968 and 1689 Food Safety Budgets, Requests, Appeals

Revised Revised Dept-Approved Dept-Approved
FY 1908 FY 1999 FY 1999 (nitsl OMB FY 1989 Passhack  Passback Appeal Appeal Level
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DETERWINED TO BE AN Revised: 12/8/97
ADMINISTRATIVE MARKING vie 187 =
INITIALS: DATE: 0420 FOOD AND DRUG ADMINISTRATION
Domestic Food Safety Initiatives
(Dollars in Millions)
FY 1999
1997 1998 OMB Appeal +/-

Enacted  Enmacted  Passback Appeal ~ Passback

Budget

Authority $ 8876 $ 9251 $ 825.0 $1,081.8 +$17.2
Program Level § 9959 $1,037.8 $1,069.2 $1,2443 +$17.2
Outlays $ 907.2 . $-9519 $ 8233 § 958.1 +$13.2
FTE 9,182 5,288 N/A 9,473 + 174

Brief Description of OMB Passback: The revised OMB passback included $44.0 milion (a $§24.0
million continuation of the funding provided in FY 1998 and an additional $2C million for FX 1999)
for the next steps of implementing activities to improve domestic food safery.

Key Arguments of Appeal: Every year tens of millions of Americans become ill, and as many as
9,000 die as a result of infections caused by foodborne pathogens. On January 25, 1997 President
Bill Clinton told the nation, “We have built a solid foundation for the health of America's families.
But clearly we must do more. No parent should have to think twice about the juice they pour their
children af breakfast, or a hamburger ordered during dinner out. We must continue to modernize
the food safety system put in place at the dawn of the 20th century so that it may meet the demands
of the 21st century. "

Building upon FDA''s portions of the President’s interagency Food Safety Initiative and the FY 1998
investment, FDA appeals this passback for the resources necessary to meet the President’s
commitment and goals. Specifically, FDA would:

® Expand the national “early warning system” to help detect and respoad to outbreaks of
foodborne illness earlier and provide data needed to help preveat future outbreaks.

o Imprcve the coordination between state and Federal authorities in response to foodbome
disease outbreaks. Such coordination should help to reduce the number of deaths and
illnesses.
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® Reduced illness outbreaks related to food preparation in the home and in the retail food
industry through educational programs targeted to the general pubiic and the entire food
industry. '

° Prepare for the implementation of HACCP regulations for the fresh juice indusuy.
L Increase coverage of imported non-produce products.

° Establish two additional sentinel sites for the collection of community-based animal
microbial resistance data.

® Inspections — Implementation of Seafood HACCP. Eighty new inspectors will be trained
in FY 1998. High-risk firms will be inspected in FYs 1998 and 1599 with full coverage
(annual inspection of both high and low-risk firms) in place by FY 2000.

° Reduced average time between inspections for high-risk food products.

. Development of more rapid and effective test and decontamination methods for ¥ibric
vulnificus, &Jlr,go_nella..Canpylobacter, E. Coli 0157:H7, and the Norwalk virus, as well as
other pathogens.

° Conduct routine surveillance, directed surveys and sample analysis of animal feed for -
microbiological agents such as bacteria and transmissible spongiform encephalopathies

(TSEs).

L] Introduce HACCP planning in the rendering industry, emphasizing controls against
amplification and dissemination of the BSE infective agent.

. Develop dara and modeling technjciues to better understand the casual relationship between
antimicrobial drug use in animals and buman pathogen drug resistance as well as to identify
and better characterize potential risk to humans from pathogens in animal feed.
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FOOD AND DRUG ADMINISTRATION

Safety of Imported Foods
(Dollars in Millions)
FY 1999

1997 1998 OMB Appeal +/-

Enacted Enacted Ragshack  Appeal PBasshack
Budget
Authority $ 8876 $ 9251 § 8250 $1,081.8 +$21.9
Program Level $ 9959 $1,037.8 $1,069.2 $1,2443 +$21.9
Outlays $ 9072 $§ 9519 $ 8233 $ 958.1 +$16.9
¥TE ‘ 9,182 9,288 N/A 9,473 + 185

Brief Description of OMB Passback: The revised OMB passback included $5.0 million for
implemeantation of food safety initiatives for tmported fresh fruits and vegetables.

Key Arguments of Appeal:

L The President issued a directive on October 2, 1997, o take the necessary additional actions
to improve the safety of imported foods, and committed to providing funds in his FY 1999
budget to enable FDA to dramatically improve the inspection cf food safety conditions
abroad and at points of entry into the United States.

® To quote, the President made the following commitment: “In my next budget, I will provide
enough funds to ensure that the FDA can fully implement this new legislation by
dramatically expanding its international food inspection force. With these efforts, we can
make sure that no fruits or vegetables cross our borders, enter our ports, or reach our dinner
tables without meeting the same strict stendards as those grown in America.

® Currently, FDA is unable to adequately protect American consumers from potentially
contaminated imported fresh fruits and vegetables. Because of the increasing number and
complexity of food safety issues, FDA has had to respond to new foodborne safety hazards,
including emerging pathogens, which pose serious threats to the health and well-being of
consumers. The funded requested would allow correction of the following situatiors:

] FDA would evaluate the agricultural production processes and/or systems of up to 80
countries and/or commodities. Resources would be targeted to the 40 or so countries that
provide the bulk of our imports, as weil as to high-risk areas.
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® Im;aomd foods which fall within FDA's regulatory purview increased from 950,000 entries
in 1985 to 2.2 million entries in 1996. This increase, coupled with a constant pumber of
inspectors, has resulted in a significant reduction in the percentage of imports inspected at
entry. These additional resources would allow FDA to increase its review of imports offered
no this country. ‘

L FDA would develop the legislative authority necessary to halt imported products where the

level of protection provided by a foreign country is less than the level of protection provided

in the United States. USDA currently has this authority for the food products under its
purview.
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Here are a few items that might be helpful in understanding what additional food safety funds for

FDA will get the Adminstration/public/country:

In the research area, new funds will get us such things as:

- An effective test method for Vibrio Vulnificus in foods

- New decontamination methods for a variety of bacterial and
viral agents

- Alternatives to heat processing for eliminating pathogens

- Understanding of how microorganisms spread during food
transportation and how to eliminate cross-contamination

In the risk assessment area, we will be able to do such things as

- Understanding how humans become exposed to foodborne
contaminants and creating a model that will help us identify
how humans are threatened by these contaminants

- Identifying the causal relationship between antimicrobial
drug use in animals and antibiotic resistance in humans,
which will greatly enhance the government’s ability to
address this rapidly emerging major health concern

In the inspections area, funding will:

- Allow FDA to increase coverage of imported foods from the
current minimal level

- Reduce the average interval between inspections of high risk
food products

- Achieve adoption of the model Food Code by all 50 states,
which will dramatically leverage Federal resources across the
country



- Ensure the implementation HACCP controls in the juice
industry

In the education area, we could

- Reach children in schools with a message about safe food
handling and avoidance of foodborne illness

- Inform farmers and produce manufacturers of the new Good
Agricultural Practices for fruits and vegetables to enable
them to understand and implement those guidelines

- Ensure widespread availability on the Internet of good food
safety information

In the coordination area, funding would ensure that:
- The Federal government and state and local governments have

the infrastructure to ensure proper detection, evaluation,
and coordination when foodborne outbreaks occur
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UNITED STATES DEPARTMENT OF AGRICULTURE

1899 PRESIDENT'S FOOD SAFETY INITIATIVE

Foodborne illness is a growing concem to consumers and industry. Thers continues
to be highly publicized outbreaks involving a variety of pathogens and food products,
both foreign and domestic. These outbreaks have raised consumers’ leval of
awareness and concern over the safety of the food supply. They have demonstrated
the need for the Government to take more aggressive action to assure the safety of
the food supply. In the past year:

« A wide variety of products, including strawberries, raspberries, cider, lettuce, meat,
poultry, and seafood, contaminated with pathogens have caused iliness and death;

» A broader range of pathogens, including bacteria and parasites, have been
implicated in foodborne disease outbreaks;

+ Combating foodbome disease has become a globa! issue invalving both imported
and exported products.

USDA'’s request of $41.3 million from the Presidential Priority Reserve for the 1999
food safety initiative supports USDA’s strategic goal of reducing the incidence of
foodborne iliness. It builds on the successes of the 1998 initiative as well as fills the
gaps that have been identified in the past year.

1. Improve Inspections and expand preventive food safety measures
(+$13.5 million): '

-- Internationally (+$3.0 million}: In support of the President’s Food Safety
Directive, USDA, in cooperation with FDA, will begin developing profiles of
exporting countries, These profiles will give us Information that can be used to
target inspection and testing resources to ensure that imported food is safe.
USDA will also facilitate international understanding of food safety issues and
strategies to address them.

-- Domestically (+10.5 million): USDA wili provide, for the first time, assistance to
local school food service providers for independent health and safety
inspections at each self-preparation school lunch facility.

The 1998 initiative provided HHS resources to expand the intensity of inspection of
imported product after it anters the United States. Since the development of the
1998 initiative, the President directed USDA and HHS to take more aggressive
action to ensure the safety of imported food before it arrives in the United States.
In 1999, USDA will be in a front line position to document foreign food safety
practices, work cooperatively with foreign governments to develop effective food
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safety strategies for food entering the United States, and ensure countries of the
safety of food imported from the United States.

The 1998 food safety initiative focused on retail establishments and the seafood
industry. in 1999, the scope of the initiative will be expanded to include the 70,000
schools that prepare their own meals. Unlike production and manufacturing
facilities that are inspected under existing Federal and State laws, these schools
receive little or no oversight on food safety issues. The USDA initiative will
snhance the ability of State and local school food services to safeguard the health
and safety of the 20 million children participating in school meal programs.

. Improve the capability to estimate risks assoclated with foodborne

(+$1.5 million):

antitative risk agsessments (+1.5 million): USDA will initiate quantitative risk
assessments 1o identify food safety hazards and controls, make faster and
more accurate regulatory decisions, target more effectively program resources,
and facilitate the development and evaluation of surveillance plans and risk
reduction strategies.

The 1998 initiative identified the development of risk assessment methodologies
for living microbial pathogens as an area where intensive commitment is
essential. The initiative allocated 1998 resources to the development, testing,
and validation of microbial risk assessment and foodbome iliness valuation
methods. For 1999 USDA will require additional resources to utilize the
knowledge gained through the 1998 initiative to conduct risk assessments that
provide industry and regulatory agencies the information necessary to make
better informed choices among altemative production and program options
intended to increase food safety.

. Build the national food safety education campaign (+$7.0 million):

- Gonsumer E jon (+$3.0 million): Safe food handiing messages will be
developed and disseminated to target food handlers in homes, congregate
feeding sites, and address the specific concerns of the slderly.

- hool Fo ice Provider Education (+$2.0 million): USDA will establish
training workshops to educate local school food service professionais about the
latest safe food handling practices specific to their needs and the updated Food
Code.

-- Producer Education (+$2.0 millicn): USDA will establish partnerships with
industry and academia to educate food animal producers on food safety
assurance practices, risk management, and risk communication.

Under the 1898 initiative, USDA and HHS laid the foundation for a nationwide food
safety education campaign in a new public-private partnership. The campaign will



deliver four key food safety messages to general audiences nationwide. For 1999,
food safety education initiatives will be developed to target specific segments of
food handlers from farm-to-table, all of whom have the ability to control foodborne
pathogens.

. Accelerate food safety research to support the President’s Food Safety
Directive (+$19.3 million):

Methods Development (+$1.0 miilion): Rapid tests will be developed that detect

viruses on a broader range of food products, including fruits and vegetables;

-- Basic Ressarch (+$8.0 million): Research will be conducted tc enhance the
understanding of pathogen growth and control, including toxins in algae;

-- Applied Research (+$4.0 miliion): Altemative food production, processing, and

handling systems that eliminate or reduced pathogen contamination will be
designed and evaluated for fresh produce, in particular sprouts. Conditions
under which transportation of food producing animals contributes to pathogenic
contamination will be identified,

-- Baseline Studies {+$6.3 million): Fcr the first time, a national mlcroblologlcal

baseline for pathogens on fruits and vegetables will be developed.

The 1998 initiative identified a number ot long-term research activities to be
undertaken in addition to those proposed for 1998. For 1999, in support of these
activities and the President’s Food Safety Directive, USDA wiil conduct additional
basic research on a broader number of pathogens, including bacterial, viral, and
parasitic contaminants, found on fresh fruits and vegetables. In addition, USDA
will utilize its expertise in applied research to evaluate and develop production and
processing practices that minimize and control the exposure of fruits and
vegetables to these pathogers.

Outbreaks of foodborne illness subsaquent to the 1998 initiative highlighted the
need to expand the scope of the 1998 initiative to include aquaculture and
transportation of food producing animals. In addition, the President's Food Safety
Directive and recent consumer concerns over the safety of raspberries,
strawberries, and other fresh fruits and vegetables, pointed out the need to develop
a statistically reliable picture of the level of contamination on these products found
in the United States. To address this need in 1899, USDA will utilize the existing
programmatic infrastructure for determining the level of chemical residues on these
products, to develop statistically reliable national estimates for both domestically
produced and imported fruits and vegetables in US commerce.



A. SURVEILLANCE

Food Safety and Inspection Service
Economic Ressarch Service

Subtatal, Survelllance
8. COORDINATION
C. INSPECTIONS
Food Safety and Inepaction Service
Foreign Agricuttural Service
Food and Consumaer Sarvice
Subtutal, inspections
D. RISK ASSESSMENT
Agricultural Ressarch Service
Cooperative State Retearch, Education,
and Extenslon Service
Food Safety and inspection Service
Economic Ressarch Sarvice
Office of the Chief Economiat
Subtotal, Risk Assessment
E. EDUCATION
Cooperative 3tate Research, Education,
and Exension 3ervice
Food Safety and Inapection Service
Food and Consumer Sarvice
Economic Resessch Servics
Subtotal, Education
F. RESEARCH
Agricuitural Research Service
Coogperutive State Research, Education,
and Extension Service
Agricultural Marketing Serwice

Subtctal, Ressarch

TOTAL, INITIATIVE

PRESIDENT'S FOOD SAFETY INITIATVE
UNITED STATES DEPARTMENT OF AGRICULTURE

1999 BUDGET PROPOSAL
{Dollars in Miillions)
1988 1898

Change from

Change from Dapt. Change from Pres. Department

1897 Budget 1987 Bstimate 1958 {nitlative Estimate
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0.0 0.0 0.0 0.5 30.5 0.5 28
10 15 05 2.0 0.5 20 0.0
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58.9 -..083 113 88.1 19.9 120.4 413




AGENCY TOTALS:

Agriculiural Resowch Service

Cooperstive State Resesrch, Education,
and Extension Service

Agricultural Marketing Service

Food Safety and inspection Service

Economic Ressarch Service

Office of the Chief Economiet

Food and Consumer Service

Forelgn Agricutturai Service

Total, USDA

PRESIDENT'S FOOD SAFETY INITIATVE
UNITED STATES DEPARTMENT OF AGRICULTURE
PROPOSAL

1999 BUDGET
{Dollars in Mitllons)
1899 1989

Thange from
Change from Dept. Change from Pres. Department

1987 Budget 1997 Estimate 1998 initlative Estimate
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December 22, 1997

The Honorable William Jefferson Clinton
The White House

1600 Pennsylvania Avenue, NW
Washington, D.C. 20500

Dear Mr. President:

On behalf of the food manufacturing industry, we request that the Administration's FY 1999 budget
provides adequate funding for the Focd and Drug Administration, and does so without the inclusion of
food user fees. We believe that the public is well served by, and very supportive of, a strong and
effective FDA, properly funded with appropriated dollars. The food industry also strongly supports the
Administration's commitment to food safety as does the United States Congress as cwdcnccd by their
providing additional funding for the Administration's Food Safety Initiative.

FDA is mandated by Congress to ensure the safety of the food supply, in addition to the safety and
efficacy of drugs, medical devices, radiological products and other products subject to its jurisdiction.
By virtue of new laws being enacted by Congress, it has also had to take on more responsibilities in the
past few years without concomitant resources being provided. This has significantly affected that part
of FDA responsible for the regulation of food.

Previously proposed Administration budgets have included food user fees as a funding mechanism to
replace appropriated dollars which Congress has repeatedly rejected. User fees should only be
-employed to reimburse agencies for specific benefits they provide to identifiable regulated companies.
For example, the “Prescription Drug User Fee Act” guarantees that by paying a user fee, a drug company
receives a direct benefit by having its product reviewed/approved on a more timely basis. The same
argument cannot be made with regards to fees for FDA's regulatory responsibilities to ensure a safe,
plentiful and wholesome food supply, which benefits the public. These actions largely involve

enforcement activities, specifically, inspection and regulatory action agzinst adulterated or misbranded
food products.

We urge you to fund adequately the Food and Drug Administration without the imposition of food user
fees. Thank you in advance for your consndcratlon

Sincerely,

C. Manly Molpus Paul Abenante
President and Chief Executive Officer President and Chief Executive Officer

Grocery Manufacturers of America American Bakers Association
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Steven C. Anderson George B. Watts

President and Chief Executive Officer President

American Frozen Food Institute National Broiler Council

Lawrence T. Graham John R. Cady

President President and Chief Executive Officer
Chocolate Manufacturers Association/ National Food Processors Association

National Confectioners-Association

VA g&l(y L ”{'ﬂ

William L. Ball, Il James Shufelt
President President
National Soft Drink Association Snack Food Association



