
FDA's FY 2000 Budget Request 
(to close performance gaps) 

Adverse Event/Injury Reporting ~ $60M 
(Lower the enormous cost in dollars and lives) 

- reduce injuries and healthcare costs by 15% 

Product Safety Assurance ~ $126M 

- meet 95% of statutory inspection obligation; reduce rising industry 
recall rates 

Product Review -- $56M 
(Speed products to consumers; enhance industry competitiveness) 
- review 90% of product applications in statutory time frame 

Food Safety - $49M 

- achieve a 50% reduction in food borne illness 



i. 
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FDA'S YEAR 2000 FOOD SAFETY GOALS 
(If fimds are appropriated) 

m«ispEcnONs 
o Establish a nationally integrated food safety system mth Federal, state, and local 

authorities. 

For the first time in decades. FDA will ensure that every high risk food 
manufacturer in the United States is inspected at least once a year. 

For other food firms, inspections will be twice as often as today (from once eveiy 
8 years to once every 4 years). 

For the first time ever, state and Federal inspection results wiU be shared via an 
electronic connection, that will reduce overlapping efforts and greaUy enhance the 
ability of those authorities to improve public health 

FDA wiU have an enhanced intemational food safety program, which will include 
! S t a " o T h e r countries' food safety systems and P---^°/^t^,^^^^^^^^^ 
foreign countries who import to this countiy (thereby continumg the shift to ensunng that 
foods are safely produced before they anive at our shores). 

RESEARCH 

o FDA will be able to ensure the applicabiUty and effectiveness ofthe new Preventive 
control techniques used to ensure the safety of seafood, juices, eggs, fresh produce and 
other foods. 

o New detection tests wiU be developed for such dangerous ^^''^^^^^J^^^^fffJ^^ 
eggs aTd Cyclosopora in fresh produce, and test methods for E. coh 01S7:H7 m foods m 
which it cannot now be detected. 

QUTBREAI^ RESPONSE 

o With its increased surveillance, CDC expects an increase of 40% of foodbome '^^^^J^m 
E coli 0157 H7 and sahnonella, and 10% for all foodbome Uhiess. Fundmg is needed so 
that FDA will have the laboratory and staff capability to respond rapidly to those 
outbreaks when they occur-to track down their source and prevent fiirther danger. 

o CDC's new PulseNet contaminant tracing system will be comiected to FDA's laboratories, 
thus enabling FDA to use this state-of-the-art disease detection system to control 
foodbome iUness at the source. 
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RETAIL 

o CDC estimates that one-third of foodbome iUness comes from retail estabhshments. A 
majority of states will adopt FDA's model food code that raises the standards for safer 
handling of food in restaurants, nursing homes, hospitals, and grocery stores. If fiindmg is 
avaUable, FDA can provide the necessary training and education to state and local 
inspectors (as well as industry) to implement those new standards. 

FPTTCATION 

o Targeted resources are needed so that the most vuhierable (e.g., elderly, very young, and 
pregnant women) will be taught how they should and can avoid contammated food. The 
result wUl be that their behavior will begin to change so that the most severe ilkesses and 
deaths can be prevented. 

RISK ASSESSMENT 

o New information will become available about how much of a contaminant must be in a 
food to make people sick (such as Listeria) and how certain contaminants (such as 
Salmonella) can best be controlled. 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

DETERMINED TO BE AN 

ADMINISTRATIVE MARKING n n u r i n r M ^ . , . 
INITIALS:lui_DATE..oWu.(e> € u N F i § f f l i t ~ 

Date: November 27,1998 

TO: Assistant Secretary for Management and Budget 

FROM; Acting Commissioner of Food and Drugs 

SUBJECT: Appeals to FY2000 OMB Passback 

Public Health Service 

Memorandur 

CLOSE-HOLD V 

We are encouraged by the increases noted in the FY2000 Passback, and want to express our 
a r̂eciation for the efforts made on behalf of FDA by you, your staff, and other senior DHHS 
officials. I recogmze the ume you and others have taken to understand FDA's broad resource 
needs, and it appears that effort will now bear fruit In addition, we appreciate the recognition in 
Je Passback that FDA needs resources in all of its programs, and not only in targeted ii^ativeT 
nmvIlT^ T ' T appeals, in the hope that additional fimding can be 
provided to reduce the substantial gap between what we are able to do, and what Congress and the 
public expect us to do. 

Our appeals, in priority order, include: 

Restoration of Current Services costs 
Product Safety Assurance programs 
(Including completion of Los Angeles and Arkansas laboratories) 
Premarket Review programs 
Food Safety Initiative 
Tobacco 
Bioterrorism . 

$ 33.4 Million 
83.0 

36.1 
48.9 
50.0 
13.0 

$264.4 MUlion 

moHe? c "^^t^^e " °̂dify the user fee proposals~not the dollar amount-and offer 
models somewhat different from those that OMB proposed, but in the same program areas of 
^ e ^ r ^ ^ ^ ^ Additive Review. We greatly appreciate OMB's rec^tion 4^ 
t ' 7 ^ ^ r . ' ^ '̂̂ "̂̂ ^̂  ^ ° ^ ' ^ ^ ^ and we suppô new uŝ  
fees tha can enhance FDA's perfomiance. In the case of food additives, we areTuggestinTa 
proposal that would collect $6 million in user fees to fiJly establish the new system oforeSet 
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proposing a potential third party program that would provide industiy with the safety certifications 
^ey need to maricetm other countries. Although the medical device industry, particularly the 
r r . w ' ^''^'f ^°"^P^^«' strongly opposed to user fees for new product 
review, we beheve the mdustry would support this new effort to facilitate the U.S. device industr. 
to compete in international markets. -

L ^ I i r " ^ " ^ / ^ ' ^ " " l ^ ? ; ^ ^ " S particularly important, in view of the 
Z r A'^/ f '^r '^^^u^i '^^'^^^ °'P^y Nation for six consecutive 
years ~ a $165 milhon shortfall. Erosion of our budget to pay these costs has led direcUy to 
reductions of at least 500 FTE, jeopardizing FDA's ability to respond to new technologies and 
emergmg problems, much less fiilly implemem the expectations of the Food and Dme 
Modernization Act. ^ 

It is extremely important that the Presidential Initiatives receive total ftmding. The Food Safetv 
Imtiative directed at significantly reducing the number and incidence of foodbome illness 
Bioten-onsm focused on prevemion and cure in the event of a biological attack; and the Youth 
Tobacco Prevention Program targeted at reducing the exposure of tobacco products to our children 
and adolescents represem different aspects ofthe Agency's mission but initiatives that are critical 
to the public health of the consumer. 

Physici3n.s; salaries- I encourage DHHS to appeal, for the whole Department, the issue of OMB's 
proposed limitation on growth of physicians' salaries. This would greatly Ihnit our ability to 
recmit and retain highly specialized Medical Officers, and depending how it were implemented 
could jeopardize our ability to fill vacancies as they occur. In addition to the increases allowed in 
the Passback, the contmued project growth in dmg review under PDUFA will require increased 
recmitment of physicians in many differem specialties; limiting our ability to provide competitive 
compensation could jeopardize that program and become a new bottleneck in the reviewprocess 

Z Z 7 " ; Z e ^ : : : Z ' ^ ' '"^^ ^̂ ^̂ ^̂  ^̂ ^̂ ^̂ ^̂  ^̂ ^̂  - - - ^ agendes; 

Once again, we appreciate the effort both DHHS and OMB have made to recognize and provide 
fiinding for essential FDA programs. Thank you for your consideration of our appeal we 
appreciate your support of our requested increased level of fimding for FY 2000. ' 

Michael A. Friedman, M.D. 

Attachments 
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FOOD AND DRUG ADMINISTRATION 

(Dollan in MilUona) 

1998 1999 2000 
Enacted Enacted Request OMB ACfie&i 

Budget -
ACfie&i 

Authority $925.1 $982.2 $1,514.5 $1,080.0 +$33.4 
Program Level $1,037.8 $1,134.7 $1,680.7 $1,263.2 +$33.4 
Outlays $951.9 $964.1 $1,367.5 $1,041.8 +$26.5 
FTE 9,288 9,030 10,111 9,320 NA 

Descnption of OMB Passback: Tlie passback to FDA included no resources to restore the loss of 
cuirent semces. Based on current pay assumptions, FDA expects the pay related cuirem services 
costs for FY 2000 to be $31.5 million. We are appealing for the fiill requested amount of pay related 
currem services, with the remaining $1.9 million to be used to absorb some ofthe non-pay related 
cost increases. 

Key Arguments of Appeal: The cumulative effect ofthe absorption of pay and non-pay current 
services from FY 1994 through FY 1999 is $165 miUion, or 20.5 percem ofthe total FY 1999 S&E 
portion of FDA's budget. 

The result ofthe loss to priority programs include: 
Inability to property analyze and react in a timely manner to adverse event/injury reports 
Drastic reduction of import program. In 1998 only 1.5 percent of imports were inspected 
only 1 percent will be inspected ui 2000. 
Inspection frequency declining. FDA meets only 50 percent of stamtory mandate 
Products largely unregulated - dietary supplements, cosmetics, medical products purchased 
overseas. 
Applications for products - longer review times. 

Through FY 1999. FDA has been forced to reduce by more than 500 FTE in order to absorb 
inflation. Further absoiption could force the loss of an additional 300 FTE from FDA's base 
programs. This continued absorption ofinflation cannot continue. 

If we do not get this support in FY 2000. FDA's leadership role in assuring high public health and 
consumerprotectionstandardswillbejeopardized. Without adequate supj^rt for L a g e n X T r e 

ourselves into a very Imiited momtoring and oversight body similar to the European model 
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FOOD AND DRUG ADMINISTRATION 
Appeal Item #2) Provide Full Funding for Product Safety Assurance 

(Dollars in Millions) 

2000 
1998 

Enacted 
1999 

Enacted 
fiSSMfigt i2Mg Anpeal 

Budget Authority $925.1 $982.2 $1,514.5 $1,080.0 +$83.0 
Program Level $1,037.8 $1,134.7 $1680.7 $1,263.2 +$83.0 
Outlays $951.9 $964.1 $1,367.5 $1,041.8 +$65.8 
FTE 9.288 9,030 10,111 9,320 +208 

Description of OMB Passback: TTie passback included $43.2 million and 108 FTE ofthe $126 1 
million and 316 FTE requested for activities direcUy ensuring the safety of FDA-regulated products 
tor consumers, and ensuring honesty and fair dealing in the marketplace on behalf of industry. 

Key Arguments of Appeal: If FDA does not receive the fiill amount requested, the results would 
DC* 

Inability of FDA to establish a link to the U.S. Intemational Trade Data System QTDS) 
which would provide immediate access to accurate trade statistics and data, and knowledge 
to promote informed compliance with trade statutes. 

Inability of FDA to enhance the Agency's Operative and Administrative System for Import 
Support (OASIS) to better facilitate audits of import brokers' files on imported products. 

Inadequateresearchtoidentifyhighriskpublichealthareaswhichwouldfacilitateregulatory 
focus on those areas needing the most attention. 

A weak international inspection program to assure the safety and effectiveness of products 
entering the U.Ŝ  - in FY 1997. FDA inspected 8 percent ofthe 3.803 foreign device 
manufacturers, 18 percent had violations. 

TTie risk of negative economic impacts to tiie U.S. from significant intemational trade 

s r d ^ d f du. ; ̂  f - "^'^^"^ '"""^ "̂ P"̂ '̂ "*̂ ^ safety/healtii 

So"„%ffoir"^"^^' ™ ^ -
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An inadequate number of highly skilled, flexibly ti^ed employees capable of applying 
cunent science to make decisions on firms with product violations, and regulation 
development to ensure the safety of products. 

The inability to substantially increase inspcctional coverage by training and working witii 
states/foreign govemments/otiiers to supplement our efforts tiirough federal-state contî cts, 
intemational agreements, and otiier partnership efforts to ensure tiie overall safety of 
products supplied to U.S. consumers and tiie world. 

Lack of a capable and investigative oversight and scientific arm to ensure safety, honesty, 
and fair dealing. It has been found tiiat as tiie number of inspections decreases tiie rate of 
violations increases, and as tiie time between inspections of finns mcreases tiie rate of 
violations increases. 

FDA would monitor increasingly fewer imported food products for safety and public healtii 
concems -- FDA was severely criticized tiiis year by tiie Governmental Affairs Permanent 
Subcommittee on Investigations for lack of adequate coverage of imported food products. 
The volume of imported shipments has more than tripled in the last five years and is 
expected to grow exponentially. The result is a continual declining level of FDA monitoring 
the safety of imports. 

Inadequate monitoring of tiie food supply for pesticides and otiier contaminants of concem. 
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FOOD AND DRUG ADMINISTRATION 
Appeal Item #3) Provide Full Funding for Product Safety 

Building and Facilities 
(Dollars in MiUions) 

1998 1999 2000 

Budget 
Enacted ' OMB Appeal 

Authority $925.1 $982.2 $1,514.5 $1,080.0 +$26.9 
Program Level $1,037.8 $1,134.7 $1,680.7 $1,263.2 +$26.9 
Outiays $951.9 $964.1 $1,367.5 $1,041.8 +$ 8.7 
FTE 9,288 9,030 10,011 9,320 NA 

Description of OMB Passback: The passback to FDA included only $20.4 million of tiie $50 3 
J ^ k ^ L T ^.^T^'^ constiuction projects for tiie Los Angeles Laboratory and Phase lU of tile 
Arkansas Regional Laboratory (ARL). "wimc 

Tos A n T l T ^ " " ' " ^ " ^ ^ ^ ^^^-^ "^"^^ ^ ^ '̂I'̂ ^^ted amount to constmct tiie 

Regi^^tab^to^^^ ^" ^^'^ "'"'^'^'° ^^^^ ^^"^ 

Key Arguments of Appeal: 

Los Angeles Laboratory 

The Food and Dmg Administiation, while appreciative of OMB's expression of support for tiie Los 

F Y . n r J ' ^ " p ^ ^ ' ^ ^ *e O^paSback for 
Aat th. 2?n R«q»«t, respectfiUly requests reconsideration of tiiat OMB decision and hopes 
tiiat tiie fiill fimding requested by tiie Agency can be restored. 

^ n T i l T ^ ^ ^ ^ ^ ^ " 8^«y '̂ nh^ce tiie Agency's 

i d X i l ^ e ^ "̂ "̂̂ ^ ̂ ^̂ "̂ ^ - « ' 

So enll^'j^'^A '̂"'P *° it'^ P'^^ct Safety mandate, but will 

ct:iS:rdL̂ rt̂ ^̂ ^̂ ^̂ ^ 
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for tile entire facility at one time and tiius lock-in tiie contiactor's pricing at tiie most 
favorable total project cost. 

A single constiuction contract award based on fiill fimding for tiie project will allow early 
completionof constiuction and will also result in a "seamless" project witiiout tiie scheduling 
difficulties tiiat can result from phased constmction or tiie finger pointing tiiat can occur 
where different constiuction contiwjtors or sub contiactors are involved witii multi-phased 
constmction. 

The FY 1999 increase for tiie Food Safety Imtiative will go far to support much needed 
expansion of imported product entiy review at tiie border, and wiU provide much needed 
resources for increased imported food sampling and laboratory analysis. A great part of tiiis 
workload will occur in soutiiem Califomia; tiie new laboratory facility in Los Angeles is 
critical if tiie agency is to keep up witii increased imports and associated microbiological 
hazards. 

Arkansas Regional Laboratorŷ  Pliase III 

The omission of tiie $6.9 million for tiie completion ofthe Arkansas Regional Laboratory 
from FDA's Building and Facilities budget request for FY 2000 will leave tiie overall project 
20 percent short of completion witii 17 percent ofthe floor space unusable. 

Congress appropriated $3 million in FY 1999 to begin constiuction of Phase UI of tiiis $42 
million project. This enabled FDA to maintain the current contractor and continue on the 
original completion schedule. Witiiout tiie $6.9 million Congress expects us to request in 
FY2000, the contiactor will exhaust all current fimds and we will be forced to terminate tiie 
contract. 

If tiie remaining fimds are made available at a later date, the completion of tiie project will 
have to be re-competed and the new contractor would have to remobilize all necessary 
equipment and personnel at a much higher cost than the current estimate of $6.9 million. 

This project began in FY 1995 witii tiie fimding of $2.5 for tiie Architechiral and Engineering 
design of tiie facility. Once tiiat was completed, fimding for tiie constiuction of tiie project 
has been provided each fiscal year since. The requested fimding for FY 2000 will complete 
tiiis project and allow FDA to continue witii its consolidation plans for tiie 21" centiuy. 
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FOOD AND DRUG ADMINISTRATION 
Appeal Item M) Provide Full Fundmg for Prem.rket Application Review 

(Dollars in MiUions) 

Budget Authority 

Program Level 

Outlays 

FTE 

1998 
Enacted 

1999 
Enacted 

2000 

om $925.1 $982.2 $1,514.4 $1,080.0 
$1,037.8 $1,134.7 $1,680.7 $1,263.2 
$951.9 $964.1 $1,367.5 $1,041.8 

9,288 9,030 10,111 9,320 

+J36.1 

+$36.1 

+$28.7 

+226 

a"ctivW« ° ^ ° / A ° . r r ° T AppUcation Review 

Delay transition to fiill elemonic review of abbreviated new drug appUcations and retard 

tnto-Validation Apphcationprogram for striictiired submission ofbioeaiiivala,eed«./.Z 
SST' ' " ^ of t c ' S ' X ^ * : 

stsr̂ s.r̂ fT.̂ t̂"™''"'""'"̂ "'̂ ^̂  

^ f m L " e ^ c ; r r i ™ : : r ; " ~ * P ' « < - > process .0 

« v , e w , u i d a n e e . i n j L ^ t ^ r a ; d r r ^ - t r ^ ; ^ f c ^ 
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on emerging technologies and decreased regulatory uncertainty; and limited on-time 
science-base mteractive reviews 

Further erosion of our science base. FDA needs to restore tiiis critical science base to be able 
to lead tiie way m regulating complex new technologies, conduct independem laboratory 
analysis, update standards and review guidance. 
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FOOD AND DRUG ADMINISTRATION 
Appeal Item #5) Additive User Fees 

(Dollars in Millions) 

1998 1999 2000 
Enacted Enacted OMB Anneal 

Budget Authority $925.1 $982.2 $1,514.4 $1,080.0 0.0 
Program Level $1,037.8 $1,134.7 $1,680.7 $1,263.2 0.0** 
Outlays $951.9 $964.1 $1,367.5 $1,041.8 0.0 
FTE 9,288 9,030 10.111 9,320 99 

FDA is not appeaUng tiie dollar amount of proposed additive user fees, but is proposing 
altemative fee proposals, witiiin tiie same two program areas ~ Medical Devices and Food Additive 
review. 

Descnption of OMB Passback: Proposes $17.0 million in new additive user fees for medical 
device reviews/postinarket activities ($15.0 million) and for tiie review of food additive petitions 
($2.0 million). Represents a policy shift fixim BA-reducing user fees and responds to tiie HHS/FDA 
arguments tiiat additive fees, especially when accompanied by increases in tiie base, can be accepted 
by industry and gain i^proval by Congress. 

Key Arguments of Appeal: While in total agreement witii tiiis shift in philosophy, FDA is 
nonetiieless appealing for tiie substitution of two different user fees proposals- tiie inclusion, 
instead, of $6 million in new additive user fees for premarket notifications for food contact 
substances, combined witii up to $11 milUon for review of Food Additive Petitions, and a pilot 
program for a tiiird-party based program, possibly off-budget, for providing medical device 
manufacnirers witii tiie safety certifications tiiey need to market in tiie European Market and 
elsewhere. 

Using PDUFA as an example, industiy support is critical for any kind of additive user fee 
to be successfiU. For medical device additive user fees, certain segments of tiie industiy are 
adamantiy opposed. To include a proposal witiiout first developing support would create ill-
will or mistiiist and possibly prohibit any fiiture development. 

Industry support is generally evident for additive user fees for food additive petitions 
However, tiiis support is curremly being built informally. FDA believes tiiat tiiere is a real 
chance for success, since tiie industiy has discussed tiiis issue witii Congress 
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The FDAMA amends section 409 of tiie FD&C Act to establish a premarket notification 
(PMN) program for food contact substances which will make it easier to intioduce products 
to market. FDAMA includes ftmding provisions, however, tiiat must be met before tiie 
program can be implemented, which have not been met so far. Industiy support is clear and 
sti-ong for tills program to become operational. User fees to cover tiie projected costs of $6 
million are viewed as an effective and viable way of achieving tiiis. Implementation is 
possible for fiscal year 2000. 

In addition, FDA proposes a user fee program of up to $11 million to strentiien and enhance 
tiie existing program for review of Food Additive Petitions. This would include a means of 
dividing tiiese Petitions into tiers based on tiie relative complexity of different types of 
additives and tiie time it takes FDA to review tiieir safety. The agency believes tiie industry 
would also support tiiis type of user fee, subject to negotiations witii industry and w i t h 
Congress on tiie amount of tiie fees and tfie peifoimance expected of FDA under an enhanced 
program. 

FDAMA's emphasis on a harmonized United States - European Union (U.S.-E.U). 
regulatory environment places a special sensitivity on tiie funding of inspections for medical 
devices. A substantial segment of U.S. medical device manufactoirers are now obliged to pay 
for inspections by E.U. tiiird parties in order to participate in tfie $7 billion export market to 
tfie E.U. While tiiese fees are tolerated by tiie U.S. industry as a necessary cost of doing 
business witii Europe, tiie industiy's steadfast objection to FDA fee-fimded inspections 
impeded FDA fi-om providing tfiese inspection services witfiout denigrating its already sub-
statutory performance on the fi^quency of domestic inspections. The eventual solution to 
tills sitiiation will likely require a U.S. based tiiird party inspection system witii a capability 
to satisfy botii FDA and EU requirements. This system would almost certainly need to be 
botii voluntary and "off-budget". Any tiaditional budget proposal for user fees would likely 
complicate development of a consensus towards this solution. 

FDA is opposed to tiie Medical Device User Fee Proposal in tfie OMB Passback because: 

The Food and Dmg Administoation Modemization Act of 1997 (FDAMA) outieach 
meetings witii FDA stakeholdersdocumented sti-ong industry opposition, for multiple 
reasons. We tiiink it is imwise to do sometiung tfiat is pre-doomed to certain failure. 

FDA can offer no tangible value to firms fixim FDA inspections paid for by user fees. 
Establishments tiiat arent inspected or get fi«e inspections under Budget Autiiority 
fimds would have same market advantage as tiiose paying for inspections. 

The most affected firms - tiiose which FDA does not aheady inspect for free -
would be small finns witii less tfian 20 employees. There are obvious implications 
of a "small business tax " no matter how skillfiilly it is packaged. 
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This is inherentiy, a regressive tax, we may call it an inspection fee, but tiie result 
is tfie same. Small firms would pay a greater percentage of tfieir relatively small 
profits for tfiese mspections than large firais would pay fi-om tiieir comparatively 
large profits. 

10 
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FOOD AND DRUG ADMINISTRATION 
Appeal Item #6) Provide Full Funding for the Food Safety Initiative 

(DoUars in Millions) 

1998 1999 2000 
Enacted Enacted Request OMB Anpeal 

Budget Autiiority $925.1 $982.2 $1,514.4 $1,080.0 +$48.9 
Program Level $1,037.8 $1,134.7 $1,680.7 $1,263.2 +$48.9 
Outlays $951.9 $964.1 $1,367.5 $1,041.8 +$38.8 
FTE 9,288 9,030 10,111 9,320 +152 

F Z ' t ^ ^ ^ n ^ ^ ' ' '^^^^^^ ""̂ "̂  ^^^"S insudhner̂ t of tfie President's 
l ^ J r Z T Z n n ' "^^^ ^^^^ '"^'^^^^^y- ^SDA, on tfie otfier hand, received^63 percent of tiieir FY 2000 request. lu j 

^re'l^Weved."' ' " ^ ^ " ' " ^ ̂ "^^^ '̂ P"" "^^^ accomplishments 

Foodbonie illness is still a problem tfiat afifectij between 6.5 and 33 million consumers at a 
cost in related medical costs and lost wages of between $7.0 and $37.0 billion a year. 

As a result of these activities we now have more rapid identification of foodbome illness and 
f ^ T ^ T 1°"^*^^^^; coordination among food safety agencies, faster response 
tmies to Foodbome Outbreaks, tiie start of a seamless food safety system, preventive 
conu-ols, and outreach to mdustiy and consumers 

Z ^ u ^ l ^ documented cases where we shortened tfie time to identify and respond to 
outbreaks, as well as prevent potential ones. This directiy benefits consumers and provides 
phenomenal "bang for tiie buck". proviaes 

' l l f i l f """""r^ ' ^ T ^ " " ' " ' ^ °" particularly fresh produce, and 
provides specific research targeted toward antibiotic resistance, and builds on 19̂ 8 
However, Congress did not fiilly ftmd tiie President's FY 1999 FS request, i L n g much 
sti to be acconiphshed. The FY 2000 request would provide fimding to respond L new 
data generated from initiatives begun in 1998 and 1999. B^°responatouienew 
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Funding for 2000 will continue to build on tfiese foundaticms and will allow for: 

Increased outbreak response work, tiacing back tfirough tfie food distribution and production 
Cham to find tiie source of contamination tfiat caused an outbreak. This type of work will 
increase as tiie FoodNet system maUires and tfie data becomes more reliable. 

Fociis on antimicrobial resistance. The identification and contaimnent of resistance as a 
result of tiie monitormg programs will help ensure tiie continued effectiveness of botfi human 
and veterinary dmgs, and aid in increasing tfie availability and distribution of effective dmgs. 

Increased food production preventive controls systems work, including development of 
additional industiy guidance and HACCP where appropriate. 

Work with States to achieve adoption of tiie Food Code by states, develop performance 
Standards for food service workers, and provide education and tiaining to support Food Code 
adoption and change unsafe behaviors since available date indicates tiiat foods prepared by 
retail food service are tiie source of a large number of outbreaks. 

To develop a vertically integrated national food inspection system, resources will be devoted 
toprovide State inspectors witfiresourcesandfrainingtoconduct complementary inspections 
and provide a nationwide, uniformly applied food safety system. 

Inspections on high-risk areas (such as seafood) will be conducted once per year. 

Work in tiie area of imported foods will expand to cover additional productii or practices. 

Work will also continue in tiie major areas to address tfie food safety issues identified in tiie 
original Food Safety Initiative and tfie more recently developed Fresh Produce Initiative. 

Research and risk assessment provides a comerstone for targeting scarce resources to tiiose 
areas that yield tiie most benefits, and will be needed to support tiiese activities. 
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FOOD AND DRUG ADMINISTRATION 
Appeal Item # 7) Provide Full Funding for Youth Tobacco Prevention 

(Dollars in Millions) 

1998 1999 2000 

Budget 
Authority 

Enacted Enacted OMB Apnea! 
Budget 
Authority $925.1 $982.2 $1,514.5 $1,080.0 +$50.0 
Program Level $1,037.8 $1,134.7 $1,680.7 $1,263.2 +$50.0 
Outlays $951.9 $964.1 $1367.5 $1,041.8 +$39.7 
FTE 9aS8 9,030 10,111 9J20 25 

Description of OMB Passback: The passback to FDA included no resources additional resources 
tor me Youtii Tobacco Prevention program. FDA is appealing for $50.0 million and 25 FTE. 

Key Arguments of Appeal: Smoking is tiie leading preventable cause of deatii in tiie United States 
tvery year anotiier one mUlion young people become regular smokers, and one-tiiird of tiiem will 
eventually die prematiirely as a result of tiieir smoking. The average teenage smoker starts smoking 
at 4 /, years of age and becomes a daily smoker by tiie age of 18. Reducmg yomig people's use 
ot tobacco is axK enormous undertaking witii potential for great public healtii outcomes. 

Tobacco products are responsible for more tiian 400.000 deatfis annually due to cancer, respiratory 
Illness, heart disease, and otfier healtii problems. According to tfie CDC, healtfi care costs associated 
with smoking soared to more tfian $50 billion in 1993. 

It ^ estimated tiiat between 500,000 and a million retailers may sell tobacco in tfie United States 
Altiiough several states do have license records for retailers, many states have eitfier inadequate or 
nonexistent lists. 

Witiiout tiie requested funding mcrease: 

* z t : ^ z ^ , ^Y199? ^ ^ ™ ^ 

FDA would be unable to fiirther limit children's access to tobacco. Were we able to fiirther 
hrni access, this would will reduce tiie toll of lost lives, lost productivity, impaired healtii 
and increased healtii care costs. H 

m o l t f tnh^ ^^^T '"""^T ' of unannomiced compliance checks each month of tobacco product retailers. 
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FDA will continue it's Tobacco program activities at tfie FY 1998 level. 

Instead of an expanded compliance outi«ach effort, it will have a modest 
continuation of FY 1998 activities. 

While FDA will have an enforcement presence in all 50 states, it will be a minimal 
one, not an increasingly effective, robust presence. 
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F O O D AND D R U G A D M I N I S T R A T I O N 
Appeal Item #8) Provide Full Funding for Bioterrorism 

(DoUars in MiUions) 

1998 1999 2000 
Enacted Enacted OMB Appeal 

Budget Authority $925.1 $982.2 $1,514.4 $1,080.0 +$13.0 
Program Level $1,037.8 $1,134.7 $1,680.7 $1,263J +$13.0 
Outlays $951.9 $964.1 $1367.5 $1,041.8 +$13.0 
FTE 9,288 9,030 10,111 9320 +42 

Description of OMB Passback: The OMB passback included $6.4 million for FDA's portion of 
tiie President's Bioterrorism Initiative. FDA is appealing tfie remaining $13.0 million. 

Key Arguments of Appeal: The Agency is appealing denial of $ 13.0 million, tfie amount unfimded 
for Bioterronsm. The lack of total fimding will yield tfie following results: 

• Delay licensure of new vaccines for anthrax and botulinum. 

Restiict.tfie availability of FDA experts who would expedite tfie licensing process of tiiese 
and other potential vaccines. 

Limit FDA participation in planning and coordinating tiie healtii and medical response of tiie 
federal govemment in tiie aftennatii of terrorist acts involving chemical or biological agents. 

Impede development and approval of new drugs and new uses for existing dmgs. These 
dmgs are needed, to treat tfie medical conditions caused by exposure to biological agents. 

Impair second response capability to a potential biohazard event witii adequately tiained and 
equipped investigators. 

Groundwork research for tiie design of new types of vaccines for antiuax, botiilinum 
tularemia, Q-fever, and other potential toxins will be hindered. FDA will be unable to 
conduct a feasibility smdy for tiie establishment of a biosafety-level 4 (BL-4) laboratory for 
use in the research and approval of vaccines. 

Reduce premarket review research on and tiie subsequem approval of diagnostic products 
tiiat can be used to identify biological agents tiiat are used in potential terrorist activities. 

Prohibit development of techniques for tiie rapid detection of biological agents and to 
develop techniques to detect genetic modifications of microorganisms 
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Pro]>ct 

Food! 
CFSAN 
Fi«ld Activities 

Human Drug* 
CDER 
Field ActnnUes 

Biologies 
CBER 
Field Aelivltiea 

Animal Drugs & Ftad* 
CVM 
Field Activities 

Oavica A Radiological ProduclB 
CDRH 
Field AetMUes 

MCTR 

Tobacco 

Other AcUvtties: 
Otnee ofthe Commissioner 
Office or flo/tey 
omce of Extemal A/talis 
Offlca ofOpetnaKHjjhen Grants Adm 
Office ofMenagement A Systems 
Central Semces 

Other Rant & Rant.ralatMl Activ 
Rantal Paymanta 

Total. Salartet t , £jrp«n«as' 
Non-Field Activities 
Field Activities 

RanUI Paymants 
BuJIdlng* t, FacllHias 

POOD AND DRUG ADMINISTRATION 
AH Purpoaa Tabia - BUDGET AUTHORITY 

(Dollan ht Thouaands) 

F Y i w a 
Enactad 

F Y l t M 
Enactad 

1 m s 2,218 1203,830 2,383 $231380 
SOS 07.599 

$231380 

1.400 110.231 

2,094 <19«,30S 1,888 $200,305 
1.310 »9.ooe! 

$200,305 

784 00,299 '-

«75 t99M9 818 $96,279 : 
044 78.535, 

$96,279 : 

231 17.744 1 

428 $41,873 383 $41,973 
264 29,375: 

$41,973 

104 r2,598; 

1,S23 1143,486 ; 1,383 $148,736 i 
1,030 104.311 

$148,736 i 

493 39,irs\ 
i 

226 $31,079 : 226 
i 

$31379! 

28 $34,000 ; 26 $34,000 1 

•31 $8i,eM 831 $80,8»4^ 
131 11.710 131 11,710 
34 2.807 34 2,807 

188 15,061 ! 108 16.0011 
34 3.559 34 3.S59I 

544 39,904 361964: 
0 8.533 ' 0 6533' 

0 $28,866 0 $25356 1 
0 $82386 

0^19 $867,601 8,090 $970,867 
5.238 011,464 

8,090 $970,867 

3,061 240,047 

0 $46,284 
0 $21,350 0 $11,350 

RtqiMrttpOMB 
FTE 
2,729 
f,020 
r,709 

J,397 
0f0 

706 
255 

362 
191 

1,227 
544 

75 

141 
30 

200 
37 

582 
0 

0.092 
3,516 

0 
0 

s 
$380,008 : 

f5«,577| 
191431 

FY 1000 
OMB Pinbatk AppotTottl 

FTE 
2,414 

$256,985 , 2,023 
180,200; 
70,765! 

$129370 I 
105,453\ 
24,417\ 

$88379! 
47,0041 
>0,265| 

$2023851 
f47.40e I 
84,947 j 

$39328: 

$184.1881 

$103381 ! 
14,095 \ 
3,595 

19,341 
4,200 

62.711 
9,013 

$27305 i 

870 

227 

28 

•47 
133 
30 

189 
35 

554 
0 

0 
0 

$ i FTE 
$241320; 217 

$218,177 

$111379 

60 

71 

380 $48373 

13<0 $184,138 

I 

$34,179 

$34,000 

$84394 
72200 
2,903 

16,688 
3,700; 

40,019 I 
8,604 

$28388 
$04337 

99O,r70i 
359,6051 

$94337 I 
$80,980 I 

0366 $1,084,080 

168 

1238 

26 

34 
4 
4 
4 
2 

20 
0 

0 
0 

$ nx 
$86381 2,631 

$20,902 : 2303 

$13393 i 941 

Arpt»\H-QHi 

$60,1861 
$13328! 

»,992i 
6f2; 

2552; 
0f2: 

ei733: 
t.4201 

01 

240 

60 

981 
f37 
40 

193 
37 

674 
0 

0 
0 

$328,311 

$236,079 

$125,172 : 

$ 1 1 3 n 467 859,150 

$32,620; 1,626 S196,.'S6 

$40;35 

$84,1'66 I 

$97432 
t4 , l92, 
3.iCe' 

i8,::40 
4,021 • 

47,3-53 
10,̂  fO' 

$25,185 I 
$94317 ' 

663 $234312 9309 813893 >2 

Total, Bud9at Authority 8,31S $925,145: 8.090 $082,217 9,807 $1,514,830 

0 831.780 : 0 826300 0 868.6 SO 
I 

8,365 81.088.400 i 653 $281,312 8.008 $1.347,7121 
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FOOD AND DRUG ADMINISTRATION 
An PurpoM TaWt - USER F E E S 

(Dollars ht Thousanda) 

U c r F * 

Exiitiiig UHT Fca 
PDUFA: 

Hwnan Drugs 
Cmtr Acitvilits 
Field AclMltts 

Biologies 
Ctiutr Aclivliits 
Field AclMiirs 

Other AciifUits 
Office of Ihe Commissioner 
OffofOper^Orphtm Grtrnu Adm 
Office of Mmagemtnl A Systems 

GSA Renl 

MQSA 
Ceiaer AaMiles 
Field Aclivilies 

Oilier Acilvliles-Offi: o/Mpnl A Sysi 

SobMUt, Exittiiit Uwr Fee 
Cenier AciMilei 
Field Aclivilies 

Foods 
Addaive Pellllans (Center) 
Imparl Reviews (Field) 
Fosimartet Surveillance (Field) 

Hnmin Drugs 
Generic Drugs Reviews (Center) • 
Import Reviews (Field) 
Fostmisrktl Surreitlcnce (Fieltl) 

Biolotks 
Import Reviews (Field) 
Postmarkei SurveHlance (Field) 

Anitnal Drugs 
Premarkei Rniews (Center) 
Impon Reviews (Fleltf) 
PojimarHei Survelllimce (Field) 

:al Devices i 
Premarlcel Reviews (Center) 
Impon Reviews (Field) ' 
Postmarkei SurvellUmce (Field) 

Subtotal, Proposed User Fees 
Center Activities 
Field Activities 

Other User Fees: ' 
Export Cenlficalion I 
Cenificalion Fund 
FOlA 

Reimlninohir Aclrrilles (FTEs) 

FTE 

FY 1898 
Enactad 

FY 1999 
Enactad 

FTE 
RegtmiloOMB OMtrmMkmrk 

FY 2000 

000 
93 

0 
0 
0 
0 

0 
0 
0 
0 

0 
0 
0 

n 
0 
0 
0 

0 
0 
0 
0 

0 
0 
0 

72 
« 

30 
0 

2S 

I 

700 $117,121 I 
407 84.640 
3W 78,724 

59 6,824 

102 20.006 • 
1B7 20.0951 

5 61l\ 

41 
1 
0 

40 

83 
32 
19 
2 

Total, User Fees 
Center Activities 
Field Aclivilies 

119,493 I 
11,693] 

0\ 
01 

0 
0| 
0 
0 

0,' 
0; 
0' 

i 
O! 

oi 
0 
0 
0 
0 
0 
0 
0 

$6,654 
2000 
3,654 
f,000 

736 $132373 
5f0 9f,07O 

625 
732 
93 

6137,740 
»26.f47 

11,593 

175 28,016 I 

4667 SO 61353 
f05 3 113 

o! 2 101 
4702 j 45 0,139 

oj 0 6.428 \ 

13385 1 80 14385 
81053! 32 9.020 
s,i6a\ 16 5.2001 

,54. 2 f59, 

31,086 1 785 $0.! 

FTE 

878 
072 

I 524 
i 80 

208 
202 

8 

59 
7 
0 

50 

63 
32 
70 
2 

932 
079 
Tt3 

FTE FTE 

0 0 0 
0 0 0 
0 0 0 
0 0 0 

0 0 0 
0 0 0 
0 0 0 
0 0 0 

0 0 0 
0 0 0 
0 0 

• 
0 

0 01 0 
0 0 0 
0 0; 0 
0 "i 0 

0 
1 

01 0 
0 0 0 
0 ol 0 
0 0; 0 

0 
1 

0 0 
0 o! 0 
0 o; 0 

75 $8,794, 72 
8 7,000, 0 

35 3,704 30 
0 7,030; 0 

32 t 26 

$146334 i 
707,409 
04.004! 

7.305: 

30,457,' 
29,670 

osaj 
7.075 i 

7431 
3». 

7.7031 
I 

4043 

14317 
8.780 
5.473 

764 

$180381 
146.776 

13,470 

$79 
672 
024 

80 

200' 
202 

6 

50 
7 
0 

68 

63 
32 
79 
2 

0)2 
879 
tfS 

I 
$148,434 

707.469, 
94.094 { 

7.305, 

30.457! 
29,070! 

03a! 
I 

7.0751 
7431 
20! 

7.703: 

6,043 

14317 
0,760j 
6,4731 

704 I 

$180381 I 
744 7751 
73.470 I 

000 $6,794 i 1304 
es7 
773 

I 

0 
0 
0 
0 

0 
0 
0 

0 
0 
0 
0 

0 
0 
0 
0 

0 
o 
0 

0 0 2,000 0 

oi 0 20001 0 
0| 0 0| 0 

1 
0 0 

0 
1 

oi 0 
ol 0 "1 0 

0 ol 0 

"1 
1 

0 o\ 0 

o; 0 0 0 
0- 0 o\ 0 
ol 

1 

0 Oi 0 

0 Oi 0 
ol 0 o; 0 
o' 0 o! 0 
Oi 0 Oi 

i 
0 

o| 0 16.000! 0 

"i 0 740001 0 
0 0' 0 

0: 0 a 0 

"i 0 17,000 ! 0 
o! 0 77.000! 0 
0 0 oi 0 

« 3 6 8 i 72 $5368: 0 
7,030 j s 7.030: 0 
3,077! 30 4077: 0 
7.007] 0 7,067 : 0 

I 20 0 

$1663101 1,004 $183,219 
762 743 , 697 709,743: 

73.4701 121 14,500 \ 

Total ABpal-f/.OM» 
$ FTE s 

$0 879 $145,. 134 : 
0; 072 707.759 ' 
01 S24 

"i 88 -,16} 

"1 200 30..I57 

ol Mi 29.M9 
0 6 flB 

0! 59 7.1175; 
0' 
0 

1 HI', 0' 
0 0 29 
0 IS ^.01 

0! 0 S,iU} I 

oi 63 14,(17 i 
0 12 P,j«0 
0 19 J.vrj ! 0 

2 I6^\ 
1 

$oi 832 $160311 

"i SI9 146173 i 
0' 

t 
113 13476 ! 

1 

15,000 ! 0 
i 

17,0» 
75,000 1 0 row i 

01 0 "1 
o| 0 0' 

1 
oj 0 

1 
0; 

0' 0 0 
o\ 0 0, 
0. 0 0 

0; 0 0 
0 0 0 
0 0 0 

0̂  0 0 
0 0 0. 

0 0 
0 0 0 

(15,000). 0 0! 
(li.OOO) 0 0; 

0: 0 0! 
0! 0 0 

0 0 17,00) 
0 0 rooi 
0 0 

•). 
$0 72 $5,9611 

a I.OUt 
ol 16 I.S— 
0 0 I.061 
0' 28 V 

$0, 1.004 $183318 
0. 891 769,743 
0': 113 73,476 
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Project 

Foods 
CFSAN 
Field Activities 

Human Drafs 
CDER 
Field Activities 

Biolofics 
CBER 
Field Activities 

Animal Dnip A Feeds 
CVM 
Field Activities 

Device tt RadiologiGal Pimlucls 
CDRH 
Field Acitviiles 

NCTR 

Tobacco 

Other ActivMei 
Office of Ihe Commissioner 
Office of Policy 
Office of External Affairs 
Office afOper-ns/Orphim Gnmts Attn 
Office p/Manogemenl A Systems 
Central Services 

Other Rent A Rent-rdatad Activiiics 
Rental Payncnti to GSA 

Total, Saiirics « Expenses 
Non-Field Activities 
Field Aclivilies 

Rental Pajmcnta 
BuUdiois 4 Facilities 

Other User Fees: 
Export Certification 
Ceniflcalion Fund 
F0L4 

Reimbursable Aclivilies (FTEs) 

Total, Prof » • Levd 

FOOD AND DRUG ADMINISTRATION 
All Purpoaa TabIa - TOTAL PROGRAM LEVEL 

(DoUaraln Tliousands) 

FY 1998 FY 1999 

FTE $ FTE 
2318 $203330 2343 

009 87.599: 
7,409 774237 1 

2361 $283,863; 2398 
7.700 277,730! 

2398 

653 80.223, 

1367 $122386; 990 
837 704,630 i 
230 74255! 

428 $41373; 363 
204 29.375! 
704 725981 

1,674 $167397 1 1343 
7.0S2 772964' 

572 44,333; 

225 $31379 226 

25 $34300; 26 

974 $87,716 i 981 
732 77,075; 734 
34 2867 34 

788 74067 1 708 
34 4559 > 30 

560 45,880 j 509 
0 0.6331 0 

0 $263661 

i 
0 $263661 

i 0 

Requent to OMB ' OMB Pasobnck 
FY 2000 

7.020 
7.709 

7,927 
904 

S FTE 
$360,008 1 2314 

754577! 
797.437 

200.294 
74 7501 

$125398 1331 $160327 j 1.076 
1 970 734272 
1 267 24065 

$41373 1 663 $66379 380 
1 362 47,004 

797 74265 

$160,121 1322 $217308 1320 
7.250 754500 

563 00.420 

$31,679 239 $39326 227 

$34,000 $184,168 26 

$$6,946 1386 $111,600 1308 
77.823 742 74.236 734 
2667 38 4595 30 

74007 206 74347 769 
4558 37 4.235 35 

44 703 042 60,576 074 
4533 0 4073 0 

$26366 0 $27305 

1 
0 

$66394-
$27305 

1 0 

9,072 $988387 ; 8376 $1,117324 10,839 $1,613,6811 
8.911 1.140,310. 

3.174 257,040. • ^028 374347] 

0 $46394 
M $31.350! 

72 M,864; 
0 2000: 

36- 2654; 
0 7.000 

20 0 

9,144 $1,062,886 

I 
0 $11360: 

76 
0 

35 
0 

32 

$6,794! 
7,000' 
4704' 
7.030 j 

Ol 

0 
0 

72 
6 

30 
0 

20 

$100,180 I 
$80,960 : 

$63681 
7.030' 
46771 
7,007 I 

Ol 

i 

72 
0 

30 
0 

20 

s : FTE t _—^^ncs 
FTE $243320 217 

1 ! 
$101391 2,«>1 

$316338 i 60 
1 

1 

$20,902 , 2,693 

i 

$142,436 71 $13393 ' 1,149 

$46373 77 $11,077 j 437 
1 
1 

$183,789 168 $17320 1374 

$34,179 13 $6346 340 

$34,000 26 $80,186 60 

$92,133 34 $1333$ 1342 
72343 4 7.902 IM 
2093 4 672 40 

74668 4 2682 193 
4738 2 672 17 

40,406 20 4733 634 
4684 0 f.426 0 

$26355 0 $0 0 
$100,180 0 $0 0 

$1331,901 
1 
i 

1 

683 $234312 

i 

9340 

j 

$31,780 1 
j 

0 $26,900 0 

$8,988! 0 $ol 72 
7.030: 0 0; a 
48771 0 0: 36 
7,0071 0 0\ 0 

0 0 0! 2» 

Afpetl-fA-OMB 

SS9,M0^ 

i 

s i i . m 

I 

S40.t25 i 

884,. 155 I 

I 

$106,161 
U.-I3S 
3. :W 

IS.: 40 
4. ;30 

S3.:20 
I0.il0 

S24IU ; 
SI00,II0 

$13683 13 ' 

8546:10 
I 

$6,9(18 
7,0.10 

I.Oi l •• 
0 

$1,660,749 : 9.369 81369,619 1 653 $281312 10.012 $1,630,831 8,980 $1,134,866 i10311 

. / F Y , , 98does„o . i nc .ud , . co . f« .b i l i , y««u«n^f„rS900 .000 .„d9FT^.o^ 

2/ Committee action ineoipoiued GSA Rental Payments into SAE account. 
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Projoct 

Foods 
Human Drugs 
Biologies 
Animal Drugs & Feeds 
Devioes & Radioiogicai Products 
NCTR 
Tobacco 
Other Activities 
Other Rent & Rent-related Activites 
GSA Rental Payments . 

Total Salorie* a Expenses 

Buildings & Facilities 

Total Budget Authority 

USER FEES: 
Export Ceilification 
Coftiiication Fund 
FOIA 
Reimbursable Activities (FTEs) 
PIXIFA 

Human Drugs 
Biologies 
other AcSvities 
GSA Rent 

MQSA 
Deirices & Radiological Products 
Other Activities 

Proposed User Fees 

Total User Fees 

Total, Program Level 

FY 1998 
Enacted 

6 
36 
0 

28 
700 

(467) 
(192) 
(41) 

0 
53 

(51) 
(2) 
0 

2,000 
3,654 
1,0001 

117.121 
(84.648) 
(26,606i 
(SM 

0 
13,965 

(13.811) 
(154) 

0 

FCtOn AhtT\ nai ir* A r>uu>^.._ . 
• " ' v ^ v i N i n i a I f i#« I IVn<l 

AU Purpose Table - S U M M A R Y 
(DoUars in Thousands) 

o 

FY 1999 

S FTE 

2,218 $203,830] 2,363 
2,094 199,305 1.985 

875 96,279 SIS 
428 41,973 353 

1,523 143,486 1,393 
225 31,079 225 
25 34,000 25 

931 61.694 931 
0 25,855 0 
0 46,294 0 

1.319 $803,796 8090 

0 21.350 0 

8,319 $928,148 8090 

826 $137,740 

9.144 $1,062,888 

8 
35 
0 

32 
735 

(510) 
(175) 
(50) 

0 
50 
32 
2 
0 

S231,580 
200.305 
96.279 
41,973 

145.736 
31.579 
34,000 
80,694 
25J55 
82,866 

11,350 

$982417 

1,000 
3.764 
1.030 

132,273 
(9l.676i 
(28,S16> 

(6,3S3A 
(5,428i 
I4JS5 
9.026 

1591 
o\ 

860 $152,452 

8,950 $1,134,669 

Reqncst lo OMB 

2,729 
2,213 
1,023 
553 

1,771 
239 
75 

1,004 
0 
0 

S350.008 
256,985 
129,870 
65479 

202J55 
39,225 

184.155 
103,561 
27305 
94,337 

9,607 81,453,580 

0 60,950 

9.607 Sl,5]4430 

8 
36 
0 

28 
879 

(612) 
(208) 
(59) 

0 
53 

(SI) 
(2) 
0 

1.030 
3,877 
1.061 

145,434 
(101.459) 
(30,457) 
(7.875) 
(5.643) 
14,817 

(14,653) 
(164) 

0 

FY 2000 
OMBPaisback 

FTE s 

I.0O4 $166,219 

10,611 Sl,680,749 

2,414 $241,820 
2,023 215,177 

870 111,979 
380 48.873 

1,469 164,136 
227 34,179 
25 34,000 

947 84,094 
0 25,855 
0 94,537 

8J5S $1,054,650 

0 31,750 

8,355 $1,086,400 

8 
36 
0 

28 
879 

(612) 
(208) 
(59) 

0 
53 

(51) 
(2) 
0 

1,030 
3,877 
1,061 

145,434 
(101.459) 
(30,457) 
(7,875) 
(5,643) 
14,817 

(14.653) 
(164) 

17,000 

1,004 $183,219 

9,359 $1,269,619 

Appcsl tg OlViB 
Fre s 

217 
60 
71 
77 

156 
13 
25 
34 
0 
0 

653 $234,412 

0 26,900 

653 $261,312 

0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 
0 

0 
0 
0 

0 
0 
0 
0 
0 
0 
0 
0 
0 

0 so 

653 $261,312 

Appeal *l- OMB 
FTE s 

$86,491 2,631 
20,902 2,083 
13,293 941 
11,077 457 
32.620 1,625 
6,046 240 

50.155 50 
13,828 981 

0 0 
0 0 

$328̂ 11 
236,079 
125,272 
59,950 

196,756 
40,225 
84.155 
97,922 
25,855 
94,537 

9,008 $14894162 

0 58.650 

9,008 $1,347,712 

8 
36 
0 

28 
879 

(612) 
(208) 
(59) 

0 
53 

(5i) 
(2) 
0 

1,030 
3,877 
1.061 

0 
145,434 

(101,459) 
(30,457) 
(7,875) 
(5.643) 
14,817 

(f4,653)\ 
(164) 

17.000 

1.004 $183419 ( 

10,012 $1,530,931 

> 
X 

o 

CD 

c 
o 

o 
o 

Notes: 

^ l ' S n ' ^ n ' ! ; ' ^ ° " J " FY 1999 GSA rent is incorporated in the S&E appropriation 

Includes Export Certification fees. Certification Fwid and FOIA. c 
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RECIPIENT K|/̂ IV|f= 

TO: Larry Tidmore, OFACS 
TO: Bill Bristow, OIRM 
TO: Julie Carlston, OMS 
Susan Baer, ORA 
Lisa Barclay, OP 
Francis Benedict, CVM 
Maggie Bierwith, OLA 
Butch Bosin, OPE 
Charlene Cherry, CDER 
Steve Goodrich, NCTR 
Mary Pat Leary, CBER 
Ernie Lunsford, OFACS 
Denise Riley, CFSAN 
Robert Steeves, OOPD 
Marge Waskewich, CDRH 
Carrie Smith-Hanley, OEA 
cc: Roxanne Schweitzer, CVM 

FROM: Jim Donahue. OFM 

RECIPIENT F^^ # 

FAX: 301-443-3690 
FAX: 301-443-3470 
FAX: 301-827-0199 
FAX: 301-443-7212 
FAX: 301-594-6777 
FAX: 301-594-4512 
FAX: 301^3-2567 
FAX: 301-827-5225 
FAX: 301-827-0509 
FAX: 1-870-543-7757 
FAX: 301-827-1102 
FAX: 301-827-1018 
FAX: 202-205-5922 
FAX: 301-443-4915 
FAX: 301-827-2930 
FAX: 301-594-0113 
FAX: 301-443-4025 

Date: December 1, Iflflft 

PKLN 
RM. # 

5630 BLDG 
16B-44 
16B-06 
12-38 
14- 101 
16-70** 
15- 55 
11B-04 
12A-38 
16- 53 
16-70** 
5630 BLDG 
16-70** 
8-73 
16-70** 
14C-03 
MPN2, N437 

Number of pages including 
covers heet: 24 

SUBJECT: Appeals to FY 2000 niyiB Passba^K 

Attached is the copy of the FDA Appeal to the FY 2000 OMB Pa<$«harir Tho 
information contained in this pack^Se is C O N F I D E N Z L ~ plê ^̂ ^̂ ^̂  l lS lsuch . 

Voudl IfoT^o^JUf ŷ̂ ^̂ f̂ ^̂ * to the per«on(s) indicated above Immediately If 
^003 Thank yo i ^ '"'"'^^ immediately It 301%7. 

Ware at 301-627-5003 ^"or, please destroy Immediately and advise/contact Linda 

cc: Bob Miller, OFM 
Bob MacLeod, OFM/DBFE 
Formulation Team 
File 

S:\l BUDGET\FORM\2000\OMBVAPPEAL\EVERYONE. FAX Revised as of: November 30,1998 
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FAX TRANSMISSION 
OFFICE OF FINANCIAL MANAGEMENT GSM fl D L N T[ftb~ 

seoo FISHERS LANE 

RocKv,LuE. MD 20657 ADMINISTRATIVEM APsKlNa 
FAX: <30 I ) 443.9987 IMITIAI R'^^ HAT Oh/tUIS_ 

(BROADCAST FAX TRANSMISSION) 

RECIPIENT MAMF 
TO: Dr. Jane Henney, OC 
TO: Mike Friedman, OC 
TO: Bob Byrd, OIVIS 
TO: Sharon Smitii-Holston, OEA 
TO: William Scliultz, OP 
TO: Bill Hubbard, OP 
TO: Randy Wykoff, OO 
TO: Margart J. Porter, OGC 
TO: Diane E. Thompson, OLA 
TO: Melinda Plaisier, OLA 
TO: Lorrie McHugh-Wytkind, OPA 
TO: Linda Suydam, OMS 
TO: Bruce Burlington, CDRH 
TO: Ron Chesemore, ORA 
TO: Joseph Levitt, CFSAN 
TO: Bernard Schwetz, NCTR 
TO: Steve Sundlof, CVM 
TO: Janet Woodcock, CDER 
TO: Kathy Zoon, CBER 
TO: Mitch Zeller, OP/TOBACCO 
TO: Russ Abbott, CDER 
TO: Pete Attwood, NCTR 
TO: Jerry Henderson, ORA 
TO: Don Peterson, CBER 
TO: Don Sauer, CDRH 
TO: Bob Sauer, CVM 
TO: Juanita Wills, CFSAN 
TO: Nancy Ross West, OC 
TO: Judy Wiikenfeid, OP 
TO: Mary Babcock, OHRMS 
TO: Paul Coppinger, OPE 

RECIPIENT FAX fl 

FAX: 301-443-3100 
FAX: 301-443-3100 
FAX: 301-443-5169 
FAX: 301-443-5930 
FAX: 301^43-5930 
FAX: 301-594-6777 
FAX: 301-443-3100 
FAX: 301-827-3054 
FAX: 301-443-5897 
FAX: 301-443-5897 
FAX: 301-443-3819 
FAX: 301-443-3100 
FAX: 301-594-1320 
FAX: 301-443-6591 
FAX: 202-205-5025 
F A X : 1-870-543-7576 *[PKLN-7.3042,17.53] 

FAX: 301-594-1830 16-70** 
FAX: 301-594-6197 
FAX: 301-827-0440 
FAX: 301-594-6777 
FAX: 301-827-5491 
FAX: 1-870-543-7576 
FAX: 301-443-7270 
FAX: 301-827-1438 
FAX: 301-443-8396 
FAX: 301-594-1831 
FAX: 202-401-2497 
FAX: 301-443-5169 
FAX: 301-443-5169 
FAX: 301-443-6684 
FAX: 301-827-5298 

PKLN 
RIVI.# 
14-71 
14-71 
14-57 
14-95 
14-81 
14-101 
14- 71 
6-57 

15- 55 
15-55 
15- 05 
14-69 
16- 70** 
14-90 
16-70** 

16-70** 
16-70** 
14-101 
16-70** 
16-70** 
13- 45 
16-70** 
16-70** 
16-70** 
16-70** 
14- 82 
14-72 
7-59 

10-61 
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12/04/98 FRI 15:21 FAX 202 205 5025 CFSAN OCD/EOS 

FDA/CFSAN 

Dê pnty Director 
ior Systems €t 8apii»ort 

IIORITY 

« 200 " C ST., SW/HES-3 
Room <̂ 820 
WasWiigtoii, DC 20204 

Phone #2 (202) 205-4307 
AX #: (202) 205-5025 

PRIORITY 

TO: MR. GABKIEL 

FAX NO, t̂ 5b-loOQ. 7 
NO. OF PAGES 3 

FROM: JANICE F. OLIVCR 

DATE: 12/''"i/9B 

THIS IS A FOLLGW-UP OF WHAT WE SPOICE ABOUT 

EARLIER TODAY. I APPRECIATE; ANY FEEDBACK YOU MIGHT HAVE. PLEAS.t: 

CALL IF YOU HAVE ANY QUESTIONS. THANK YOU, 

ThU ckjcumem Is tnteftded for the use Ol the |«rty to w h ^ 
Infomtation that Is pdvQeoed, confidefltia] and protected front disclosure under Applicable Uwr. 
ff you net th« addrgj»M, or a person authcxtred to d«lfv« th« doc<jm*nt to «h« o<klr«»*fl 
and rBC«lv«Kl thU documont In error, plosse lmmo<flat9(y notify u« by tslephorM and rotum H to 
us OS soon as pox*!bIe, Thank You. 
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DRAFT 
FDA'S YEAR 2000 FOOD SAFETY GOALS 

(If funds are appropriated) 

INSPECTIONS 

o Establish a nationally integrated food safety system with Federal, state, and local 
authorities. 

For the first time in decades, FDA will ensure that every high risk food 
manufacturer in the United States is inspected at least once a year. 

For other food firms, inspections will be twice as often as today (fi-om once every 
8 years to once every 4 years). 

For the first time ever, state and Federal inspecUon results will be shared, via an 
electronic connection, that will reduce overlapping efforts and greatly enhance the 
ability of those authorities to improve public health 

o FDA will have an enhanced intemational food safety program, which wUl include 
evaluations of other countries' food safety systems and provision of technical assistance to 
foreign countries who import to this country (thereby continuing the shift to ensunng that 
foods are safely produced before they arrive at our shores). 

RESEARCH 

o 
FDA will be able to ensure the applicability and effectiveness of the new preventive 
control techniques used to ensure the safety of seafood, juices, eggs, iresh produce and 
other foods. 

0 New detection tests wiU be developed for such dangerous contaminants as Salmonella in 
eggs and Cyclosopora in fresh produce, and test methods for E. coli 0157;H7 in foods m 
which it cannot now be detected. 

OUTBREAK RESPONSE 

o With its increased surveillance, CDC expects an increase of 40% of foodbome Ulness from 
E COH0157 H7 and sahnoneUa, and 10% for all foodbome iUness. Fundmg is needed so 
that FDA wiU have the laboratory and staff capability to respond rapidly to those 
outbreaks when they cccur--to track down their source and prevent fiirther danger. 

o CDC's new PulseNet contaminant tracing system will be connected to FDA's laboratories, 
thus enabling FDA to use this state-of-the-art disease detection system to control 
foodborne illness at the source. 
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DRAFT 
RETAIL 

o CDC estimates that one-third of foodbome illness comes from retail establishments. A 
majority of states will adopt FDA's model food code that raises the standards for safer 
handling of food in restaurants, nursing homes, hospitals, and grocery stores. If funding is 
available, FDA can provide the necessary training and education to state and local 
inspectors (as well as industry) to implement those new standards 

EDUCATION 

0 Targeted resources are needed so that the most vuhierable (e.g.. elderiy, very young, and 
pregnant women) will be taught how they should and can avoid contaminated food The 
result will be that their behavior will begin to change so that the most severe ilbesses and 
deaths can be prevented. 

RLSK ASSESSMENT 

0 New infonnation will become available about how much of a contaminant must be in a 
food to make people sick (such as Listeria) and how certain contaminants (such as 
Salmonella) can best be controlled. 
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