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The Honorable William Jef ferson Ciinton 
The White House 
Washington, DC 20500 

Dear Mr. President: 

Attached is our report, as requested in youi- July 3, 1998. Memorandum, regarding the creation of 
a Natona Institute for Food Safety Research. The report articulates the c o n c e d e 
and prov.des a proposed structure, operating principles, goals and outcomes, and an 
implementation schedule fcr the Institute. 

The report reflects our consultation witli the Domestic Policy Council, the Office of Manasement 
and Budget, the Office of S =ience and Technology Policy the Nationd V ^ n e ' Z T ^ ' 
f n ' r v T f '""^ E^viromtiental Protection Agency. After your review and 

a m h l i f '"^Tu '° P"^"'^ P^°P°^^1 Public comment and hold 
a public meetmg m the next few months to fiirfier consuh wi<Ji State and local govermneats 
consumeTs, producers, indajtry, and academia. "nmems. 

We are confident our propojal will further the goals of your National Food Safety Initiative as 
well as more efficiently coordinate the Nation's Federal food safety research a m r g " ] 
agencies and academia to n:eet tlie needs of regulatory agencies and the private sector. 

Sincerely, 

Donna E. Shalala Dan Glickman 
Secretary of Health and Human Services Secretary of Agri culture 

Enclosure 
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EXECUTIVE SUMMARY 

On July 3, 1998 President CUnton directed the Department of Health and Human Services 
(DHHS) and the Department of Agriculture (USDA) to report back within 90 days with a 
plan, to create a Joint Instltu :e for Food Safety Research ("the Institute"). The Institute is to 
(1) coordinate planning ajid priority setting for food safety research among tiie two 
Depaihnents, otiier goveminent agencies, and thc private sector and (2) foster effective 
translation of research result s into practice along the fann-to-table continuum. Enhanced and 
more efficient national inve stment m food safety research will do much to lower incidence 
of foodbome illness in the United States. 

DHHS and USDA vvill hav ? joint leadership of the Institute and will use existing resources 
to support it. This acknowledgemfjnt of die critical need to expand and coordinate food safety 
research also emphasizes tiie companion needs to expand and strengthen public-private 
partnerships and to augmert collaboration among state, local, and other Federal agencies, 
thereby providing effectively tiie scientific information required to help achieve pubhc 
health goals. 

This dociunent articulates tha concept ofthe Institute, describes goals and the administrative 
principles underlying its orgauizaiion, presents a proposed structure for the Institute, and a 
draft timeline for its implei[ienta,tion. Appendices A through E provide, respectively, the 
Presidential Directive for tiie Institute, the Execuuve Sununary fi-om the May 1997 Food 
Safety Initiative Report to th: Prej:ident, the Executive Order creating the President's Council 
on Food Safety, a fisting of the twelve Federal agencies involved in food safety, and a 
glossary of acronyms. Thste materials will help define the history of Executive Branch 
Directives on food safety ar d the interagency consultative efforts that have contributed to 
the establishment of the Insl itute. 

The ultimate goal of tiie lastitute is to coordmate food safety research, such tiiat the 
incidence of foodbome ilhiess is reduced to the greatest extent feasible. 
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I. INTRODUCTION 

On July 3 1998 President C Unton directed the Secretary of Health and Human Services a.,d 

r ^ r f ^ T f ^ i . ? T ' ' P^'' ^ " ^ ^ ^ 0 of a Joint Institute for Food Safety Re search (-Institute"). The Institute will: 
"(1) develop a strategic plan for conducting food safety research activities 
consistent with [the President's National] Food Safety hiitiaiive- and 
(2) efficiently coordinate all Federal food safety research, including with 
the private sector aad academia." 

As tiie I^esident's memorandum .directed, the Secretary of Health and Haman Services and 
the Secretary of Agnculture will jointly lead the Institute, which will cooperate and consul! 
with all mterested parties, including other Federal agencies and offices - such as tiie 

^n^^^TJ^ Partnership for Reinventing Govemment 
and ttie Office of Science .aid Technology Pohcy - a. well as State and local agencies 
focusmg on research and pu Mic health, and consumers, producers, mdustry, and academia. 
Thc In titute will make effcis to build on ongoing private sector research, thraugh the u«e 
of pubhc-pnvate partner5hi]>s and other appropriate mechanisms. 

Hiis document aniculates the concept of die histitute and provides a proposed stmcture 
operatmg pnnciples, goals a!id outcomes, and an implementation schedule for the Institute' 

h ^ l ^ ^ ' ^ i l ^ ^"J^ " ^ ' ^ ^ ^ ^^'"^^ ^° '^'^^'^ io'̂ idence of adverse 
human health effects associated with the consumption of food. The objective of creating the 
hishhite-and all odier Admidstraion food safety activities - is to reduce the mcidence of 
foodbome iltoess to the greatest extent feasible. Scientific information about prevention of 
foodboirie Ulness and detec .on of organisms that may cause it is critical to fiirther reduce 
the incidence of foodbome ilines:;. 

This report will serve as a stj,riing ratiier than ending point for development ofthe Institute 
The report will be pubhshed in tiie Federal Register for comment dm-ing Octobei-Novembe; 
on998 with apubhc meeting in November/December of 1998. A draft proposal, based on 

n ooQ T ' ^ ' J v """^' ' '^ annoar^c^ in the Federal Register in February/March 
^ i i M ? ^ ̂ c ^ ' """"^'^ ^ March/April of 1999. The final proposal w.U be submitted 
P ^^ rcS^ l^c r " ' Technology Council ofthe Office of Science and Technology 

detaile l̂ bluepnnt for tiie Inslitute, wiU be announced in the Federal Register in Julv of 1999 
1 he Institute will officially begin its operations on October 1,1999. 
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n. BACKGROUIVD 

A. The National Food Sa 'ety Initiative 

In hi;s J ^ y y 25 1997 radiD address, President Clinton announced he would request S43 2 

increase seafood safety mspections. and expand food safety research, training, and education 

he Seer tary of Agnculture and the Administrator ofthe Environmental Protection Agenĉ  

Z t ^ A .^ ^ ^̂ ' ^P^"^^ ^̂ ^̂ ^ food supply. He further 
directed them to consult with stakeholders (consumers, producers, industry staTes 
umversities, and the public) and to report back to him m 90 6.^ The Pî ident emph s^S 
the need to explore opportimities for pubHc-private partnerships to improve food safety 
particularly m the areas of surveiliance, inspections, research, risk assessm t̂, education, J d 
coordination among local, state, and Federal health authorities. Through a sen̂ s of 
mteragency and stakeholder meetings and consultations, the May 1997 Report to the 

developed and issued. (See Appendix B). 

J S i ' " " - ^ ^ ^ A d m i n i s t i a t i o n directed the 
W i Z t " ^ ' ' T ? '''""^^ '""''̂  ^"^^'^ Americans stricken 
new^foZZT^^^^^ ' i ' ' ' provides 
new mfomiation and techiologies essential to successfiil implementation of six key 
acuvines: standard setiin, and rulemaking, inspection and comphance, edu ation 

L ^ o ^ ' " v " ^ '"^"'̂  ^̂ ^̂ ĥ adequatdy sapportmg the SIX key activities identified by the FSI, Federal research agencies are workmg 
Z L Z T mteragercy research plan. Federal agencies that conduct food safety 
esearch have recently comĵ leted a major step m the development of this plan by creating 

a Fed^l mven tory of food s afety research projects, active or planned, for Fiscal Y ^ i m 
mcludmg the scientific and fiscal reso«.rces that supported research. DHHS ^ ^ S D A 
m collaboration v̂.til NSTC OSTP, will use this information to identify additioSd priority 
food safety research areas th:t arc not currently addressed in die FSI and will develop fiit^e 
f e W c l T t ' T r : " "̂ "̂  '^^^^^ requirements. The Institute will become A 
oSn n f h T . ^ " ^̂ ^̂ ragency food safety research 
planning, budgeting, and priomization mechanism. 
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Improving detection methods 
Understanding microbial resistance to traditional preservation technologies 

• Understanding antih'iotic drug resistance 
Developing prevention techniques for patiiogen avoidance, reduction and 
elimination ' 
trnderstanding the conhibufion of food handling, distribution, and storage to 
pathogen contanrjnation of food and developing preventions 

The FSI also identified the research goal to develop methods and scientific data that would 
enhance tiie ability of Federal agencies to conduct microbial risk assessments Two 
additionfJ research areas, critical for addressing this goal, arc: 

Developing and vaUdatmg microbial exposure'models, based on probabilistic 
methodology 
Developing and vjfidating dose-response assessment models for use in risk 
assessment 

When the FSI was developed! in 1997, these irmnediate needs were given pnority within the 
research and nslc assessment agenda because microbial contamination of foods by patî oeens 
has increasmgly been linked to incrcasmg incidence of foodbome illness and to high rates 
of morbidity and moitahty. As these research and risk assessment activities progress and 
improvements m preventative measures are developed, the Institute will provide leadership 
for Identification of other rese^ch and risk assessment priorities, which will receive 
increased attention fiom Federal food safety research agencies in future years. 

HI. NAME AND STRUCTURE OF INSTITUTE 

The Secretary of He^th and Human Services and the Secretary of Agriculture propose that 
the^o f̂ficial name of the Ir.titute be the "National Institute for Food Safety Research 

'Tlie Fo,)d and Dn.g Administ ation ofthe Depaitment of Health «nd Human Slices fDIfflS) ^ r^dy has a 
^search facility a„d prog.ni which is . a . . d .h. Joint InsUtu.e for Food Safety and Apphcd N J i t L ( i ^ ^ ^ N , 

forl^oTsa^^^^^^^ P-P-^ ^ - "--he -Natioiul Lru.. 
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IS d i S ^ X Z V r f f "^""""^ °" Ŝ ^̂ ^ (̂ ^̂  Appendix C). which 
r ? ^-. Agnculture and Health and Human Services and the Assistant 

to tiie President for Scî eiice and Technology/Director of tiie Office of Science and 
Technolos. Pohcy. The Institute will be led by an Executive Director, who xviU be a highlv 

S^^'^TH r ' T ' ^ ' ' -''^""^ by tfie USDAt.d 
S i n ^"^^^^^^ ̂ '̂ '̂̂ ô"- "̂Pervise a small, permanent Institute staff of no more 
than 10 employees, and odsting staff rcsouices of USDA and DHHS will support tiie 
Instittite and its operations. 

The Executive Director %vin report to an Executive Research Committee and be advised bv 
a Federal policy and budget committee and tlie National Instittite for Food Safety Research 
AdvLsoiy Committee, llie Fxecucive Research Committee will comprise one senior research 
Official appomted by each of die co-chaû  ofthe President's Council on Food Safety The 
Executive Research Committee will report to the President's Council on Food Safe^. 

-nie Federal policy and budget committee will be comprised of Federal food safety policy 
Officials and agency heads, representing both research agencies and regulatory agendes 
m committee will seire as a mechanism by which the government's chief scientific and 
pubhc health experts can hitcract with the Instittite Director and tiie Executive Research 
Committee to ensure the gô Js of tiie Institute are achieved. Tliis committee will also be the 
vehicle for consultation and coordination across all Federal food safety agencies, and its 
membership will represent agencies ofthe USDA. DHHS, the Environmental Protection 
Agency, the National Science Foundation, and other relevant federal agencies. 

T̂ e National Institute for Food Safety Research Advisory Committee will have 
16 stakeholder members, ^ith 6 members appointed by the Secretaiy of Agriculture 6 
members appomted by the Secretary of Health and Human Services, and 4 memb;rs 
appomted by OSTP/NSTC. Members of this committee may be cho;e„ from exTsW 

O S T p Z ^ ^ r T ' T OSTP/NSTC. USDA. DHIiS, and 
Ub rP/NSTC will jointly support the Advisory Committee. 

th t̂ r*"^ "^i^^ acconiphshed through temporary interagency task forces 
^ f f f T u ' T T ^ '"''^^""^ « P^nn^ent Institute 
ni> 7 1 7 ^ ' ' ' ' ' ' f f administî tive. clerical and computer support. The 

Institute will focus initially on microbial pathogens, in keeping with the President's National 
Food Safety Initiative, hi fbiure years, based on the direction of die President's Food Safety 
Couiicil. advice of tlie National Instittite for Food Safety Research Advisory Committee and 
on other pubnc mput, tiie Instittite may expand its scope progressively to include other 
known or potential contnbutors to foodbome ilbess and/or food safety, such as chemical 
contaminants, nafdral toxins, pesticide residues, animal drug residues, f^od additives^d 
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nutiitional safety and heahh. All of tiiese topics already are foci for important food safety 
research activities that wanant coordmation by the Institute. With an expanded scope, the 
Institute would develop broad-based strategic planning with mput from stakeholders'and 
coordmate the resources administered by the numerous Federal agencies that participate in 
food safety research. (See Appendix D). 

IV. ORGANIZING PRB«iCIPLES 

The DHHS and USDA havu developed die following principles as the foundation for 
establishmg and operating the Instittite. 

A. Optimize Current Investment and Infrastructure 

The histitute's mission includes optunizmg the effectiveness of current food safety 
research mvestments and infrastructtire to maximize fiinds going to conduct research, 
rather than for construction or maintenance of additional research facilities. For this 
reason, the President's directive is not intended to result in construction of new research 
or administiative facihties. The Instittite will be "virtual," i.e., it will focus on 
coordinated planning for rejiearch programs and budgets and on enhanced 
communications among existmg organizational entities working widiin existing facilities. 
The Instittite will be supported by a small staff and will draw on current resources witiiin 
the responsible food safety agencies. The histitute will assist in fiilfiUing the 
Administration's farm-to-table strategy by relying on access to existing Federal research 
laboratories throughout the country. 

B, Provide Centralized Communication with Stakeholders 

Effective communication beitween die Federal food safety research providers and the 
users ofthe knowledge gained is critical to estabLshmg priority-based research programs 
tliat are responsive to national needs. More than a dozen Federal agencies actively 
contiibute to food safety research efforts. Food safety researchers have numerous critical 
constituencies: (1) regulatory agencies diat rely on scientific infonnation for the 
protection of public healtii; ( 2) industr}' and producers, including retailers, who design 
and implement effective food safety programs; and (3) consumers. While each agency 
makes a critical contiibution, providing theu- unique expertise, perspective, and 
infi-astructtu-e, this array of zctivities can be daunting to stakeholders. Effective 
interchange-not only amonj; Federal laboratories and the managers of Federally 
supported exti^ural research programs, but also their counterparts in industry and 
academia-is critical to developing cost-effective programs tiiat maximize the benefits to 
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public hcaldi. Therefore, ti.e Instittite will serve as a centi^zed focal point for 
commurucation between st̂ Jceholders and the appropriate members o S e d e r a l 
rcsearch community by facilitating pubhc mput into priorities through pubUc Actings 
and advice from the National Instittite for Food Safety Research Advisory C o Z S e 

Ways ' "^"'''"^ I^t'-^niural and Extramural Research Programs in Innovative 

Leveraging Federal research dollars for maximum pubhc health benefit is critical to 
effective imp ementation ol'the FSI farm-to-table sttategy. To better leverage cuirent and 

mvolvmg multiple Federal i-esearch programs and muhi-center tnals to demonstrate the 
cost-effectiveness of prevertion sti-ategies and technologies. Particular emphas s .̂ 11 be 
placed on "on-farm^ research for the development of new technologies anTto^ T 
prevent microbial contaminition of raw foods. 

^ r ^ ^ ' ^ ' ^ ^ i ^ T ' ^ ! , ' ^ "''""^ '""'P^'^' the interaction of factors associated 
with agnculttiral prcductiviry, public healtii, food processing and distribut oTpr^'.^e 
market economies and interiational trade, and consumer preferences and percSSns 
ITie research needed to solve food safety problems is equally complex r e q S g 
conttibutions from both bas.c and applied researcher, in physical L d biologic^ sciences 
^ d equaUy important advances in economic and behavio Jresearch, â d food 
technology and engineermg The impact tiiat new food safety problems have both in 
relation to threats to pubhc heahh and the economic well-befngTf in̂^̂^̂^̂^̂^ ofteV 
dependent on how rapidly research resource can be mobilized In ^ S e of a 

tiJ^e^l^lw ""'"V"̂  ""''^"^'"^P"^^'^' ^'^^'''^P' '^''^ ^ the Instittite, the 
. r ' '"'""r ™ ^ '̂̂ ^^^ ̂ ^"P^ of scientific disciphnes has 

histoncally been a baiTier to effective problem identification and resolution The Instittite 
hrough advanced communications and coordination systems, will realize Lreas d̂ ^̂ ^̂ ^ 
efficiencies in bnngmg to b.ar research resources when they are needed to n î imlze die 
impact of currem and emerging food safety problems. minimize die 

E Increase Accountabilit:. for Federal Research Priorities and Implementation of 
Strategies to the Public implementation of 

r'̂ Jonslve f o T e t T ' ^ : ^ ' ^ ^ ^ ^ ^^^-^^ ̂ g - - - ™ responsive to the needs of the nation dirough transparent decision-making To effectively 
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encompass the nation's food safety research needs, the Administration to date has 
focused on joint research plamiing and prioritization, with tire participation of numerous 
Federal agencies. Establishment ofthe Instittite will build on this planning process 
thereby mcreasing the tiansparency of federal food safety research efforts, to better'assure 
the public that Federal inveshnents are sttategic and oot redundant. 

V. GOALS/OUTCOMES OF THE EVSTITUTE 

A. Coordination in Research Planning, Budgeting, and Prioritization 

The ultimate goal of the Insti tute's research agenda is to reduce ttie incidence of adverse 
hxmm health effects associated with the consumption of food. Research planning budgeting 
and pnontization will be a ĉonsultative process among food safety research and regulatorv 
agencies, with a pnmary purpose being to fiilfill the informational needs of food safetv 
regulatory agencies. As staled ab-ove. DHHS and USDA will cooperate to lead this effort 
in consultation witii die National Science and Technology- Council of tiie Office of Science 
and Technology Policy (NSTC/OSTP). Thc goals of this effort are: (1) to maximize the 
public health benefit to the Ammcan people for resources devoted to basic and applied 
research, by assuring that lhe infonnation acquued is appUcable to the development of 
effective food safety guidcince, policy, and regulation; (2) to maximize the rettirn-on-
mvesttnent to producers, processors, and tiie public for resources devoted to research by 
developing cost-effective prevention technologies; (3) to effectivdy communicate and 
operate together with Federal, state, and local public health, agriculttire and research agencies 
and govei-nment partners; and (4) to develop partnerehips among the Federal, .«!tate and local 
governments and mdustiy or acad.ane to identiiy and solve, scientifically, food safety issues 
The histitute will also coordinate and monitor activities that agencies undertake to fiirther 
these goals and to provide periodic assessments of research accomplishments. 

B. Scientific Support of Food Safety Regulation 

The Nation's collective food safety research capabilities must be responsive to the risk-based 
pubhc healdi priorities of tti; foo,i safety regulatory agencies. Science and technology are 
required to develop effccdve food safety guidance, policy, and regulation. The Institute will 
Identify research needs to (:) achieve public health goals; (2) support guidance, pathogen 
reduction regulation, and hazard analysis and critical contiol points (HACCP) systems 
approaches to regulation (e.g., meat, poultty, seafood, fresh juice); and (3) shift research 
orientation to a nsk-based epproiich. Througli ttie Federal pohcy and budget committee 
which advises the Institute DLrcctor, food safety regulatoty agencies wiU play an mtegî l role 
in the Instittite's operation ard its development of research strategies to foster public health 
goals, 
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C. Communication/Links witti Other Food Safety Agencies 

Through participation in (he Instittite, all Federal food safety research agencies will 
coordmate, complement, and bolster research efforts on related and multifaccled food safety 
issues. The fiishtttte vvill ccordinate the use of existing mechanisms, such as interagency 
agreements, contiacts, and tlie development of scientific conferences, and die development 
of new mechanisms, such as joimty fimded program amiouncements and otiier innovative 
approaches to further die achievement ofthe Institute's goals. 

D. CommunicationyLinks with Industry and Academic Partners 

The Institute will encourage ĥe development of public-private partnerships widi industiy and 
academia to efficiently deve lop and bransfer new mformation and technologies. Technology 
ttansfer mechanisms for cocperation between Federal agencies and industty exist through 
die Cooperative Research and Development Agreement (CRADA) process. This mechanism 
protects tiie mtellccttial property rights of the parties mvolved and is designed to avoid 
conflicts of mt̂ rest, which a:-e of particular concern within regulatoty agencies. TTie Instittite 
will tester and build on existing technology tt^sfer mechanisms. 

Several food safety research consortia, which include Federal, state, academic, and industtv 
partiiers, already exist and are supported in part tiirough competitively awarded Federal 
exti^ural research grants, lliese instittites can optimize and combine resources to perform 
stionger and more cost-eflective research programs in food safety dian can a single 
university. The USDA and DHHS research agencies will continue to use grants, contt-acts 
and cooperative agreements in partnership with academia. -
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VI . IMPLEMENTATIOIs' SCHEDLTLE 

Oct. 1,}99H Present report to the President 

October/November 1998 Announce report in Federal Register for comment 
and notice of public meeting 

November/December 1998 Host public meeting 

January 1999 

March/April 1999 

Analyze comments and develop 
a more detailed draft proposal for the Institute 

Announce draft proposal in Federal Register for comment 

April/May 1999 

June 1999 

July 1999 

August 1999 

October 1, 1999 

Host public meeting 

Submit fmal proposal to National Science and Technology 
Council for review 

Announce final report in the Federal Registei 

National Institute for Food Safety Research Advisoty 
Committee Members are appointed t?y Secretaty of Health 
and Human Services and Secretaiy of Agriculture and Office 
of Science and Technology Policy 

Institute begins operation 
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Appendix A 

THE WHITE HOUSE 

W A S H I N G T O N 

July 3, 1998 

MEMORANDUM FOR T.'iE SECRETARY OP HEALTH AND HUMAN SERVICES 
TifiE SECSRETAKY OF AGRICULTtlRE 

SUBJECT: Joint: Institute for Pood Safety R^atrarch 

Americans enjoy, the most bountiful and safe fcjod supply in 
the world. My Aicciiiiistration has made Bubstantial improvements 
in the food safety isystem, from tnodernizing meat, seafood, and 
poultry inspections to creating a high-tech early warning aystera 
to detect and control outbreaks of foodborne i l l n e s s . 

Our success has been built on two guiding principles: 
<1) engaging a l l concemed parties including consumers, farmers, 
industry, and acadewia, in an open and far-ranging dialogue 
abo;;t improving foo<l safety; and (2) grounding our efforts in 
the best science available. Me have made progress, but more can 
be done to prevent i-he many foodborne illnesses that s t i l l occur 
in our country-

As we look to the future of food safety, science and technology 
w i l l play an increasingly central role. An expanded food safety 
research agenda i s essential to continued improvements in th€ 
safety of America'e food. We need new tools to detect more 
quickly dangerous pathogens, like E, col i 0157:H7 and Campylo­
bacter, and we reed better interventions that reduce tihe risk 
of contamination during food produccion. 

Pood safety research i s a c r i t i c a l piece of my PiacaL Year 
1999 food aafet^' i n i t i a t i v e ; and I have urged the Congrese to 
revxse the appropriations b i l l s i t currently i s considering to 
provxde f u l l funding for this initiative. I also have urged 
the Congress to pass two c r i t i c a l pieces of legislation to bring 
our food safety system into the 21st centuryt (i) legialatton 
ensuring that tlie Food and l)rug Administration halts importis 
of f r u i t s , vegetables, and other food products that come from 
countries that clo not meet U.S. food safety requirements or "that 
do not provide t:he same level of protection as i s required for 
U.S. products; ;ind (2) legislation giving the Department of 
Agri.cuLr.ure the authority to impose c i v i l penaltiee for viola­
tions of meat and poultry regulations and to issue mandatory 
recalls to remove unsafe meat and poultry from the marketplace. 



At the same time, need to make every effort co maxirrd.ze our 
current resources *md authorities. One very important way to 
achieve this objective i s to improve and coordinate food safety 
research activitieij across the Federal Government, with State 
and local governments, and the private sector. Solid research 
can and w i l l help ua to identify foodborne hazards more rapidly 
and accurately, and to develop more effective' intervention 
mechanisms to previsnt food contamination, 

I therefore direct you to report back to roe withirk^o days on 
the creation of a Joint Institute for Food Safety Reseracrch tnat 
w i l l : (1) develop a strategic plan for conducting food safety 
research aetivicies consistent with my Food Safety I n i t i a t i v e ; 
and (2) efficiently coordinate a l l Federal food safety research, 
including with the pri^vate sector and academia. This Institute, 
which w i l l operat:e under your joint leadership, should cooperate 
and consult with a l l interested parties, including other 
Federal agencies and offices particularly, the En'<dLronmental 
Protection Agency, the National Partnership for Reinventing 
Government, and the Office of Science and Technology Policy 
State and local agencies focusing on research and public health, 
and on consumers, producers, industry, and academia. Tbe 
Institute should make special efforts to build on efforts of the 
private sector, tl:,rough the use of public-private partnerships 
or other appropris.te mechanisms. 

These steps, taken together and in coordination with our pending 
legislation, w i l l ensure to the fullest extent possible the 
safety of food for a l l of America's families. 



APPENDIX B 
FOOD S AFETY FROM FARM TO TABLE: 

A NATIONAL FOOD SAFETY INITIATIVE 

IIEPORT TO THE PRESIDENT 

MAY 1997 

EXECUTIVE SUMMARY 

Wliile the American food supply is among the safest in the world, there are still millions 
ofAraericans stricken by illness every year caused by die food they consume, and some 
9,000 a year-mostly the vey young and elderly-die as a result, fhe threats are 
numerous and varied, ranging j&om Escherichia coh (E. coli) Ol57:H7 in meat and 
apple juice, to Sahnonella m eggs and on vegetables, to Cyclospora on fruit, to 
Cryptosporidium in drinking water-and most recently, to hepatitis A virus in frozen 
strawbenies. 

In his January 25, 1997 radio addtress, President CHnton announced he would request 
$43.2 million in his 1998 budget to fund a nationwide early-warning system for 
foodbome ilbess, mcrease seafood safety inspections, and expand food-safety research, 
training, and education. The President also directed three Cabinet members-the Secretary 
of Agnculture, die Secretar:' of Health and Human Services, and the Admimstrator ofthe 
Environmental Protection i^gency-to identify specific steps to improve die safety ofthe 
food supply. He directed thtm to consult with consumers, producers, industiy, states, 
universities, and die public, and to report back to him in 90 days. This report responds to 
the President's request and dutlines a comprehensive new mitiative to improve the safety 
ofthe nation's food supply. 

The goal of this initiative is to iiuther reduce the incidence of foodbome ilbess to the 
greatest extent feasible. The recommendations presented in this report are based on the 
public-health principles tfiat die public and private sectors should identify and take 
preventive measures to reduce risk of illness, should focus our efforts on hazanls that 
present die greatest risk, anc, should make the best use of public and private resources. 
The initiative also seeks to further collaboration between public and private organizations 
and to improve coordination within the government as we work toward our common goal 
of improving the safety of tiic nation's food supply. 
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Six agencies in the federal jjovernment have primary responsibility for food safety: two 
agencies under the Departn.ent of Health and Human Services (HHS)"die Food and 
Drug Administration (FDA> and the Center? for Disease Control and Prevention (CDC) 
tfiree agencies under the De partment of Agriculture (USDA)-the Food Safety and 
Inspection Service (FSIS), rhe Agricultural Research Service (ARS), and die Cooperative 
State Research, Education, ,md Extension Service (CSREES); and the Environmental 
Protection Agency (EPA). Oer the last 90 days, these agencies have worked with the 
many constituencies interested in food safety to identify the greatest public-health risks 
and design stmtegies to reduce tiiese risks, USDA, FDA, CDC, and EPA have worked 
to build consensus and to identify opportunities to better use their collective resources 
and expertise, and to strengihen partnerships with private organizations. As dii-ected by 
the President, the agencies liave explored ways to strengthen systems of coordination, 
surveillance, inspections, research, risk assessment, and education. 

This report presents the results of that consultative process. It outlines steps USDA, 
HHS, and EPA will take this year to reduce foodbome ilhiess, and spells out in greater 
detail how agencies will use- the $43.2 milUon in new fimds requested for fiscal year 
1998. It also identifies issues the agencies plan to consider further through a public 
planning process. 

The actions in this report build on pre\ious Administration steps to modernize our 
food-safety programs and respond to emerging challenges. As part ofthe Vice President's 
National Perfonnance Revi<;w (JsPK), the agencies have encouraged thc widespread 
adoption of preventive conf ols. Specifically, the NPR report urged implementation of 
Hazard Analysis and CriticEl Control Point (HACCP) systems to ensure food 
manufacturers identify poin :s where contamination is hkely to occur and implement 
process conti-ols to prevent it. Under HACCP-based regulatory programs there is a clear 
delineation of responsibilitins between industry and regidatory agencies: Industry has the 
primary responsibility for the safety ofthe food it produces and distiibutes; the 
government's principle role is to verify that industiy is carrying out its responsibility, and 
to initiate appropriate rcguU tory action if necessary. 

The Administration has put in place science-based HACCP regulatory programs for 
seafood, meat, and poultry. :in late 1995, the Admmistration issued new mles to ensure 
seafood safety, hi July 1996, President Clinton announced new regulations to modernize 
die nation's meat and poultr,' inspection s>-stem. The Early^Waming System die President 
announced in January will gather critical scientific data to fiirtlier improve these 
prevention systems. Additiooal actions outlined in this repon will encourage die use of 
HACCP principles throughcut tht; food industiy. 
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The need for further action is clear. Our understanding of many patiiogens and how tiiey 
contaminate food is limited ; for some contammants, we do not know how much must be 
present in food for there to oe a risk of ilhiess; for others, we do not have the ability to 
detect dieir presence in fooils. The public-health system in this country has had a lunited 
ability to identify and track the causes of foodbome ilbess; and federal, state, and local 
food-safety agencies need to improve coordination for more efficient and effective 
response to outbreaks of illness. Resource constramts increasingly limit die ability of 
federal and state agencies tc» inspect food processing facilities (e.g., years can go by 
before some plants receive ;i federal inspection.) hicreasing quantities of imported foods 
flow into this countiy daily wilh limited scrutiny. Some food processors, restauranteurs, 
food-ser '̂ice workers, supermarket managers, and consumers arc unaware of how to 
protect food from the threat of foodbome contaminants. These and other deficiencies will 
be addressed by key Administi.-ation actions outlined in this report and described below. 

Enhance Surveillance and Build an Early-Warnmg System 
As the President amiounced in January, the Admmistration will build a new national 
early-warning system to help deti^t and respond to outbreaks of foodbome ilbiess earlier, 
and to give us the data we need to prevent future outbreaks. For example, widi FY98 
fimds, the Administiiation will; 

Enhance Surveillance. The Administration will expand firora five to eight the 
number of FoodNet acti\ e surveillance sentinel sites. Personnel at these sentinel 
sites actively look for foodborne diseases. Existing sites are m Oregon, Northem 
California, Minnesota, Connecticut, and meti:opolitan Atlanta. New sites will be in 
New York and in Maryland, with an eighth site to be identified. CDC will also 
increase surveillance activities; for certain specific diseases. For example, CDC will 
begin a case-conti-ol study of hepatitis A to determine die proportion of cases due 
to food contamination, FDA will strengthen surs'eillance for Vibrio in Gulf Coast 
oysters, and CDC will sti engtiien surveillance for Vibrio in people. 

Equip FoodNet sites and other state health departments widi 
.5tate-of-the-art technology, induduig DNA fmgeiprinting, to identify the source 
of infectious agents and with additional epidemiologists and food-safety scientists to 
trace outbreaks to their source 

Create a national electronic network for rapid fingerprint comparison. CDC 
will equip the sentinel sites arid odier state heahh departments witii DNA 
fingerprinting technology, and will link states together to allow the rapid sharing of 
mformation and to quick]y determine whether outbreaks in different states have a 
common source. 
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Improve Responses to Foodborne Outbreaks 
At the federal level, four agencies are charged with responding to outbreaks of foodbome 
and waterbome illness: CDC, FDA, FSIS, and EP A. States and many local govemments 
with widely varying expertise and resources also share responsibility for outbreak 
response. The current syste m does not assure a well-coordinated, lapid response to 
interstate outbreaks. To ensure a rapid and appropriate response, widi FY98 fionds, 
agencies will: 

Establish an intergovernmental Foodbome Outbreak Response 
Coordinating Group. Federal agencies will fonn an intergovenimental group, the 
Foodbome Outbreak Re;5ponse Coordinating Group, to improve the approach to 
mterstate outbreaks of fc'odbome illness. This group will provide for appropriate 
participation by represer tatives of state and local agencies charged with responding 
to outbreaks of foodbome ilhiess. It will also review ways to more effectively 
involve the appropriate state agencies when there is a foodbome outbreak 

Strengthen the infrastructure Ibr surveillance and coordination at state 
healdi departments. CDC-, EP̂ -V FDA, and FSIS will assess and catalogue 
available state resources, provide financial and technical support for 
foodbome-disease-surveillance programs, and other assistance to better mvestigate 
foodbome-disease outbniaks. 

Improve Risk Assessment 
Risk assessment is the proc<!ss of determining the likelihood that exposure to a hazard, 
such as a foodbome pathogtai, will result in harm or disease. Risk-assessment raediods 
help characterize the nature and size of risks to human health associated with foodbome 
hazards and assist regulator! in making decisions about where in the food chain to 
allocate 
resources to control those hazards. To improve risk-assessment capabilities, with FY98 
funds, thc agencies will: 

Establish an interagency risk assessment consortiimi to coordinate and guide 
overarching federal risk-;issessment research related to food safety. 

Develop betiier data and modeling techniques to assess exposure to microbial 
contaminants, and simuhite microbial variability fmm faim to table. Such techniques 
will help scientists estimate, for example, how many bacteria arc hkely to be 
present on a food at the point that it is eaten (the end ofthe food chain), givei-; an 
initial level of bacteria on that food as it entered the food chain. 
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Develop New Research Methods 
Today, many pathogens in food or animal feed caimot be identified. Other pathogens 
have 
developed resistance to tim;-tested controls such as heat and refrigeration. With FY98 
funds, the agencies will focus research immediately to: 

Develop rapid, cost-effective tests for the presence in foods of pathogens 
such as Salmonella, Cryatosporidium, E. coli 0157:H7, and hepatitis A virus in 
a variety of foods, especially foods already associated widi foodbome ilhiess. 

Enhance understanding of how pathogens become resistant to 
food-preservation techniques and a.ntibiotics. 

Develop technologies fo rpre-s'ention and contix)! of pathogens, such as by 
developing new method;, of decontamination of meat, poultry, seafood, fresh 
produce, and eggs. 

Improve Inspections and CompUance 
With FY98 funds, the agencies will pursue several su-ategies to increase inspections for 
higher-risk foods; the agencies will, among other things: 

Implement seafood HAC CP. FDA will add seafood inspectors to implement 
new seafood HACCP rej;ulations, and will work with the Commerce Department 
to integrate Commerce's voluntary seafood-mspection program with FDA's 
program. 

Propose preventive measures for fresh fruit and vegetable juices. Based on 
the best science availabU-, FDA will propose appropriate regulatory and 
non-regulatory options, including HACCP, for the manufacture of fruit and 
vegetable juice products. 

Propose preventi ve measures for egg products. Based on the best science 
available, FSIS will propose appropriate regulatory and non-regulatory options, 
includmg HACCP, for egg products. 

Identify preventive meas ires to address pubhc-health problems associated 
with produce such as tho je recently associated with hepatitis A virus in frozen 
strawberries and E. coli OI57:H7 on lettuce. These measures will be identified 
through a comprehensive review of current production and food-safety program.? 
including inspection, sanpling, and analytical methods. 
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Improve coverage of imoorted foods. FDA will develop additional mutual 
recognition agreements î xMRî s) with trading partaers, mitiate a federal-state 
communication system covering imported foods, and FDA and FSIS will provide 
technical assistance lo countries whose products are implicated in a foodbome 
illness. 

Further Food-Safety Education 
Foodbome ilhiess remains jirevalent throughout the United States, in part because food 
preparers and handlers at eech point ofthe food chain are not fully infoimed of risks and 
related safe-handling practices. Understandmg and practicing proper food-safefy 
techniques, such as thoroughly washing hands and cooking foods to proper temperatures, 
could significantly reduce foodborne illness. The Administration-working in partnership 
with the private sector-will use FY98 funds to, among other things: 

Establish a Public-Private Partnership for Food-Safety Education. FDA, 
USDA, CDC, and the Department of Education will work with the food industry, 
consumer groups and tht: states to launch a food-safety public awareness and 
education campaign. The Partnership will develop, disseminate, and evaluate a 
single food-safefy slogan and several standard messages. Industry has pledged 
$500,000 to date to support the partnership's activities and plans to raise additional 
funds. 

Educate professionals and high-nsk groups. Agencies will better educate 
physicians to diagnose and treat foodbome illness; strengthen efforts to educate 
producers, veterinarians, and state and local regulators about proper animal drug 
use and HACCP principles; and work with the Partnership to better train retail-
and food-service worker:; in safe handling practices and to infonn high-risk groups 
about how to avoid foodbome ilhiess, e.g., in people with liver disease, ilhiess that 
may be caused by consmnmg raw oysters containing Vibrio vulnificus. 

Enhance federal-state inspection partnerships. New federal-state partnerships 
focused on coordinating inspection coverage (particularly between FDA and the 
states) will be undertaken, in an important step tov/axds ensuring the effectiveness 
of HACCP and ensuring that the highest-risk food plants are inspected at least 
once per year. 

Continue the Long-Range Plauiaing Process 
Through thî j initiative, and hrouĵ h previous activities, HHS. USDA, and EPA have laid 
die groundwork for a strategic phinning effort. There is a broad recognition of the need to 
carefully implement the initiative's programs, and to consider how to apply preventive 
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measures in odier areas of concem. A strategic-planning effort is needed to build on this 
common ground, and to tackle some of die difficult public-healdi, resource, and 
management questions facing federal food-safety agencies. The federal food-safefy 
agencies are committed to continuing to meet witii stakeholders, ulthnately to produce a 
strategic plan for improving the food-safefy system. 
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August 25, 1998 
EXECUTIVE ORDER 

Placeholder until official version is available 

THE WHITE HOUSE 

Of f i c e of the Press Secretary 
(Marbha^s Vineyard, Massachusetts) 

For Imnediate Release Augu.st 25, 1996 

EXECUTIVE ORDER 

PRES[DEN?'S COUNCIL OM FOOD SAFETY 

By the a u t h o r i t y vijsted i n me as President by the C o n s t i t u t i o n and 
the laws of the United ;3tates of America, and i n order to improve the 
safety of the food supply through science-based r e g u l a t i o n and 
well-coordinated i n s p e c t i o n , enfoecement, research, and education 
programs, i t i s hereby ordered as f o l l o w s : 

Section 1. Establ.Lshment of President's Council on Food Safety-
(a) There i s establish>id the IPresident'a Council on Food Safftty 
("Council") . The Council s h a l l comprise the secre t a r i e s of Agriculture,-
Commerce^ Health and Hujnan J3«r»/ices, the D i r e c t o r of the o f f i c e of 
Management and Budget (OMB), the A d m i n i s t r a t o r of the Environmental 
Protection Agency, the JVssistant t o the President f o r Science and 
Technology/Director of ihe O f f i c e of Science and Technology t o l i c y , the. 
Assistant t o the Presidi»nt f o r Domestic Pollcyr and the D i r e c t o r of the 
National Partnership fo.: Reinventing Government. The Council s h a l l 
consult w i t h other Federal agencies and State, l o c a l , and t r i b a l 
government agencies, and consumer, producer, s c i e n t i f i c , and induEtry 
groups, as appropriate. 

(b) The Secreta.Titss of A g r i c u l t u r e and of Health and Human Services 
and the A s s i s t a n t to thtj President f o r Science and Technolcgy/Director of 
the O f f i c e of Science and Technology Policy s h a l l serve aa J o i n t C.iairs 
of the Council. 

Sec. 2. Purpose. The purpose of the Council s h a l l be t o develop a 
comprehensive s t r a t e g i c plan t o r Federal food safety a c t i v i t i e s , taking 
i n t o consideration the :!ind.i.ngs and recoininendations of the National 
Academy of Sciences repcjrt "Ensuring Safe Food from Production to 
Consumption" and other :.nput from the publxc on how to imprcve the 
effectiveness of the cu;?rent food safety system. The Council e h a l l make 
recomnendations to the ]>residont on how t o advance Federal 
e f f o r t s t o iiuplement a comprehensive science-based s t r a t e g y t o improve 
the safety of the food isupply and t o enhance coordination among Federal 
agencies. State, l o c a l , and t r i b a l governinents, and the p r i v a t e .sector. 
The Council s n a i l advisi; Federal agencies i n s e t t i n g p r i o r i t y areas f o r 
investment Ln food Seifety. 

Sec - Sp e c i f i c a c t i v i t i e s and Functions, (a) rhe Councj-l s h a l l 
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develop a comprehensive: s t r a t e g i c Federal food safety plan t h a t contains 
s p e c i f i c recoramtindatiors on needed changes, i n c l u d i n g measurable outcome 
goals. The p r i n c i p a l ^oal of the plan should be the establishment of a 
seamless, scie.nce-basec food safety system. The plan should address the 
steps necessary to achieve t h i s goal, i n c l u d i n g the key p u b l i c health, 
resource, and managemer.t issues regarding food safety. The planning 
process should consider both short-term and long-term issues i n c l u d i n g 
new and emerging t h r e a t s and the special needs of vulnerable populations 
such as c h i l d r e n and the e l d e r l y . I n developing t h i s plan, the Council 
s h a l l consult w i t h a l l i n t e r e s t e d p a r t i e s , i n c l u d i n g State tnd l o c a l 
agencies, t r i b e s , consumers, producers, i n d u s t r y , and academia. 

wore 

(OVER) 

(b) consistent w i t h the comprehensive s t r a t e g i c Federal food safety 
plan described i n section 3(a) of t h i s order, the council s h a l l advise 
agencies of p r i o r i t y areas f o r investment i n food safety and ensure t h a t 
Federal agencies annually d<3velop coordinated food safety budgets f o r 
submission t o the OMB t h a t sus-tain and strengthen e x i s t i n g c a p a c i t i e s , 
eliminate d u p l i c a t i o n , and ensure the most e f f e c t i v e use of resources f o r 
improving food safety. The council s h a l l also ensure that Federal 
agencies annually develop a u n i f i e d budget f o r submission t o the CMS f o r 
the President's Food Safety I n i t i a t i v e and such other food safety issues 
as the Council determines appropriate. 

(c) The council s i i a l l ensure t h a t the J o i n t I n s t i t u t e f o r Food 
safety Research (JIFSR), i n c o n s u l t a t i o n w i t h the National Science and 
Technology Council, establi.'ihes mechanisms t o guide Federal research 
e f f o r t s toward the highest p r i o r i t y food s a f e t y needs. The JiFSR s h a l l 
report t o the Council 01 a ;:egular basis on i t s e f f o r t s : (X) t o develop 
a s t r a t e g i c plan f o r conducting food safety research a c t i v i t i e s 
consistent w i t h the President's Food Safety I n i t i a t i v e and such other 
food safety a c t i v i t i e s .\s the JIFSR determines appropriate; and ( i i ) to 
coordinate e f f i c i e n t l y , w i t h i n the executive branch and w i t h the p r i v a t e 
sector and academia, a l l Federal food s a f e t y research. 

Sec. 4. Cooperati'jn., A l l actions taken by the Council s h a l l , as 
appropriate, promote partnerships and cooperation w i t h States, t r i b e s , 
and other p u b l i c and p r i v a t e sector e f f o r t s wherever possible t o improve 
the safety of the food jsupply. 

Sec. 5. tSeneral P.rovisiions. This order i s intended only t o improve 
the i n t e r n a l management of the executive branch and i s not Intended t o , 
nor does i t , create any r i g h t or b e n e f i t , substantive or procedural, 
enforceable a t law by a pa r t y against the United States, i t s agencies, 
i t s o f f i c e r s or any peruon. Nothing i n t h i s order s h a l l a f f e c t or a l t e r 
the s t a t u t o r y r e s p o n e i - b t l i t i e s of any Federal agency charged w i t h food 
safety r e s p o n s i b i l i t i e s 

WILLIAM J. ClilirroN 

THE WHITE HOUSE, 
August 21 , 1996. 
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APPENDIX D 

Federal Food Safety Agencies 

Twelve Federal agencies ha ve food safety responsibihties: 

Agricultural Marketing Ser/ice, (AMS), U.S. Department of Agriculture (USDA) 
Aninial and Plant Health Inspection Service, (APHIS), USDA 
Agricultural Research Service (ARS), USDA 
Centers for Disease Contrcil and Prevention (CDC), Department of Health and Human 

Services (DHHS) 
Cooperative State Research, Education, and Extension Service (CSPJEES), USD.\ 
Economic Research Service;, (ERS), USDA 
Environmental Protection î .̂gency, (EPA) 
Food and Drug Administration, (FDA), DHHS 
Food Safety and Inspection Service, (FSIS), USDA 
Grain Inspection, Packers aid Stockyards Adminisfration, (GIPSA), USDA 
National InstiUites of Healtii, (NIH), DHHS 
National Marine Fisheries Service (NMFS), Department of Commerce 
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APPENDIX E 

Glossary of Acronydis 

AMS Agriculttiral Marketing Service 
APHIS Animal and Plant Health Inspection Service 
ARS Agricultural Rese;arch Service 
CDC Centers for Disease Control and Prevention 
CR.\DA Cooperative Rese;arch and Development Agreement 
CSREES Cooperative State Research, Education, and Extension Service 
DHHS Department of Health and Human Services 
EPA Environmeni;al Protection Agency 
ERS Economic R(isear<;h Service 
FDA Food and Drag Administration 
FSI National Focd SaJiety Initiative 
FSIS Food Safety and Inspection Service 
GAPs Good Agricvltural Practices 
GIPSA Grain Inspection, Packeis and Stockyards Administration 
GMPs Good Manuf acturiing Practices 
HACCP Ha2ard Analysis Critical Confrol Point 
JIFSAN Joint Institute for Food Safet>' and Applied Nutrition 
NIFSR National Institute for Food Safety Research 
NIH National Institutes of Health 
NMFS National Maj'ine Fisheries Service 
NPR National PerformaLuce Review 
NSTC/OSTP National Science and Technology CounciiyOffice of Science and Technology 
USDA U.S. Department of Agriculture 
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