
TH€ SECRETARY OF HEALTH ANO J-tUMAN SERVICES 
WAS'·"NeTO~.OC. ,1'0:701 

DEC I 3 !996 

J1EMORANDUM FOR THE PRESIDENT 

SUBJECT: New Initiative to Protect' Americans' Food Supply, 

PURPOSE , 
! 

We wanted to let you know about a joint initiative·we are 
proposing,' to reduce death and disease caused by food poisoning. 
This food safety initiative, which is now under consideration as 
part of ~he FY 1998 budget process, would affect every American 
but would involve only a modest amount of new funding (about $100 
million) . 

BACKGROUND 

Last month's outbreak of E. coli-contaminated apple juice 
sickened dozens and killad'Qne"child. There was a similar 
outbreak involving hamburger in the northwest during the early 
days of your Administration. Although those outbreaks received 
nationwide, publicity, the reality is that every year millions of 
Americans are sickened, and an estimated 9,000 die, from E! coli, 
SS31mQnella~ Cryg·tosporidium and other foodborne "pathogens." 

Hospitalization costs alone for these illnesses are over'$3 
billion a year, and costs for lost productivity have.been 
estimated to range, for seven specific pathogens, between $6 and 
$9 billion; total costs for all food poisonings are likely to be, 
much higher. In August; you announced that USDA was adopting 
modern requirements to make weat and poultry safer. Last year, 
HHS 'adopted similar requirements for seafood~ This initiative 
would strengthen those programs and implement important measures 
to make the rest of the food supply safer. 

Today, our understanding of many pathogens is limi~edi for some, 
we do not even know how much must be present in food to cause 
illness. The public health system has limited means to identify 
and track the causes of foodborne illness; and Federal, state, 
and local food safety agencies need to improve coordination for 
more effective response to outbreaks of illness. Years go by 
before most non-meat plants receive an FDA or State inspection, 
and increasing quantities of imported foods flow into this 
country daily with little scrutiny by FDA inspectors. And food 
processors! restauranteurs, supermarket managers§ and consumers 
often lack' basic understanding of the threat of foodborne 
contaminants and how to protect against them. 
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During the past three months! experts at our two departments and 
the EPA;have worked intensively to develop a highly targeted 
initiative to address this issue; a summary has been shared with 
your staff. OSTP and state health officials have also been 
involved in the development of this plan, which addresses one of 
the initiatives identified in your recent report, 'Meeting the 
Challenge: A Research Agenda for Americats Health, Safety, and 
Food (1996).', 
PROPOSAL 

The good news is that we have the scientific talent and 
wherewithal to reduce the number of illnesses that do· occur and ~ 
to ensure that the United States will have a safer food supply. 
We believe that this Administration should launch a major new 
initiative next year that will positively affect the lives of al.l 
Americans. We would work through this initiative to reinvent the 
currently in~dequate system devised by Theodore Roosevelt at the 
turn of the century.. into one that incorporates the scienoe and 
technology of the 21st Century. Moreover, these gains can be 
achieved with a relatively small investment in new resources-­
around $100 million--that can yield enormous benefits in health 
and public confidence in the food supply Indeed J it isa 

estimated that we can prevent 2 to 9 million illnesses, head-off 
up to 3~OOO deaths. and save society billions of dollars in 
preventable health care oosts each year. 

The proposed interagency food safety initiative includes the 
following actions: 

o 	 Build up the Uearly warning" and surveillance systems for 

foodborne illnesses and track them to their cause~ 


o 	 Increase FDA 1 s inspections of food processors and imported 

foods, and improve collaboration with States in that area. 


o 	 Better coordinate when disease outbreaks occur, including 

electronic communication among Federal, State, and local 

health authorities. 


o 	 Expand education of food processors, retailers, 

restauranteurs, and consumers about the latest safe food 

processing, storage, and handling techniques. 


o 	 Improve risk assessment for food pathogens, so that 

regulators can make the most cost-effective decisions. 


o 	 Expand and better coordinate Federal research efforts on 

pathogens that pose the highest risk to the public•
. , 

In addi'tion, we recognize that fundamental change of the food 
safety 'system is necessary! and we propose the development of a 
comprehensive, strategic plan to improve the food safety 
infrastructure through broad-based discussions inVOlving all 
stakeholders. , 
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A number of industry, academic, and other reports, such as those 
of GAO and NAS, have indicated that such reforms are necessary. 
We believc 1 therefore. that this initiative will be well received 
by the food industry and the general public. This interagency 
food safety initiative can be a significant feature of your 
domestic agenda for the coming year, and will accomplish an 
his~oric advance in public health. If you concur t we will 

~reparation of with your staff. 

.Donna E. Shalala -Secretary of Agriculture 
Health and Human services 



MEMORANDUM 


TO: 	 BRUCE REICD, ELENA KAGAN 

FROM: . 	 TOM FREEDMAN, MARY L. SMITH 

RE: 	 BACKGROUND FOR MEETING WITH NEAL LANE ON FOOl) SAFETY 
COUNCIL 

I)ATE: 	 SEPTEMBER 24, 1998 

, 
This memorandum provides points for discussion for your meeting with Neal Lane on the 

goals, both short-tenn and long-term, for the President's Council on Food Safety. We have 
discussed this with Cl1ffGabriei, Neal Lane's deputy. In addition, the following attachments are 
included; (I) draft charter for President's Council on Food Safety; (2) draft agenda for public 
meeting for the strategic planning process on October 2; (3) draft remarks of Neal Lane to open 
October 2 public meeting; (4) drnft report on Ihe Joint Institute on Food Safety Research; (5). 
USA Today article dated September 16 which describes PulseNet, a database that permits states 
to compare qoickly the genetic fingerprints of bacteria responsible for outbreaks; and (6) the 
executive order estabHshing President's Council on Food Safety. 

I. 	 FOCUS OF THE COUNCIL 

A. 	 What should the Council accomplish? 

• 	 The Council should establish a seamless, science~based food safety 
system. In doing this. the CounCil should have an overarching framework 
that incorporates the following principles: 
• 	 the imp[oYement of food safety 
• 	 efficiency 
• 	 cOQperation and cOQrdination with states and locatities/as well as 

.within the federal government. We already are cooperating with 
states through the states through the PulseNet system, which tracks 
the genetic fingerprints of bacteria in outbreaks (see attached 
aiticle). 

• 	 prevention 
• 	 measurable outcome goals 

• 	 Concurrently with developing the overarching framework in order to 
develop a seamless food safety system, the Council should tackle specific 
issues including prevention, inspections, streamlining 'Within the federal 
govenunent, and coordinating with states. For instance, there has been 
some discussion about consolidating responsibility for eggs in 011e federal 
food safety agency. Currently, USDA and FDA both have responsibility 
for different aspects of eggs. 



Scope ofCouncil (issues we need to focus on and have answers for October 2 
meeting) 
1. 	 Docs the Council deal with more 1han microbial --yes 
2. Docs it include pesticides -- need to discuss 

,i 3. What is going on with research ~~ Nea1 will give update in his opening 
l remarks, 

II. 	 Stiort-Term Goals 

A,:' 	 Respond to the NAS study-- within 180 days from August 25 --so it will be 
February 21 

BI 	 FY200D budget -- unified budget for the food safety initiative for the FY2000 
budget, we will do the "coordinated budgets" for the entire food safety activities 
starting in FY200 I 

C, 	 Joint Institute for Food Safety Research - has to report back by October 3 (the 
day afier the October 2 meeting) (see attachment) 

III. 	 Limg-Term Goal' 

A, 	 Strategic plan to be prepared by the Council (see attached charter for process) 
, , 

IV. 	 Miscellaneous Issues 

A, 	 Procedures of the Council -- How often will the Council meet. etc. See attached 
draft charter. 

B', 	 How the Council will obtain public input There will be three additional public 
meeting to obtain input for the strategic plalUling prooess 
• 	 October 20, 1998 in Sacramento, California 
• 	 November 10, 1998 in Schaumburg, llIinai. 
• 	 December 8,1998 in Dallas, Texas 
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DRAFT (9123) 

I 
; 

PRESIDENT'S COUNCIL ON FOOD SAFETY 
; 

CHARTER 

Article I: Purpose. 

•
On August ~5, 1998, the President, by Executive Order, No. 13,100, established the President's 
Council on Food Safety ("Council") to improve the safety of the food supply through science­
,based regulation and well-coordinated [""pectin", enforcement, research, aod education 
programs. rhe purpose oflbe Council is to develop a comprehensive strategic plan for Federal 
food safetylactivities, to make recommendations to the President on how to implement the 
C(jmpreben~ive strategy and enhance coordination among Federal agencies, State, local and tribal 
govemmen~. and the private sector, to advise.Federal agencies in setting priority areas for 
investment in food safety. to oversee research efforts ofthe National Institute for Food Safety 
Research~ ~d to evaluate and make recommendations to the PresideIl;t on the proposals 
conwned in the National Academy ofSciences (NAS) report on food safety. , 


I 

, This Charter provides the basis for the collaboration among lbe members oflb. Council in 

carrying o~t lbe responsibilities of the Council as set forth in the Executive Order, 
, 

Article IT,' Membership
I 

i 


Council membership shall comprise: 
, 
; 

I. Secretary ofAgriculture; 
. 2, Secretary ofCommerce; 


3,Secre1ary ofHealth aod Human Services; 

4. 'Administrat<>r ofthe Environmenta1 Protection Agency; 

5, :Director of the Office ofManagement and Budget; 

6. :Assistant to the President for Science and TecimnlogylDireetor of the Office of 

Science and Technology Poliey; , . . 
7. : Assistant to the Pn:sident for Domestic Poliey; mel, 
8. iDirector of the Natiooal Partnership ror Reinventing Govertl11lOnt. 

I 
Each member may designate a senior Federal employee. subject to the approval ofthe co~chairs, 
to serve ~ an alternate representative to perform the duties of1he Council member. 

I 



Article III: I . Officers . 

The Secretaries of AgricultW"e and -of Health and Hwnan Services and the Assistant to the 
President for Science and TechnoiogylDirector of the Office of Science and Technology PoUcy, 
or their designated alternates, shall serve as co..chairs of the Council. 

The co--chairs shan provide leadership and direction to the CoW'!cil, and coordinate the fonna1ion 
and scheduie of standing committees. Each meeting will be led by one co-chair and this . . 
responsibility shall rotate quarterly among the co~chairs. 

Article IV: Meeting. 

The Council shall meet on a quarterly basis at a time and location chosen by the co~chairS. 
. Additional ,meetings may be held at the call of the co-chairs or at the request of a majority of the 

members, ~. . 

A majority of the Council membership shall constitute. quorum for the transaction of business. 
All decisions made by the Council at the meetings shall be by consenm, or general agreement. If 
a consensus Or general agreement cannot be reached, a final decision will be made by a 
consensus 'ofthe co-chairs. 

Asummah report ofeach meeting of the Cnuncil shall be prepared for distribution to the 
membership and shall be made availahle for public inspection and copying and on the Council 
Internet web site. 

The Council shall prepare a report for submission to the President not later than October I of 
each year. The report will contain, at a minimum. a description ofthe Council's activities and 
accomplishments duri;lg the preceding fiscal year aad a description of the planned activities for 
the conting year, and a review of strategic planning objectives and progress made toward 
accomplishing those objeetives. 

Article V: Duties and Respoll5lbUlties 

The specific n:sponsibilities of the Council are to: 

1: Develop a comprehensive strategic Federal food safcty plan ("plan") to reduce the 
annual incidence ofacute aad chromc foodhome and waterborne illness by further enhancing the 
safety o{thc nation's food supply. The plan will.ddr ... the public health. resoUrce. and 
management questions facing Federal food safety agencies and will focus on the full range of 
food safety issues and the actions neceS¢.llM! to ensure the safetv of the food and water Americans I -,. 



I, , . 

use and consUme. The planning process will consider both short and long term issues including 
new and em~rging threats to food safety and the special needs of vulnerable populations such as 
children and the 'elderly. In developing this plan. the Council will take into consideration the 
findings and recommendations' of the National Academy of Sciences report ....Ensuring Safe Food 
rrom Production to Consumption" and the research plan currently being developed by the 
interagency working group under the auspiges of the National Science and Technology Group. 

The fInal plan win help set priorities, improve coordination and efficiency, identify gaps in the 

current system and ways to fill those gaps, enhance and strengthen prevention and intervention 

strategies. and identify reliable measures to indicate progress. 


,The Council wiH conduct public meetings to engage consumers, producers, industry. food service 
providers, retailers, health professionals. State and local governments. Tribes, academia, and the 
public in the strategic planning process. 

, 
2. Advise Federal agencies ofpriority areas for investment in food safety and ensure that 

the member agencies collegially develop annual coordinated food safety budgets for submission 
to OMB to ·sUStain and strengthen priority activities on food safety. eliminate duplication, and 
ensure the most effective use ofresourteS for achieving the goals of the plan. 

3. Oversee the National Institute for Food Safety R<:search (NlFSR). The Couneil will 
evaluate the reports from NlFSR on food safety.rcsearch activiti"" and give direction to NlFSR 
on research needed to establish the most effective possible food safety system. 

, 
4. 'Evaluate and report to the President on the National Academy of Sciences (NAS) 

report, "Ensunng Safe Food from Production to Consumption". After providing opportunity for 
public comment, including public meetings, the Council will, within 180 days of the Executive 
Order, report to the President on the Couneii~5 response to nnd recommendations concerning the 
NAS report and appropriate addi!io",,1 actions to improve food safety including proposals for 
legislative reform of the food safety laws and regulatory structures. 

Article VI: Committees , 

, The C(H,;~, after consultation with Council membcrs~ may establish committees ofCouncil 
members, their alternates, or other Federal employees on. permanent or an ad hoc basis, as they 
deem necessary. to facilitate and carty out effectively the responsibilities of the Council. Such 
committees shall report to the Council. 

The following permanent C<Jmmittees shall be established by the co-chairs: 
I 

1. StratJgic Plan Committee 
. 

The Co~mittee shaH develop a comprehensive strategic Federal food safety plan ("plan") that 



,, 
will review pubJic health, resource and management jssues facing Federal food safety agencies 
and will focus 00 the fuJI range of issues and actions necessary to. ensure the safety of the food 
and water Nnerieans use and consume, The Committee will conduct public meetings to enga.ge 
consumers, producersJ industry, food service providers. retailers, health professionais, State and 
local goverriments, Tribes, academia, and the public in the strategic planning process. The plan 
will indude'a comprehensive strategy for the enhancement of coordination among Federal 
agencies, State, local and tribal governments, and the private sector on food safety issues. 

! :. 
The Committee will, within 12 months of the effective date ofthis Charter, provide the plan to 
the Counciljtl!at will help set priorities, improve coordination ~d efficiency. identifY gaps in the 
current system including legal authorities. and. ways to fill those gaps, and enhance and . 
strengthen prevention and intervention techniques. 

2. Budget C;ommittcc 
, , 

The Committee wi11 examine a11 Federal food safety related budgets to identifY priority areas for 
investmenUn food safety and ensure that resources are used effectively and to eliminate 
duplication:, 

1 
. 3. N1FSR Oversight Committee 

The Committee will evaluate the reports frOIn the NIFSR on its efforts to coordinate food safety 
research arid make recommendations to the Council regarding research needed to establish the 
most elfeetive possible food safety system. 

4. Ad Hoc NAS Report Review Committee 

The committee shall review and report to the Council on the NAS report after providing for 

public commt:nt and will. by January I. 1999. provide,a report to the CQuncil containing a 

proposed Council's response to the NAS report. 


Article Vll: Staff SUpp&rt Services 

Staff support services for the activities of the Council will be provided by the Co-Chairs through 
a Secretariat which will consist ofa senior Federal employee from each ofthe following: the 
Department ofAgriculture. Department ofHealth and Human Setvices. and the Office of 
Science and Technology. The Secretariat will facilitate pJBllning, coordinatiO)l, and· 
communication among Council members. 

Article~: Web Site 
, 

The Council shall establish an Internet web site and the Department ofAgriculture shall maintain 
and will be the system owner of the web site. The Council website will provide linksto websites 



of federal agencies having food safety responsibilities. 

Article IX: .. Effective Dat. 


This Charter shall become effective on the latesrdate affixed below and mey be modified "lith 

supplemental agreements signed by the members of the Council. 




CALENDAR 	 (DRAFT) 

August 25. 1998 . 	 Announcement ofExecutive Order. Directive to review NAS report, 

and hold public meetings. 


--.~----~-------------------~---~--------
by Determine how Council will operate, staff, schedule first meetjng~ 

consider how to accomplish the following: 
September 30. 1998 1. Plan for review ofNAS report~due February 1999 

2. Plan for strategic plan 
3. 	Review ofagency FY 2000 budget requests and President's 

Food Safety Initiative budget 
4. 	Plan for FY2001 budget (can be delayed until later) 
5. 	 Approve plan for NlFSR 

September 18; 1998 	 Principals' Meeting to consider FY2000 budget and NlFSR report. 

October 1. 1998 NIFSR report sent to President. 

October 1, 1998 .FY 2000 Initiative Budget to OMB. 

Oetober2l1998 First public meedng on strategic plan, NAS report. 
______________~Ar=I=mgto~~~V~rr~g~m=i.~_____________ 

October 2.0, 1998 Second public meetmg on strategic pbm, NAS report. 
Sacramento, California 

October 1998 Publish NIFSRreport in Federal Rcgiste::.r.:co::mm:::::::en;:.t::.._~.____ 

November 10, 1998 Third public meCting on strategic plan, NAS report. 
Chicago, Illinois 

November 12-13, Researoh, Education and Economics Food Safety Conference 
1998 

December 8, 1998 Fourth public meeting on strategic plan, NAS report. 
Dall8S~ Texas 

. JanUaty 1999 Comment poriode!oscs for NlFSR FederaJ Register. Analyze . 
commei>ts and develop. more detailed "sttaw proposal" for Institute. 

JanUaty 1999 Discussion draft ofreport to President on NAS report 
reoommendations. 

January 25. 1999 HACCP Implementation - Small Plants 

by Report to President on response to NAS report. 

Fcbruary 21. 1998 



..;M::.::;arc:.::::h:..:1c:9.:;.9..;9____:.PU:;b;;l;:is;::h.::s;:tr:.;aw proposal for NIFSR in Federal Register for oomment. 

_April 1999 Third public meeting on NIFSR, 

May 1999 Publish "final" report on NlFSR in Federal Register. 

August 1999 President appoints Advisory Committee for NlF~ 

August 31, 1999 Council delivers strategic plan to Pre;.cs"'id;".e"'n;;;t.____ 

October I, 1999 NIFSR begins operations. 



AGENDA 

P ..... ldenl·s Council on Food Safety 

Public MeetiD& on Food Safety Strategic Plan 


" October 2, 1998 

ArliDgton, Virginia 
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aD?sOoo%@@,F-ONeal Lane's Opening Remarks for Food Safety Meeting 
October 2, 1998 
Arlington, VA . 

t am privileged to welcome you to thiS first meeting hosted by the Pesident's Council on Food Safety. ! 
think it's mes: appropriate that the President's Council is starting its deliberative process by seeking public 
input today. This means that we WIll not only welcome but we will seek input from all 
stakeholder-consumers, pub:!c heal:.h Officials, representatives from State and local governments and 
food producers, processors, and distributors. Transparent decision-making will be one of the underlying 
operatio:1al principles of the Council's work. AU Americans have a stake in the safety of OUf food supply_ 
And while we can rightfully take pride in the fact that Americans do have one of the safest food supplies tn 
the world, we know we can do better. 

America's food habits are changing. Consider the foods we eat today-the manner in which they 
are prepared and the consumers', expectations of quality and wholesomeness all are vastly different from 
when our food safety system was established at the tum of the century. 

The composition of our population is Changing also; we are graying and becoming more ethnically diverse, 
By the year 201 0, X percent of our population will be over the age of 65 compared to X percent in the early 
1900s, By the 'year 201 0, approximately l1alf of our school age population will be from minority groups, ' 
How shoul~ our food safety system reflect these dramatic changes? 

Our food safety system must take into consideration not only the growing diversity of our citizenry, but also 
the growing diversity of our food sources. Since 1985, food imports have tripled. The expansion of global 
markets requires us to rethink our regulatory approach tor imported as well as domestically produced 
food, 

Since the ~ginning of hls first term, Pmsident Clinton has demonstrated vision and leadership in hiS 
efforts to improve the safety of America's food supply. Faced with too tragic E coli 0157:H7 outbreak on 
the West Coast in 1993, the Administration quickly understood the need to improve the safety of our food 
supply, and acted just as quickly. Starting with the Vice President's 1993 call for more emphasIs on 
prevention. to the issuing HACCP regulation to the creation of tile Food Safety Council, this Administration 
has been out in front on this issue" But much remains to be done. 

We are fortunate today to have with us Morley Winograd, Senior Policy Advisor for the Vice President, and 
Bruce Reed, the Asslstant to the President for Domestic Policy. Their atte.ndance today is a clear 
indication of the importance the Pmsident plaCes on this issue. 

'The President signed Executive Order 13100 establishing his Council on Food Safety on August 25, 199a, 
The CounCil was given the clear purpose of "improving the safety of the food supply through 
sclence·ba·sed regulation and weU--ooordinated inspection, enforcement, research, and education 
programs.~ Specifically, the Council will develop a comprehensive strategic plan that integrates Federa! 
efforts Into those of State and local governments and the private sector. For the first time, a 
comprehensive cross agency plan will be tied to the budget process. 

The Council will also oversee food safety research activities across the Federal govemment. This 
process was initiated last year through the National Science and Technology COunclland further 
advanced by the President's directive to create a Joint Institute for food Safety Research. The function of 
the institute will be to devetop an Interagency food safety research ptan and appropriate outreach to the 
private sector and universities. 

Sound science must underpin all our food safety efforts. Even though most of us in this room take this 
basic premise for granted, it is so central to improving our food safety system that it bears 
repeating-again and again. From regulation to education, we need the best science possible to direct 
our actions. We must tighten the links between our regulatory agencies and science agencies. We must 
make sure'consumers and produ·cers have the very best information available to prevent the occurrence 
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of food coma illnesses. We must provide our researChers with the resources they need so they can 
generate the knowledge that Will protect us from fOOd-borne illnesses. But resources are limited, so we 
need to target them wisely. 

In this regard, we need to make belter use of risk analysis. What do we know about specific riSKS 
associated with tile farm~to-tab!e pathway? What research is needed to help us identify and better 
understand those risks and how to manage them? Risk analysis is a planning tool we need to refine. We 
must make sure we have data to, support the development of sound quantitatIve approached to risk 
analysis. 

The pfesident has also asked the COUJ'cil to provide him with our assessment of the Academy report 
~Ensurjng the Safe Food from Production to ConsumptiOn," The Academy has done an excellent job in 
laying out many of the issues that the Council must address over the next severa[ months, Their report, 
and our as~essment of it. w~1I give the Council a jumpstart to our planning process, 

This is an important meeting that starts us down the road that leads us to a safer food supply, While there 
have been numerous public meetings in the past on any number of food safety issues, this is the first one 
specifically designed to solicit input on 'our overall approach to food safety. Where do you think we shOUld 
be going? Specifically, we lOok fo!'Ward to hearing your views on the NAS report and on our proposed 
vision statement, 

After brief remarks from my fellow Counci! co-chair$, Secretary Shalala and Deputy Secretary Rominger, 
who is representing Secretary Glickman, senior agency officials will facilitate a discussion on the 6 
questions contained in the Federal Register notice" This discussion will take us through the rest of the 
morning. There will be a break for lunch and the discussion will resume until 2:30 p"m. At 2:45 p,m., 
there wilt be time for many of you to give prepared statements, Since time is limited, brevity Is muCh 
appreciated, Please keep your remarks to less than 5 minutes, We encourage you to provide written 
remarks, which will be carefully studied and factored into our planning process, 

Let me reiterate: this is all open process, We have open minds. If we are to find success, we must first 
hear from you, Our plan must reflect the needs of the stakeholders, oot just the needs of the agencies. 
Our Federal programs must be designed not only for compliance with existing statutes, but also for 
improved efficiency and coordination with other programs-so that the whole is greater than the sum of its 
parts, We are looking for your advice and guidance on how we can achieve tlte President's goal of a safer 
food supply. We are here to listen and learn, 

It is a pleasure for me to welcome my fellow Council co-chair, Health and Human Services Secretary 
Donna Sh'alala, 



The Honorable William Jefferson Clinton 
The White House 
Washingron, DC 20500 

Dear Mr. President: 

Attached is our report. as requested in your July J, 1998, Memorandum. regarding the creation of 
• Nationallnstitule for Fool Safety Research, The report articulates the concept of the Institute 
and provides a proposed structure, operating prineiples~ goals and outcomes, and an 
implementation St:;hedule fer the Institute. 

The report reflects our consultation with the Domestic Policy Council. the Office of Management 
and Budget, the Office nfScience and Technology Policy, the National Partnership for 
Reinventing Government, and the Bnvironmentlll Protection Agency. AJW your review and 
approval ofthe "'Port, oUr noxt step will b. to publish this proposal for public comment and hold 
a public meeting ;n the nex1 few months ro further cOllSult with State and local governments, 
consumers, producers, indu.rtry. and academia, 

We arc confident oUT propo,aj will further the go.ls ofyour National Food Safety Initiative as 
welt as more efficiently coordinate the Nation', Federal food safety researoh among Federal 
agencies and academia to rueet the needs ofregulatolY agencies and the private sector. 

, 
Sincerely~ 

, 

DonnalkShalala Dan Gliclaruln 
SeeretJuy .(Health and Hurllllll Services Secretary ofAgriculture 

" 
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EXECUTIVE SlJMl'>1ARY 

On July 3, 1998 President Clinton directed the Department of Health and Human Services 
(DHHS) and the Depart:"."t of Agriculture (USDA) to report back 'within 90 days wlth a 
plan to c~te. Joint Institu:e for Food Safety Research ("tbe Institute"), The Institute is to 
(l) coordinate planning alld priority setting for food safety research among the two 
Departments. other government agencies, And the private sector and (2) foster effective 
tnmslation of research results into practice along me funn-tMable oon!inUUl11, Enh_ and 
more efficient national 1n\'C-'ltment i.'1. food safety research will do much to lower lncidence 
of foodbome illness in the United States, 

DHHS and USDA will bav" joint leadership ofthe Institute and will "se existing resources 
'" ""pport it ,This acknowledgement ofthe critical need to expand and coordinate food safety 
research also emphasizes !J,e companion needs to expand and strengthen public~private 
parmeniliips and to augment collaboration among stale, local, and other Federal.gene;'s, 
thereby providing elfoctt",ly the scientific inform.tion required to help achieve public 
health goals, 

This docwnent articulates th' concept of the lnotitule, deseribes goals and the administrative 
principles underlying its organization, pTe,ems • proposed strw:ture for the Institut., and • 
draft timeline for its implCloentatlQIL Appendices A through E provide, ,esp.cuvely, the 
Presidential Directive for the Institute, the Executive SummaI}' from the May 1997 Food 
Safety Initiative Report to tho Presidcn~ the Executive Ordereroating the President's Council 
on Food Safety•• listing of the twelve Federal agencies involved in food safety. and a 
glossary of acronyms, Th",. materials will help define the history of Executive Branch 
Directives on food safety ..cd the, interagency consultative efforts that have contributtd to 
th',establishment of the Institute, 

The ultimate goal of tba Institute i. to coordinate food safety research. such that the 
incidence of foodbome ilb,.,.. .. reduced to tho greatest ""ten! feasible, 

September 22. 1998 DRAFT NiB (witllout OHHS comments) 



l 

l. INTRODUCTION 

On July 3, 1998, President Climon directed the Secr<taIy ofHealth and Human Services and 
. the SecretaIy ofAgricultur. to report baGk to him within 90 days on the creation ofa Joint 

institute for Food Safety R".emh ('In.titut.,), The Institute will: 
'(1) develop a strat'gic pllUl for conducting food sarety research activitie, 
consistent with [the President's National] Food Safety Initiative; and 
(2) efficiently coordinate all Federal food ••fety reseateh, including with 
the private sector and academia." 

As the President's memor.llldum directed. the Sectv:tary ofHeallb and Hwnan Services and 
the Secretru:y ofAgriculture willjointly lead the Institute, which will cooperate and oonsul. 
with all interested partiesf including other Federal agencies and offices ~.. such as the 
Environmental Protection Agency, the National PlU'IIlership for Reinventing Government; 
and the Office of Science ,md Tocbnology Poliey -- !IS well as Slate Il!\d local agencies 
focusing on research, and PU;)tic health, and consumm, prod=, industry, and Beademi.. 
The Institute will make effon, to buUd on ongoing private sector research, through the u,. 
ofpubllo-priva!e plU'lllershil,a and other appropriate mechani""",_ 

This do<:ument articulates tho concept of tho lnstitute and provide•• proposed structure, 
operating principles, goals e"d outcomes, and an implementation schedule for !he institute_ 

The ultimate goa! of the lnatitlltc', research agenda is to reduce \be inci<lence of adverse 
hUlllllll.health etIe<:ts associated with the COIlllumptiOO offood, The objective ofcreating the 
instituto-and all other AdministmiQn foed safety octivities- is to roduce the incidence of 
fuodborne iUoess to the greatest extcot feasible. Scientific inform.tion about prevention of 
foodbome illness and detection of orgailisms thai: may caUJ;e it is critical to further reduce 
the incidence of foodbome ilIness_ ­

This report willsONe as. "tllrtins rslher thao ending point fur development oflli.Institute. 
The report will be publlshed In the Federal Register lbr comment during October-November 
of 1998 with a puhlio meedng inNovemboriDeo:onberof 1m, AdraftptOJiosaI. b ...d on 
the publie conunents received, will be announced in the Federal RegJster in FebrtwylMarch 
ofl999. with apublie mee!ir.g in MarohIApril ofl999, Thelinalproposal will be submitted 
to the National'Science and TocbnoiogyCouncil ofth~ Olliee nfScience and Tectmology 
Policy (N'STCIOSTP);n lun.,l999 for tinBI review, A finaJ report, wbich wills.TVe as the 
dotalled blueprint fur the insHtute. will b. announced in the Federal Register in July of 1999, 
Th. Institute will officiaUy hegin its operntio"" on October I. 1999, 
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II. BACKGROUND 

•
I 

A. Tbe NaHonal Food Sa::ety Initiative 

In his Jan\W)' 25, 1991 rndb adt1.ress, President Clinton announced he would request $43.2 
million in his 1998 budg,et to) fimd a nationwide early-wruning s)':item fur foodoome illness. 
increase seafood safety LnSpI!Ctions, and expand food safet), research, training. and education. 
The Pres.:deut directed t.Ilreo Cabinet members-the Secretary ofH""lth and Human Services, 
the Secretary ofAgriculture, and the Administrator Mllte En"ifonmentaj Protection Agency 
(EPA)-·to identuy spocifio ""tion.< to improve the ..fety of the food supply. He fut1her 
directed them to consult with stakeholdm (consumers. produCCJl;, industry. states. 
univen;ities, and the puhlie) and to rsportbaok to him in 90 da)'ll. The President emphasized 
the need to expl.", opportunities for puhUe-private partner.hips to improve food safety, 
particularly in the areas ,,(surveillance, inspections, resean:h, risk assessment, education, and 
coordination among local, state. and Federal health aU!borities. Through a series of 
interagency and stakeholder meetings and COllSulta!ion., the May 1997 Report to the 
.President entitled "Food Saf'ty from Farm to Table: ANational Fond Safety Initiative" was 
developed and issued. (See Appendix ll). 

While the American food "''!'Ply is tbe safest in the world, the Administration directed the 
Mationsl Food Safety Inltiative (FSl) because th""" are still millions of Americans stricken 
by inn ...""aJ year c.used by the food they eat. The FSI t=>gni1ed lhal rcs<:arch provides 
now information and technolcgies essential to successful implementation of siX key 
lICtivities, , standard ...t~ and rulemaldng. Inspection and compliance, education. 
sw:veillance, and risk lI5.'le"".ent To ensure that current resea:roh investments are edequately 
supporting the six key activi,ies identified by the FSI, Federal re.seareh asene;es Ill'< wotlcing 
on a coordiflllled, interngency research plan. Federa.! agencies iliat cond"", food safety 
....careb. have recently completed a major step in the development of this plan by creating 
• Fed.... 1 inventoryof fond 'afety resean:h projeets, aotiv. or planned, for Fiscal Year 1~9g, 
includinz Ihe scientific and fiscal resourees that supported the research. DHHS and USDA, 
in collaboration with NSTC'OSTI', will use this infonnation to idcntift additional priority 
food safely researuh areas tIllI! are not currently eddressed in the PSI and will develop furnre 
food safety initiativ.. and their budgetary requirements; The Institute will become the 

. vehicle for coordiruitiDgth.eseactiviti.. to oreate a seamless. interage/ley fund safely ....eareb 
planning, budgeting. and prioriti>ationmechanism. 

, , 
September 22, 1998 DRAFf U.S (without DHHS oomments) 



5 

The FS( ideotified five broad arcus in which significant knowledge gaps require a (.ono.:oed 
interagency research effort: 
.. Improvil1,g detectiofl methods 
.. U~derstanding microbia! resistance to traditional preservatlo::l technologies 
.. Understanding antibiotic drug resistance 
.. ~velopins preveutlon teclmiques forpatilogen avoidance, reduction, and 

elimination, 
.. Understanding the contribution of food handling. distribution, and storage 1.0 

pathogen contamination of food and devt::lopmg preventions 

The FSI a1w identified the research goal to develop methods and scientific data that would 
enhance the ability of F~I1eral agenties to conduct microbial risk assessment;;, two 
addition.vJ res~ areas, Clitical for eddn:ssing tbi' goal, are; 
.. Developing and validating microbial exposure models. based on pnjbabilistic 

methodology 
• 	 Developing and vEilidating dQse~reBpQnse assessment models fOf use in risk 

assessment 

When the FSI was develop',j in 1997. these immediate needs were given priority wifuin the 
research tmd risk :>$$OSSI!lent .l,....w. because microbial contamination offoods by pathogens 
has increasingly been linked to mcreasing incidence of foodbome il1ness and to high rates 
ofmori>idity tmd mortality. As these re ..arch and risk "",,"$men' activities progress and 
improvements in pt<Ventllthe measures are developed, the Institute will provide leadership 
for identifi~tion of other research and risk assessment priorilies. which will receive 
in,""""ed attention from Federal foed safety research agencies in future years. 

DL NAME AND STRUCTURE OF INSTITUTE 

The Secrewy ofHealth and Human Servicts and the Secretary ofAgriculture prop"". that 
the official name of the Iutitut. be the 'National Institute for Food Safety Research. 
(NIFSR)." " 

In. .';'4k! oiug Admimst~tio••fthe D~t of Health ,ruU!\IIlUII\ s.m... (DllllS) mead)" bai. 
~ fl!ci1ity and progriun which is named tIlt Joltl.t lnstitute {or roOO Safety and Appllcxl Nutrition (MSAN). 
Several prominent univeuities also have {OOO: safety iustitutCf U part oftbeir m~ p.rognDlll. To avoid 
~usicn., DW1S and the Department of Agriculture (USDA) have pro~d il Jle'W fWn('~ the ~NAtlond Instinuc 
for Food Safety Re$e:u-ch~, 
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, . . 
The lnstltute win report to lbo President's Council on Food Safety (see Appendix C), which 
is chaired by the Secr-cmries ofAgricu1rure and Health and Human Services and the A.:lsistant 
to the President for Science and TecMolog)'/Director of the Office of Science and 
1):dmology Policy. The Inititutc will be led by an Executive Dice.ctof, who '1.,,1.11 be a h~ghly 
recognized food scientist, :;ointly recruited, appointed, aod supported by the USDA and 
DHHS. The Executive Direl,tor will supervise a small. permanent Institute staff of no more 
than 10 employees. and .J:j,ting staff resolln:es of USDA and mms will support the 
Institute and its operations. 

The: Executive Director will ceport to an Executive Research Committee and be advised by 
a Federal policy and budget committee and Ille National InsaM. for Food Safety Research 
Advisory Committee. The Executive Research Committee will comprise one senior research 
official appointed by each of the co<luIin! of the Presid""t'. Council on Food Safety. The 
Executive Research Committee will report to the Pretlident's Council on Food Safety. 

The FedOTaI policy and budget committee wiu be comprised ofFederal foo<l sarety policy 
officials and ~eney heads. repres.nting both rese"",h agencies and regulatory ~enoies. 
This committee will serve as: a mechanism by which the govemmenes chief scientific and 
puhtic health experts can ittteraet ,,1th the lnstitut<> Di=tor aod the Executive. Research 
Committee to ensur<: the gools of the Institute are achieved. This committee will also be the 
vehicle for consultation ..,<1 coordination across all Federal food safety ~encies. and its 
membership will represent "ll"llcies of the USDA, DHHS, the Environmental Prot..,tion 
Agency, the Naticnal Sci .... '" Found.tiol!, and other releVllllt federal'geneies. 

The NatiooalInstilUte for Food Safely Research Advisory Conunitlee will have 
16 stakeholder members. "ith 6 mombers appointed by lhe Secretory of Agriculiure, 6 
members Sppointed by the Secretary of Health and HutI\2J1 Services, and 4 members 
appointed by OSTPfNSTC. Members of this commiuee may be 'ehosen Jrom existing 
advisory oommittees to tb. USDA, DHHS, and OSTPINSTC. USDA. DHHS. and 
OSTPfNSTC will jointly ""port the Advisory Committee. . 

The work of the Institute will be IICOOlllplished through temponit)' intentgOllLY task foroes 
thai furm and ciQsc as specific i,,1ItO pre resolved and through. small, permanent Institute 
staff. which will provide t"ehni""l. administrative, clerieal and computer support. Tho 
lnstitule will focus initially on microbial pathogern.. in keeping with tire PrnSidenrs Nalio".1 
Pood Safetylnitiative. In fu1ure ye.,., based Oil thedin:ction afth. Prnsidenl'. Food Safety 
Co_ii. advice of the Natioll.1 Institute'fur Pood Safety R.eseareh Advisory commltt"", and 
on other public input, the I..ulUlC may ""Pand its IiCOpo progressively to include other 
known or potential contributors to foodbome illnes. andlor food safety, .uch as chemioal 
contaminants. natural toxilli. pestidde residue~ animal drug residues, food additiV6$, and. . 
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nutritional safety and health. All of these topics already ate foci for important food safety 
reserucb activities that wanant coordination by the Institute. With an expanded scope, the 
Institute ~Quld develop broad-ba.sed strategic planning with input from stakeholders and 
coordinate the reoources adininlstered by the nwnerous Federal agencies that participnte in 
food ••fety research. (See .\ppendix OJ. . 

IV. ORGANIZING I'JUIoICIPLES 

The DHHS and USDA hay"~ developed tile following principles as the foundation lor 

eslabli.hing and operating the Institute . 
. 
A. Optimlze Curreut Invl:stmeot and Infrastructure 

. 
The Institute's mission inchldes optimizing the effectiveness ofcurrent food safe1y 
research investments and infrastruotw:e UJ maximize funds going to conduct r.seareh, 
rather than for construction or maintenance of additional researoh fiIoilities. For tlti, 
reasou, the President's directive i, not intended to result in construaion ofnew research 
or administrative facilities. The Institute wiU be '"virtual," i.e.• it win focus on 
coordinated plmming f'l! r,,,,,,,,,,h programs and budgets and on etthanced 
communications among: ex.hting organizational entities working within existing faciliti~. 

. 	The lnsti1Ute will be suppor:ed by a 6ll1all staff and win draw on CUn."t resources within 
lhe responsible food safety ,sencies. The Institute win as,i,t in fulfilling the 
Administration's funn-to-table strategy by relying on access 10 existing Fed"",,1 r.search 
r.boratories throughout the ·",wtry. 

B. Provide Centrallz<d Communlcatlon with Stak.hold.... 

Effective communication between the Federal food safety research providers and the 
usm of the knowledge gained is critical 10 establishing priority-based researeb programs 
that are respensive to national needs. More tbJm a dozen Federal agencies actively 
oontnout. to food safety research efforts. Food safety rcsearchera have rnuneroUll critical 
constituencies: (1) rcgulatoty aj!OllCies thal "'ly <m scientific information fur tho 
prolbOtion "fpublie health; (2) industry and producers, includin,g retailers, who design 
and implement effective food safety programs; and (3) consumers. While each ageney 
makes a critical contn'butior. providing their unique expertise, perapective, and 
infrasIrueture, this array of £clivili.. can bo iWlming UJ s/akelwldOrs. Effective 
in(orchlU1se-not only """"'ti federal r.boratorles IlIld the managers ofFederally 
supported extramural researdl programs, but also their counterparts in industry and 
acadernia~~is critical to developing eost...uIective programs that maximize the benefits to 
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public bealth, Therefore, the Institute will serve as a centralized focal point for 
comnmnication beh'leen mieholders and the appropriate members of the Federal 
research community by facilitating public input into priorities through puhHe meetings 
and advk;e from the Natiom! Institute for Food Safety Research Advisory Com.rnittee, 

c. Use Current Intramural and Extramural Re$earcb Programs in Innovative 
Ways ' 

Leveraging Federal research dol1W"S for maximwn public health benefit is critical to 
effoc1ive implementation ofthe FSI farm-to-table strategy, To better leverage current and 
future fUnds, the Institute will foster development of Joint program aru'l.ouncements 
involving multiple Fedetall'CSean:h programs and multi-center trial, I<> demon'''''t. the 
cost-effectiveness ofprevention strategies and technologies, Particular emphasis win be 
plGt!~d on ilion~farm" researeh for tho; development of new technologies and tools to 
prevent microbial contamination ofraw foods. 

D, Mobilize R ...urees I. Minimize the Impact of<::~rreot and Emerging Food 
Safety Problems 

Food safoty cone""" ~ usoally complex, involving fue interaction of factors associated 
with agricultural productivi'y, public heolth, food processing and distribution practices, 
roarlce! economies and int....tiOnal trade, ru:ul consumer preferences and perceptions, 
The research needed to solvo food safety pmblems is equally complex, requiring 
contributions from both bas,c and applied rei1ealcllers in physiC>l and biologicol science., 
and equally important advanc"s in economlc and behavioral rcsemh, and food 
technology aild engineering, Th. impact that new food safety problem, have, both in 
relation to t.hrnats to public h.ealth IiUld the economic wel1~beit1g ofindustry, is: o'ften 
dependent on how rapidly ,,:s..,..h re,01ltCeS can be mabili<ed, In the absence ofa 
centroliudeoordinating me:ltaniml to provide leadetship, such as the Institute, the 
timely mobilization ofreso",rces among diverse groups of",ientific disciplines has 
historically been.bamer to effootive problem identificatNn ru:ul resolution, The Institute, 
through a<lVlUlCed communi<:atioDS and coordination systems, will reali.. !nett.sed 
efficiencies';n bringing to bu.,. reselllCh r<l1Ources when they are needed to minimize the 
impact ofcuneot and emerging food safety problC1ll£, 

E. Incrc.a.e Accounillbilit:' for Federal 'ReS...rch Priorities ODd [ ... pJem..,~,t!on of 
StrategIes to tIlePubne' "" " , , 

One ofthe Admlnistratiou's highest priorities has been to make Federal agencies more 
responsive to the needs of tbc nation through transparent deci'ion.making, To effe<;tively 
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encompa::;s the nation's food safety research needs. the Administration to dale has 
focused on joint research planning and prioritization. with the participation ofnumerous 
Federat agencies. Estab!isi:ment of the Institute will build on tbis plarUling pre<:ess. 
thereby lncreas1tt8 the transparency of federal foud safety research efforts, to bener assure 

- the public tha.t F~eral invt";HlT)cuts a.re strategic and not redundant. 

V, GOALS/OUTCOMES OF THE I~STlTl'TE 

A. CoordInation in Researcb l'lanoing, Budgeting, and PriuriUzatio:n 

The ultimatt:: goal of the Institute's research agenda is to reduce the inc.idence of adveT$e 
human he3lth effects associated with the consumption offood, Research phmmng. budgeting, 
and prioritization will be a (:onsultative process among food safety research and regulatory 
ngencies, with a primary porpose being to fulfil1 the informational needs of food safety 
regulatory agencies. As stated above, DI!HS and USDA will cooperate to lead this effort, 
in corurultation with the National Science IUld Technology Council of the Office of Science 
and Technology Policy (N!ITCIOSTP). The goal, of tbi. effort arc, (I) to maximize the 
public health benefit to tbe Aso<:riclIll people for resource. devoted to basic and applied 
resC31'ch, by assuring that Ille information ""'luited is applicable 10 the development of 
effective food safety guirnlllcc, policy, and regulstion; (2) \<) maximize the return-on· 
investment to producers, processors, and the public for resources devoted to research by 
developing rost·effective prevention technologies; (3) to effilctively COtllmunieale and 
operate IOg,lberwithFe<leral, state, lind loCal publie health. agrlcultun> and research agencies 
and gnvm:runent par!nm: an:! (4) to develop partnerships among !he Federa~ stat., IUld local 
governments IUld industry or academe to identilY and solve. scientifically, rood safety l,.ues. 
The lnstitule will also coordinate and monitor activities that agenCies undertake IQ further 
those gants IUld to provide periodic assessments ofresearch acccmplilbments. 

, 
B. Scientific Support or F,,,,d Safety Regulation 

The Nation'. collective food safety =bcapabUities must be reSponsive to the ri.k-based 
public hoolth priorities of Ib" food ..rety regulatory ag_i"" Scion"" IUld technology "'" 
''''Iuired to develop effilcti.. food ..rety guidanoe, policy. and regulation, The Institute win 
identify re""""h needs to C.) ochieve public hcalth goals: (2) support guidance. pathogen 
reduction regulatioo, 1Uld' bazard "".Iysis IUld erltk,al control poinis (liACCP) sy.tems 
approaehes 10 regulstion (e,g., meat. poultry, seafood, rr..b juice):,IUld (3) shift RSoan:h 
odenw;on 10 • rUk'based 'W""",h. Through lb. Fedeial policy 1Uld' budget oommJttee, 
wbich adyises lh. InstiUlI. Dir<ctor, food ..rety regulato'Y agencio. will play an integral role 
in the InstitUte'$ operation ar_d iu de\'elopment orresearch strategies to foster public health 
goal •• 
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C. CommunicationlLlnk! with Other Fwd Safety Agenties 

ThrQugh participation in the Institute, ell Federal food !.lafety research agencies will 
coordinale, complement, aJul bolster reseaxcl:! efforts on related and multifaceted food safely 
issues. The InstitUte will C<lordinate the use of existing mechanisms, such as interagency 
agreements, contracts) and the development of scientific conferences, and the development 
of new ,mechanisms. such as jOintly funded program annotmcements and other innovative 
approaches to further the achievement of the Institute's goals.. 

D. CommunieationILinks wltb Industry aDd Academic Partners 
; 

The Instilute will ,""",urnge:he development ofpublic-po.ale partnerships with industry and 
academia to efficiently develop and transfer new infonnation and technologies. TechUQlogy 
transfer mooharusms for cO(lperation between Federal agencies and indUSUY exist through 
the Coopenltive Re=h and Development ~mc:nt (CRADA) process. This mecllanism 
protects the intellectual pre·petty rights of the parties involved and is designed to avoid 
eortflicts of"''''''''st, which "''' ofpartie\llar concern within regulatory agencies. The Institute 
wiD foster and build on existing technology transfer meclumisms. 

Seve,n! food ,are.y ..search consortia, which inchlde Federn!, stare, academic, and industry 
partners, al1eady exist and are supported in part 1Im>ugh competitively awarded Fedeml 
eX1tOmurnlteS""",b gw>ts. These institutes CIlIl ~ and combine resources to perfOtnl 
stronger and more cost--efiective research programs in food safety than can a Single 
university. The USDA and DHHS researoh agencies "ill continue to use grants, con=s, 
and ""operative agreements in partnetShip wilh aeedemia. . 
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VI. IMPLEMENTATION SCHEDULE 


Oct. 1, 1928 Present :cport to the President 

OctoberfNovember 1998 AnnOilltce [epon in Federal Register for cotnnlent 
and notice of public meeting 

Novembe'r/Oecember 1998 Host public meeting 

January 1999 Analyze comments and develop 
a mor. detailed draft proposal for the Institute 

MarchiApril 1999 Announce draft proposal in Federal Register for comment 

AprillMay 1999 	 HoS! public meeting 

June 1999 	 Submit fmal proposal to NationAl Science and Technology 
Council for review 

July 1999 	 Announce final report in lh. Federal Registet 

August 1999 	 National Institute for Food Safety Research Advisory 
Committee Memben are 8Jlpointed by Secretruy of Health 
and Human Services and Secretary ofAgricultun; and Office 
of Science and Technology Policy 

October I. 1999 	 Institute begins operation 

September 22, 1998 DRAF,; #6B (without DHHS comments) 



v" .~,. 

Appendix A 

THE 	W>UTE HOUSE 

July 3. 19'36 

FOR 	 tHE SECRETAA't OF HEALTH N1D HUMAN S8RVICES 
T:;U; SECRE'rAAY OF AGRXC01.= 

J"::dnr: Institute foX' )?,ood Safety Re:!earch 

Americans enjoy. the tQQst bountlful and sa£e""food supply in' 
the ~orld. My Aiministration hau made substantial improvements 
in the food safety syste~. f~om mod~~izing meat. seafood. ann 
poult.ry inspections to creating Q high-t,ec;;h early t.1a..rn.ing aystom 
co da~ect and control outbreaks of foodhorn~ illness. 

Our GllCCt!SS has be~l built on t'110 guidifig' principlra&! 
(1] eugasing all concerned parties in~l~ding eon6~mers, fn~ers# 
industry. and uQade~a€ in an Qpen and far-ranging dialogue 

"aoo'Ut impro1rin9 food safet.y1 a:nd (;n gl:'ounding O\lr efforts in 
the bost seienee a:vailahle~ We have made. p'rogressf but.InO:;C can 
be don~ to prevent the many foodborue illnes$es "chat still occur 
in ~\lr COtJ.:tltry. 

As we look ~o the future of food safety. science and technology 
",111 play an in<:..e.""ingly """t...,l role. .lul expanded foO<l. ",..fet)' \ 
research agenoa 16 essential to continued improvements in the 
safety of ~ri~a~G £Qod. We nee~ new tools to detect mQr8 
quiekly dangel;'Otls pathogens, like 2. coli OJ.511K7 and c:alUpylo­
baotar I Qn4 we tl.eed bettex- intex"Vent.ious that. reduoe -ehB risk 
of o~ntaminatio., duxing food produce1on. 

Food ..afety ""1I4.a>:eh is It orl,tioOal p ....ce of my l'u."",L 'teu­
1999 foo4 safety iniU..tiv<>, and I have ""lIed the o>ng:r:aBG to 

revise th<I app""rp:riat~C)1l,9 bills :l.t c:u:rrently i.sconsiderLug to 

p....vid.. full fu<l<Il.ng for this initia.tt..... ' I al,s" bav" U%9'e4 

the Cons""",,, co pas" two or:!.dQll, pieoes of l..g1,,1Itti= 1:0 bring 

our ,food " ...fety syst.... 1nt.o the 21.6t .,entu:.y, (:1.) legielat:!.on

.. nslU:'ing that the Food and Urug Mminietrat1_haJ;ta 1~ii' 

of fruits~ vegotables, end Qthe~ food produc~s that CQ~e £rom 

eountrie" that <to not "",at U.S, food "afety requireraehts = 'tbat 

do not: pratride. t:he aa:ute level of px"Qtection as .in :requ.iX'ed :for 

U.S. pro~Qts; :~d (2) legislation giving the Departmen~ of 

~gr~~u~~u~e the author~ty to impQse civil penalties for viola­

tions of meat and poultry regulation1l and to issue mandatory 

recalls to remOVQ un$af¢ meat and poultry from the marketplace. 


http:legielat:!.on
http:initia.tt
http:fu<l<Il.ng
http:t.1a..rn
http:poult.ry
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At the same tinH!. He need tQ tr.ake. every effort. co maximize our 
ctlrren.t resources nnd authorities. One -.rery important: way to 
achieve t.his object:ive it.> t.o imp:t'ove and coordinace food sntC1:Y 
research activitie~1 across che FQdaral Government:., ...,ith State 
and local gove.rnmenc.s. and the private sect.or, soli.d research 
can and .....ill help 'lS to identify foodborne hazards IDO::r-e x'apidly 
and accllrately. and. to develop more effective' intervention 
mechanisms to prev'~nt. fooo. cont:.a.minatian. . 

I therefore diraec y¢u co report back to me withi~9Q days on 
the cr~ation of a Joint Institute for Food safety R~ 
~il1t t~i develop a c.tracegic plan for conducting tood safety 
research acti~icieG eonsi~tent with my Food Safety· Initiative; 
and {2} effic1{mtly coordinate. all Fede.ral fQoQ safsty resea1:Ch,. 
~n~l~din9 ~ith the private $ector and aeade~ia. ~his InGti~utc. 
\o{hh;h will operaee undo%.' yot.t.r joint le.adership, should COQpernte
and cQnsult v1th a11 interesced pa.ties. incl~din9 other 
Federal Agencies and offices •• particularly, the EnVi~onmental 
Protect.ion .1\genq~ chu Nationa.l l?artnershlp for R.einvep,cing 
Governnt~nc. and the Office of seienc,e .and Te-chnQ~ogy PelLey ",.: 
State and local agencies focusing on research and public health. 
and on C'!onsume:r.s, prod.uee:r$~ industryj and acadet\lia. The 
lnst1tute should nake spacial efforts to build on efforts of the 
p.-ivate aecto".ej""""gh the' us... of ptililic-private p"r~nersh1l?G 
QX' other approprin,te mechanisms. 

Tn..se ..teps. ""at, to;retn..r "nd in coordination "'ith our' pend.ing
legislation, will ensure to the ful~est excent posGible the 
safety of food fOl~ all of J\rnerica"s families . 

...... 

, 

", 

.... "'..... 



APPENDIXD 

FOOD SAFI,TY FROM FARM TO TABLE: 


A NATIONAL FOOD SAFETY Il'<lnATIVE 

REPORT TO THE PRESIDENT 

MAY 1997 

EXECUTIVE SUMMARY 

While the American food snpply is among the safest in the world, there are still millions 
ofAmerica:ns stricken by illness every year caused by the food they consume, and some 
9,000 a year••mostly the ve:."j yO\lllg and elderly--die as. result. The threats are 
numerous and varied, rangillg frool Escherichia coti (E. ooli) 0157:H7 in meat and 
"I'pJe juice, to Sal:tnoneUa ill egg' and on vegetables, to Cyclospora an 6uit, to 
Cl'l'l'to'P~ridi"m in drinldng wtIter··and most recently, to hepatitis A virus in frozen 
strawberries, 

In hi. JatllIJU)' 25, 1997 radio address, President Clinton announced he would request 
$43.2 million in his 1998 budget to fimd • nationwide early-warning system far 
fuodbarne illness. increase "eafeud • .relY inspections, and expand food-safety ",..,,,,,,h, 
training. and education. The P""idem also directed three Cabinet members-the Se<relary 
af Agriculture, the Se<relllly of Health and HutlUlll Services, and the Administrator of !he 
Environmental Proteotion Agency--to identifY specific stIlI'S to improve tb. safety of the 
food supply_ He directed them to consult willi consumers, preducers, industry, states, 
u:niversities, IUld the p~bli., IUld to rep<>rt back to him in 90 days. This report responds to 
the Presidtnt's request and c.utlinoi. a comprehensive new initiative to improve 1hQ safety 
of the natiOn's food supply. 

The goal "ftbiS initiative i. to :fin1.her reduce the incidence offoodlxmte illnes. to the 
greatO$l extent feasible. The recommendati_ presented in this report "'" based On the 
public-ru.altlt principles that the public and private &e<llo.. should identify and toke 
preventive measures to reduce risk ofillneso, .hould focus our efforts on hllZlll'ds that 
present the gteatcst risk, ""t. should tnako the best usc ofpublie IUld private <tOoure... 
The initiative also seeks to 1ilr1her coUaboration between public and private organi<ati""" 
and to improve: coordination within the government as we work toward out common goal 
of improving the safety of ti,e netion'. feud supply. 

September 22. 1998 DRAFf #68 (without DHMS ~ents) 



Six agencies in the federal government have primary responsibility for food safety: two 
agencies under the Departn,ent ofHe.lib and Human Services (HHS).·the Food and 
Drug Administralion (FOAl and the Centers for Di,ease Control and Prevention (CDC); 
three agencies under Ibe D,parunenl ofAgriculture (USDA)-tbe Food Safety and 
Inspection Service (FSIS), lhe Agricultural Research Service (ARS), and the Cooperative 
Slate Research, Education, md E:Klension Service (CSREES); and the F.nvimnmenlal 
Pro!e<;tion Agency (EPA). Over the last 90 days, these agencies have worked with Ihe 
many eonstituencies interested in food safety to identifY the greatest public.health risks 
and design strategies to redllce these risks. USDA, FDA, CDC, and EPA have worked 
to build consensus and to id entif:{ opportunities to hetter use their collective retoQurees 
and expertise, and to streng-lbon partuerships with private organizalions. As directed by 
the PreSident, the- agencies have explored ways to strengthen systems of coordination, 
surveilJance. inspections. research, risk assessment. and education. 

Thi, report presents the reslllts oftlia. consultative process. It outlines steps USDA, 
HHS, lind EJ>A will take L.,is year 10 reduce foodborne iliness, and spells out in !lTeater 
detail how agencies will us<' the $43.2 million in new funds requested for fiscal year 
1998. It .1'0 identifies issu,,.·1he agencies plan to consider further through. publi< 
planning process. 

The actions in this report build Oll previous Administrntion steps to modernize our 
food-safety programs and ""POnd \I> emerging challenges. As!l"rl oftbe Vice President'. 
National Pcrforman"" Rovlt:w (KPR), the ageru:ies bave encouraged 1he wide'Pread 
adoption ofpreventive M!lil'()l$. Specifically, the NPR report urged implementation of 
Hazard Analy,is and Critic<l Control Point (HACCP) systems to ensure food 
manufacturc,. identify points where caotanlination is likely to occur and implement 
process eontrols to prevent il Under HACCl>-based regulatory programs there is • clear 
delineation ofresponsibilitill' between industry and regulatory agencies: Industry has the 
priltulry reoponsibility for tl:e safety ofthe food it produces and distributes; the 
govenunenr, pcinciple role i. to verilY that industty is c3rt')'ing Qut ilS responsibility, and 
to illltiale appropriate regulEtory action if n_.my. 

The Administration has put in place .cionce-based HACCP regulatory programs for 
seafood, meat, and poultry, 10 Jato 1995, the Administration issued new rules to ensure 
seafuod ••fely, ltl July 1996, Pre>id.nI Clinton annQunced new regulations to modemlzo 
the n.tion'. mOM and pouluo:! in$pe<:tion ')'lItem, The EarJy-Woming System the "",.idenl 
IIIinounced in January will gather eritical scientific data to further improve these 
prevention system•. Additiowtl actions outlined in this mpon will enCOU\1ige the use of 
HACCI' principles tl1roughout the food industry. 
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The need for futther action is dear. Our wtderstanrung of many pathogens and how they 
contaminate food is limited; for r.ome contaminants, we de not know how much must be 
present in food for there to 'J. a risk ofillness; for others, we do not have the ability to 
detect their presence in fooels, TIle public-health system in this country has had a limited 
ability to identify and track the causes of foodbome illness; and federal. ,,,ue. tllld loc.1 
food~safcty agencies need to improve coordination for more efficient and eifective 
response to outbreaks ofilhtess, Resource constraints iocreasingly limit the abiiity of 
federal and state agencies tCl inspect food processing facilities (e.g .• years can go by 
before some plants receive ,1 fcd(~ral inspection.) Increasing quantities of imponed foods 
flow into this country daily with limttw scrutiny. Some food processors) testauranteurs, 
food-service workers! supet:market managm, and consumers are unaware of how to 
proloct food from the threat of foodbome contaminants. These lind other deficiencies will 
be addressed by key Administration actions outlined in this report and described below. 

Enhance Surveillance and Build an Early..Waming System 
As the President announced in January, the Administration will build. new national 
early-waming system 10 help d",«! and respond to outbreaks offoodbome Illness earlier. 
and to give u. the dAta we ox<! to prevent future outbreaks. For example, with FY98 
funds. the Arlministration ",iU: 

Enhance Surveillance. ·l1te Administration will expand from five to eight the 
. number ofFoodNet active surveillance sentinel &ites. Penronnel at these sentinel 

sites actively look far ro"db= diseases. Existing alte,; are in Oregon, Northern 
Califorrua, Minnesota, Conneetleut, aod melrOpolitan Atlanta. New sites will be in 
New York and in MJuyI,nd, with on eighth site to be identified. CDC will also 
increase surveillance activities for certain specific di ....... For example, CDC will 
begin £I. case--control study ofhepatiti..s A to determine the proportion of cases due 
to food contamination, FDA will <treflgthen surveillance for Vibrio in Gulf Coast 
oysters; and CDC will strengthen surveillance for Vibrio in people. 

Equip Foo<iNet sites end othor trtate health departments with 
state-of·the-art teelmol08Y, including DNA fingerprinting, to ideotiJythe source 
ofi.nJ.l:ctiou, agents and with additional epidemiologists and food-safety scientists to 
trnee outbreak!; to their St'\lrce. 

Creale a national ela::troruc nelw<lri< for rapid fingerprint comptuis<>n. CDC .. 
will equip the .entinel sit .. and other state health dspartmonts with DNA 
fingerprinting technolollY, and will1ink stat .. Ingether to allow the rapid sharing of 
inWmnitian .... d to quickJy detennine whether outbreaks in different states have. 
common source. 
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Improve Responses to Foodborne Outbreaks 
AJ the federallcve.l, four 2BL'1lc1eS are charged with responding to outbreaks of foodhome 
and waterborne illness: CDC, FDA, FSIS. and EPA, States and many local governments 
'With widely varying expertise and re60urces also share responsibility for outbreak 
response. The current syst€,ll does not assure II well.coordinated, rapid response to 
interst!l!.e outbreaks. To ensure ~ rapid and appropriate response. with FY9S funds, 
agencies will: 

Estab!ish an intergovemlll,ental Foodbome OUtbreak Response 
Coordinating Group. Federal agencies will foun an intergovernmental grQUP, the 
Foodbome Outbreak R.elponse Coordinating Group, t() improve the approach to 
intemate outbreaks of[<,,<!borne illness. This group will provide for appropriate 
participation by rep"'set!atives of sUlle and local agencies charged with responding 
to outbreaks -offoodbome illness. It will also review'ways to mOTe effectively 
involve the appropriate etate agencies when there is a foodbome outbreak. 

Streng1hen the infrastructure for ,urvemaneo""d coordination at stale 
health departments. CDC, EPA, FDA, and FSIS will .liSess and catalogue 
available state resources, proyidc financial and technical support for 
foodbome-disease-surveillanoc programs, and other "",is~ to better investigate 
fO<:X1OOme-diaea:se outbmaks. 

Improve Ris.k ASSiessment 
Risk assessment is the procnss ofdeterntitling the: likelihood that exposure to a hazard. 
such "" • foodOOme pathogtm. will ",suit in hann or disease. Risk-assessment metbods 
help cllaraGterize the nature and size ofrisks to hUlllllD health assoeiated with foodhom< 
hazards and assist regulaton, in making decisions about where. in the food chalo to 

. alloeate 
",sources to control those hazards. To improve risk-assessment eapnbilities, with FY98 
funde, the agencies will: 

Establiab an ioterogency risk USCSsmellt CQll$()rtlum to coordinate and guide 
ovenu:i:hing federal risk·,......."ent ~ related to food safety. 

Develop bett".- data and tnodeUng teehniquos to asse" exposure to microbial 
contaminants. and liimuMe microbial variability from fann to lable. Such te<>bniques 
will help .ei""tim estimate, for ...omple, how many b2£terl. are likely to be . 
pre,ent on a food m£he point that it is omen (the end of the food chain), given an 
initial level ofbacteria on that food as it entered the {Qod chain. 
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Develop New Researeb Methods 
Today. many pathogens in food or animal feed cannot be identified, Othcr pathogens 
ha.ve 
developed resistance to tim!~tested controls such as heat and refrigeration. With FY98 
funds, the agencies will focus research lOUl'.ediately to: 

Iftvelop rapid, cost-effe,;tive tests for the presence in fooos ofpathogens 
such as Sa1monella. Cry,1to&poridium, E, r;;oli 0157:H7, and hepatitis. A virus in 
Ii variety· offoods. especiaUy foads already associated with' foodbome illness.' 

Enhance understanding of how pathogens become resistant to 

. food'preservation techni'llles ond a"tibiotics. 


Develop technologie, fo'prevention ond ""nlt,,1 of pathogens, such as by 

developing new method,. ofdecontamination ofmeat, poultry, ,ea(ooo, fresh 

pmuce, and eggs. 


Improve Inspection, and Compliance 
With FY98 funds. the agent,ies v.ill pursue several strategies to increase inspections for 
higheNisk foods; the agencies will, among other things: 

Implement ,.afood HAC:CP. fDA will add seafood inspectors 10 implement 
new sc..fooo HACCP regulations, and will work with the Commerce Iftpartmeot 
to integrate Commeroe1s voluntary sea1Ood"inspection program with FDA's 
program. 

Propose preventive measures for fresh fruit and vegetable juices. Based on 

the best ,eience avallaok, FDA will propose appropriate regulatory and 

non-regulatory optioru;, including HACCP, for the uuinwnoture of fruit Ill1d 

vegetable juioo products. 


, 
•Propos. preventive measures for egg products. Based on the best science 

a\-ailable,FSIS will propose appropriate regulatoxy and non·regulatory options, 
weluding HACCP, for ej:!l products. 

Identify pnveQti". memrm:, to address pUGbt-health problell1ll associated 
with pmu•• such as tho.. recently associated with hepatitis A virus in 1r.'""n 
straW\Jenie. and B. coli 0l57:H7 on lettu<:e. These m~s will be identified 
through a eompu1rensive review ofcurrent production and food·safety programs 
inctudJng iDSPoctiOn. .""'pli'lg, and arialytieal methods. 
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Improve coverage of im.oortcd foods. FDA will develop additional mutual 
rcoognition agreement. ,:MRA.) with trading partners. initiale a federal·stale 
communication system t;ovcring imported foodsy and FDA and FSIS will provide: 
technical ~iS:tance t.o cl}untries "'hose products are implicated in a foodbome 
illness. 

Further Food.Sarety t:du,:.lioll 
Foodbotne iHness remains prevalent tllroUghOllt the United States, in part because food 
preparers and handlers at e2cll point of the food chain are not fuUy informed ofrisks and 
related safe-handling prncti,,.,.. Understaoding and practioing proper food.safety 
techniques. such as thoroughly wasbing hands and cooking foods to proper tempel1llures. 
could significantly reduce £",dbome illness. The Administration-working in prui"crship 
willi Ute p".ate '''''tor-will use FY98 funds to, among other things: 

Bstablish a Public·Private Partnership for Food.Safety Education, FDA, 
USDA. CDC, and the D"partmem ofEduc.tion wiU work "'th tbe food industty. 
consumer groups and thf: stAtes to la.unch a food-safety public awareness and 
education campaign. TIw Partnership will deve!opt disSe:nUnate~ and evaluate a 
single rood·safety slog.It and several standard messages. Industry has pledged 
$500.000 to date to support the partnmhip's activitie. and plans to raise edd!tio.,,1 
funds. 

Educate professional, and high·risk groups. Agencies \\iU better educate 
physicians to diagnose and Itt.t foodbome illness; strengthen efforts to educate 
prod":',.. veterinarian;. and state and local regulalors about proper animal drug 
use tIIld HAecI' principles; and work with the Partnership to better train retail· 
and foOd·SoM"" Work.", in ..fe handling practices and to infunn high·risk groups 
aoout bow to avoid foodhome illness, e.g., in people with liver diseast\ illness that 
may he cau.ed by consuming raw oysters containing Vibrio vulnHious, 

Enhance fOOeral·state inspection p'!f1l1er,hips. New federal·'tate partnerships 
1bcused on eoonllilating inspecdon ""verage (particularly between FDA and the 
state.) will b. undertake", in till important stop toward. ensuring the effirotivenes. 
ofHACCP and enruring that !he highest.risk food plants are inspected.t least 
uno. per year. 

Continue the Long·Range PI.lUllng 1'1'0<0$' 
Through th1; initiative, and ',ru:ough previous activities, HIlS. USDA, and EPA have lald 
the groundwork for a strategic planning effort. TIx:re is Ii broad recognition uftbe Deed to 
carefully implement the initiative's programs, and to consider how to apply preventive 
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measures in other areas of(';oncem.. A &trategicwplanning effort is needed to build on this 
common ground, and to tackle some oflb. difficult puhlio·health, resource, and 
management que.tions f"iag federal fO<ld·,aiety agencies. The federal fOQd.safety 
agencies are committed to \~oo(i!Jl,ling to meet with stakeholders. unimateiy to produce a 
strategic pian for improving the food~safety system. 
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August 25, 1998 Placeholder until official version Is available 

EXECUTIVE ·ORDER 

THE: WHITE HOUSE 


office of the press secretary 

(Mar~ha?s vin~yard, MaBSach~Ge~t$) 

ro~ Immediato Release August 25, 1996 

EXLClJ'TIVE:; ORDER. 

PRES[DENT'S COID~CIL ON FOOD SAFETY 

By "the .authority v.!sted in me at! Fresident by the ConstJ.tut1.on !!I.nd 
the law$ o! the: United ;ltates ot America, and. in Qrder to improve the 
safety of the toad supply through sci,ence-bascd regulation and 
well-coordinatad in5pec:ion, enrorc~ent, resear.ch, ' and education 
progTCUIlS, it 15 hereby ,)rdend as tallows: 

Se,c':.ion 1. E$ta})l.l&hrnent of Pre.sident'fl CouncJ.l on Food Safety. 
(al There is esto.b11Gh,-ed the President' D Council on Food Safp.:ty 
(.·council").' The Couhcil shall ¢ompri:se bile Secret-aries ot Agricult.ure., 
Conmeree, Health and Human Servl.ces, the [a.rector of the O!tl.ec of 
Kanaqement and Budget (t)MBl, the Mm.inist.rat.or of the Environmental 
protect'ion Agency. the ;\B,9istant to t.he President for Scienc4! a.nd. 
Tochnology/Director of '~he o:(f1e(l of Science a.nd Technology policy, the 
Assistant to the eres.i,d'~nt for Domestic policy, and the Director ot: the 
National Pa.rtnership to,: Reinventing Government. The Council shall 
conGult with othe.r rede:C"al agenc::ic$ 4nd State, local, and tribal 
government aqencies, and consumer, producer, sC.lentit'ic, and indusr.ry 
~roups, as appropriate. 

, 

(b)' The Scc.reta,t'ilU of A.qricu1.ture and of Health and Human Service.s 
and the A.:Hsiatant to thor President for science and. 'l'eChnoloqy(01rector ot' 
t.~e Office ot: science l1nd Technolooy Folicy shall 8~rve as JOiht Chairs 
ot the Council. 

Sec. 2. ?urpose. The purpose of the Counc11 ahall be to develop a 
eoropreh~nsiv~ strategic p1.an tor Federal foo~ aafety ictivitie~, taking 
into con~ideration tbe :~indin9~ and racolMll:!nd.etions of the National 
Ac::ad~y of Sciences repurt "Ensuring Sate Food frota l'roduction to 
conslUl"(:It1.on'· and other :;nput tram the public on how to impJ;¢v",· the 
Clffcctivenl!fl~ of the cu;~rent !ood eafety system. The Cou:u:::il, eha.l1. make 
t:ecommendations to the Presid~nt on how to advance Federal 
efforts to implement a (~ot't\p.!:ehen3ive science-based strlltegy to improve 
the sa{ety of the food 'Iuppl.y and to enhance coordination 8.rno!'l.q Fed~ral 
aqenCl.ea, State, local, and tL·ibal gove.tnments, and the privat~ sector. 
The Council 5ha.1.l advisl! rederal agenc1es in sett.l.t".q priorit.y art:as for 
inv(!:$t.ment in !o:.d. $ufel;y, 

Sec. 3, Spe~ifir.: hctivitl.e.s and Functionf1. tal ~he Counc~l snal) 

http://library.whitehouse.govlThi~Week.cgi? type"'"p&datc"''3&briefi ngoooQ 8/28/98 
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d.evelop A cOll'lprehens1v~' IItrateqic 'eclQ.r41 tood satety pla.n that conta;'n... 
apec1ti.c reC'::It"IllIk!ndati.or,3 On needed ch4nqee, includ1nq lnea,surable outcome 
90al~. Th~ prAfi¢ipal ~oal ~! the plAn $hculd be th~ e6tdbl~shment at ~ 
3eamleS$,'6eience~bftsec food SAfety sY$t.ro. The plan should ..dd~es~ th~ 
3tep~ n~ceD5ary to ~cniev~ th~& qoal. ~uclu~nq ehe key pUbl~c health, 
resource" nnd man6g~~t issue$ ~e9ardinq food safety. Th~ planning 
proces$ e.hould C:<H'l.S:1.(ie:: bot:h $a~rt~term and long-term issues inclu::U.t\9 
nc~ And emerqiog thzcats and ~he $p~eLal need$ of vulnerbble populbtlons 
such «5 chil~~on and th¢ elderly. In dev@lopin9 thlS plan, the Council 
$hall con$ult with zll interested p«rt~@s, i~cludinq State And local 
aqenct~s, tribes, eon5u~rs, pcoduce4$. indu5try. and 4cad~~4. 

{OVEill 
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(b) _ Coo5iutent with the cQroprehensive strateqic Fedeul food safety 
plan de8cribed ~n $ec~ion 3ia) of this o4dor, the counoil shall advise 
aqenelo8 of pxi¢rity ar~a$ for inve$tmen~ in food safety and ensure tbat 
tedernl &q*ncie5 ~nnuaAly develop oQordinated tood 5at~ty budgets lor 
submission to the OHB t~at 3us~ta1n onO str~n9then exi4t1n9 CGP~citiQs. ' 
f)liminate duplJ.cetilll\, "nd. ensure the mont. effective \l$6 ot r::e.QJ,a:e~5- tor 
improving tood s4fety. Th* CQ~ncil shsll also ensure that Fede~al 
aganC~es annually dQVel~p ~ uni!ie~ Q~Qqe~ for·.ubmi6B~ofi to the OKe for 
tPf! Pl::'e5-iden~'s Foed Safll!CY Initie.tive and SUGh other: food safety l$SUes 
as the Council determines appropriate. 

Ie; The council snall ehaULe that the Joint" In8titut~ for rooQ 
safe~y Rese4:eh iJIFSRJ. ~n consultae1on with the Natior.al Science and 
Technology Council, eottbli5hes mCcbanis~ to 9uidt Federal re$&arch 
eflort$ toward the highest priority CQod salety needs. The JIrSa sb~ll 
r~port to the Council O~ a ~oqul&r ba$is on its efforts: (t) to develop 
a .stratt9iC: plan fOL ce ;J.dlJ¢'~in9 tllod Bdety l':eaeal:eh act.1Vlties 
COl\.&i&tent with the ~re,"l.dent· S food Safety Initiative .tlc. such o'ther 
rood safety "e1:.ivitiu ,15 the JIFSR determl:I:H'$ appropriate; and (ii) to 
eoordinat", officiently, within the executiVfl branch and with the private 
.ector ana academia, all Fadetal !Qcd $afe~y re.ea~h, 

Sec. 4. CQQpe.r.a.t1':m. All actions taken by the. Council shall, as 

4pprop~la1:.e~ promQt~ pa=tnar4hip8 and cooperation wtth States, trib6S# 

and other;: puhH,e and private sector otfort.s whClrevcr:: pouible to ifllt'rove 

thl! ufety of t-he food ;Juppl.y. 


5.,0::,!), GenO-J:al P:::;ovioiont::. Thi.6 order is lntendp.:d only to i1tl;provo 
the ~ntQrnal mana9ement of the exeeutive branch and is not intended te, 
nor does it. create an.y rl-ght or b~nefit, .sul:>etantive. or procedural, 
Qnforceable at law by a party Against th~ united StatGu, its a~encies, 
;\.te officeu or any perllon. Nothing in this order shall a:tfect or alter 
the statutory responei-hi:it.iea ol any Federal ilqency C:ha.rged with food 
safety eenpons~ilities, 

WILLIAM. J. C1.IlITON 

TUE: WHITE HOUSE, 

AUqusL 2~, 1998. 
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APPENDIXD 


Fede.al Food Safety Agencies 


Twelve Federal agencies have food safety responsibilities: 

Agricultural Ma.-1<cling Serlie<:, (AMS), U.s. Department of Agriculture (USDA) 

Aninull and Plant Health Inspection Service. (.fU'HIS), USDA . 

Agricultural Rosearch. Service (ARS). USDA 

Centers for Diseaoo Control and Prevention (CDC). Department of Health and Heman 


Services (DHHS) 
Cecperillive State Researoh, Education. and EXtension Service (CSREES), USDA 
Economic Reseazch Service, (ERS). USDA . 
Environmental Protection Agency. (EPA) 
Food and Drug Administtatton, (FDA), DHHS 
Food Safety and Inspection Smice, (FSIS), USDA 
Oraln Inspection, Packers a.~d Stockyards Adntlnistratioll, (GlPSA). USDA 
Nillionalinstittues orHealt!, (NIH). DHHS 
National Marine Fisherie. Service (NMFS), Department of Corrunerce 

September 22, 1998 DRAFT ff6B (without DRHS comments), 
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All1S 
APHIS 
ARS 
CDC 
CRADA 
CSREES 
DRBS 
EPA 
ERE 
FDA 
PSI 
PSIS 
GAPs 
GIPSA 
OMP, 
!lACCP, 
JIFSAN 
NIFSR' 
NIH 
NMfS' 
NPR 
NSTCIOSTP 
USDA 

APPEl'o"DIX E 


Glossary of Acronyms 


Agricultural Marketiog Service 
Animal and Plan, Health In>pection ServiCe 
Agricultul'!\l Research Service 
Centers for Disease Control and Prevention 
Cooperative Research and Development Agreement 
Cooperative State Research) Education. and Extension Service 
Department of Health and Human Services 
Envirorunenull Protection Agency 
Economic RJ,search S.rvice 
Food and Drug Administnltion 
National Foc<l SaJj,ty Initiative 
Food Safety and Inspection Service 
GoodAgrieal~alP~~ 
Grain Inspection, P""kor, and Stockyard> Administration 
Good Manufacturing Praotioe, 
HlLzard Analysis Critical Control Point 
Joint Insti!a!', for Food Safety and Applied Nutrition 
Nationallns1itute for Food Safety Research 
National Institutes ofHeal1h 
National Mru:in. Fisheries Service 
National Pe:r;brmtmce Review 
National Sci,nce and Technology CounciVOffioe of Science and Technology 
U.s, Department of Agriculture 

September 22,1993 DRAFT #611 (without DHHS comment,) 
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THE WHITE HOUSE 

Office of t:Hl Pre?s Secre~ary 
(Martha's Vlneyard, Massachusetts) 

For IwnedIatc Relelise 

PREsrDENT'S COUNCIL ON FOC3 SAFETY 

By the aut~ority vested in me as President by the 
Cor.atltution and ::he laws of the :Jnited States of America, 
and in order to imp:::ove the earet.y of the food IJupply through
science-based regulation and well~coordinaLed inspect~on, 
enforcement, research, and education pr09rams, it is hereby 
ordered as follows, 

Section~. ~isbw4nt of President's Council on food 
Safety, (a l There is established the Preeident' s Ccunc i::' 
on Food safety ("Council"j. ':'he Council shall comprise ::he 
Secretaries of Agriculture, Co~rce, Health and Huw~n Services, 
the DireCtor of ~he Office of Xanagement and Budget (OMS), the 
Admjniutrator of the Environmental ?rotec::ion Agency, t:te 
Assistant to the President for Science and Technology/Director 
of the Office of Science and Technology PoliCY, ~he Assistant 
to the President for Domestic Policy, and the DirectOr of the 
National Partnerstap for Reinventing Govern:l'lcnt. '!'hc Cocncil 
shall consult wi~h other Federal agencies and State, local, and 
tribal governmenc agencies, and consumer, p~oducer, scientific, 
and indu$~ry groups, ~a approp~iate . 

• (b) The Secretaries of Agriculture and of Health and 
Hu~n Services and the Assistant to the President for Science 
and Technology/Director cf the Office of Science and Technology
policy shall serve as Joint Chairs of the Counei:, 

~,~, Purpose, The purpose of che council shall be 
to develop a compreher.sive strateg.:.c pla::; for Federal food 
safety activicieo, taking into conaide~ation the findings and 
recommendationo of the National Academy of Sciences report 
"Ensuring Safe Food fro'!! Production, to Consut".?tion" and other 
input from the public on how to improve the effectiveness 
of the current food safety *ystem, The Council shall make 
recommendations to the President on how to advance Federal 
efforts ~o implement a comprehensive science-baaed strategy 
to improve the safety of the food supply and to enhance 
coordination among Federal agencies, State, local, and ~rihal 
governments, and the private sector. The Council shall advise 
Federal agencies in sett-;tng priority areas for ir.veotment .in 
food safe;:;y. 

~.~. Specific Actiyikiea and Func;iQns, (a) The 
Council shall develop a co«prehen8ive strategic ?ederal,food 
safety plan that cont(l.l.ns aped fie recommendations on needed 
changes, including measurable outcome goala. The principal 
goal of the plan st:ould be the eatabl':'shment of a oeamlens, 
science-baaed food safety ays~em. The pla3 should adcire9s 
the oteps necessary t.o achi<eve thit;. goal, including the key 
public health, resource, and managew~nt issues regarding food 
safety, The planning process should conoider bot~ shert-term 
and long-term issues including new and emerging threats and the 
special needs of vulnerable populations such as ¢hildren and the 
elderly. In develop:ng chl.!3 plan, the Counc:~l Gilal: commlt 
witt: all interested parties, ir.c1uding Scate and local agencies,
tribes, consumers, producers, industry, and academia_ 

(OVER) 
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, 

(b) Consi9te~t with ~he comprehens:ve s~rategic Federal 

food safety p~an described in section 3(a) of this order, the 
Council shall adviae agencies of priority areas £0:: tnv.estmen:: 
in food safety and ensure that Federal agencies annually 
develop coordinated food safety budgets for submission to the 
OMS that sustain and strengthen existin9 capaCities, eliminate 
duplication, and ensure the mom; effective use of resbl,lrces 
fer impe;,oY.lng feed ua fety. The Co>,.;r:ci 1 shall <I1no e:-'$1..;1:;8 
that F'ederal agencies annually develop a unified budget for 
8-ubmisnion to the 0i4B for the President's Foed Safety Initiative 
and auch acheI-' food &afety issues as the COuncil determines 
appropriate, 

~ The Council shall ensure that the Join~ Institute for 
Foed Safety Research iJI?SR) ( in cor::su::.tstian witr the Ka:;ional 
Sc~ence and Technology Council; u$tablu!i::es muc:'ar:isms to gUlcl~ 
Feder~l research eff:orts toward the highest p~iorlty food safety 
needs, The JIFSR 6h~11 report to the Council on a regular basis 
on its efforts: (I) to develop a strategic plan for'conducting 
f:ood safety research activities consistent with the Prcnident's 
Food Safety. Initiative and such other food safety acti'litieo 
as the JIFSR determines appropriate; and (il) to coordinate 
efficiently, with:.n the executlvc brar.ch and with the private 
sector and academia, all Federal food eafe~y research. 

~.~. QQQPcratiQu. All actions taken by the CounCil 
ahall, as appropriate. promote partnershipo and cooperation 
with States, tribes. and other public and private sector efforts 
w:herevsr possible to irr,prove the sa:ety of the food supply. 

~. 5.. Qeceral ProyisioCB. This oider is in~ended or.ly 
to improve the internal management of ~he executive branc~ and 
is not intended ~o, nor does it, create any right or benefit, 
s~bstantive or procedural, enforceable at law by it party against 
the United States, its agenCies, lts officers or any person, 
Nothing in this order 8:-.a:1 a=fect or alter ':he s':atutcry 
:t'CJ3ponaibilities of any Federal agency charged wii:h fo::xJ: 
safety respons!bil~t~e9. ' 

THE 	 WHITE HOUSS, 
August 25, 1998. 
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ACTIVITIES OF THE COUNCIL (with rererence to executive order) 

A. 	 Comprehensive strategic Illan. This plan is referenced in two sections of the 
executive order. 

I, 	 Section 2 states: "The purpose of the Council shall be to develop a 
comprehensive strategic plan for Federal food safety activities. taking into 
consideration the findings and recommendations of the National Academy 
of Sciences report "Ensuring Safe Food from Production to Consumption" 
and other input from the public on how,to improve the effectiveness of the 
current food safety system, The Council shall make recommendations to 
the President on how to advance Federal efforts to implement a 
comprehensive science-based strategy to improve the safety of the food 
supply and to enhance coordination among Federal agencies, State. local, 
and tribal governments, and the private sector, The Council shaH advise 
Federal agencies in setting priority areas for investment in food safety." 

2. 	 Section 3(a) states in pertinent part: "The Council shat! develop a 
comprehensive strtllegic Federal food safety plan that contains specific 
recommendations on needed changes. including measurable outcome 
goals, The principal goal of the plan should be the establishment of a 
seamless, science-based food safety system. The plan should address the 
step:.:- necessary to achieve this goal, jncluding the key public health. 
resource. and management ISSUes regarding food safety, The planning 
process should consider both short-tenn and long-term issues including 
new and emerging threats and the special needs of vulnerable populations 
such us children and the elderly." 

B, 	 Budget Activities, The Council will help coordinate the budget for food safety 
activities in two respects: (I) coordinated food safetY budgets; and (2) a unified 
budget for the President's Food Safery initiative. 

1. 	 Section 3(b) states in pertinent part; "[11he Council shall advise agencies 
of priority areas for investment in food safety and ensure that Federal 
agencies annuaJly develop coordinated food safety budgets for submission 
to the OMll that sustain and strengthen existing capacities, eliminate 
duplication, and enslIIe the most effective use of resources for improving 
food safety.\> 

2, 	 The Council is also tasked with developing a unified budget for the 
President's Food Safety Initiative, which is a subset of all the food safety 
activities that are perfonned by the agencies, 



THE: WHITE HOUSE 

WASHINOiON 

August 25, 1998 

MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOOD SAFETY 

SUBJECT: National Academy of sciences Report 

My Administration is committed to ensuring that the American 
people enjoy the safest food possible. We have made great 
progress by implementing science-based prevention control 
systems for seafood# meat, and poultrYi developing a compre­
hensive-initiative to ensure the safety of domestic and imported 
fruits and vegetables; and launching an, interagency food safety 
initiative that focuses on key food safety i88',,1e8 from the farm 
to the table. We can and must continue to build upon these 
efforts. 

Under our current food safety system r several different Federal 
agencies have responsibility for improving food safety. Within 
the framework of our interagency initiative, we have taken a 
number of steps to improve the coordination of our food safety 
efforts_ Most recently, we established a Joint Institute for 
Food Safety Research to develop a strategic plan for conducting 
food safety research activities and to coordinate all Federal 
food safety research I including with the private sector and 
academia. 

Today, I signed an Executive Order establishing the President's 
Council on Food Safety. To strengthen and focus our efforts 
to coordinate food safety policy .and resources and improve 
food safety for American consumers, the Council will develop a 
comprehensive strategic plan for Federal food safety activities j 

ensure the most effective use of Federal resources through the 
development and submission of coordinated food safety budgetB, 
and oversee the Joint Institute for Food Safety Research. , 

The National Academy-of Sciences (NAB) recently issued a 
thoughtful and highly informative report on food safety issues, 
entitled "Ensuririg Safe Food frem Productio::1 to Consumption. II 

This report recommends additional ways to e~hance coordination 
and improve effectiveness in the food safety system, including 
throu9~ reform of current food safety legislation. 
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I hereby direct the Council to review and respond to this 
report as one of its first orders of business. After providing 
opportunity for public comment, including public meetings, the 
Council shall report back to me within 180 days with its views 
on the NAS's recommendations. In developing this report t the· 
Council should take into account the comprehensive strategic 
Federal food safety plan that it will be developing. 

I tha~k the Council for its efforts to improve food safety. and 
I look forward to the continued leadership of the President's 
Council on Food Safety, 
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THE W:"iITE HOUSE 
, 

Office' of che ?:ress 'Secretary 
(Martha's Vineyard, Massachusetts) 

For Immediate Release August 25, 1998 

EXECUTIVE ORDER 

PRESIDENT'S COUNCIL ON FOOD SAFETY 

By thel authority vested in me as president by the 
. Constitution and the laws of the United States of America, 
and in order to· improve the safety of the food supply through 
science-based regulation and well-coordinated ir.spection, 
enforcement, research, a~d education programs, it is he~eby 
ordered as follows! ' 

Section~.' Establishment of President's Council gn Food 
Safetj!".. (aj There is established the President! s Council 
on Food Safety {"Council"}. The Council shall corr.prise the 
Secretaries) of Agriculcure, Ccr;.merce, .Heal:h' a::d Human Services r 

the Director of. the Of=ice of Management and Budget (OMB) , ~he 
Administrator of the Environreental Protection Agency, the 
Assistant to the President for Science and Technology/Director 
of the Office of Science and Technology Policy, the Assistant 
to the President for Domestic Policy] and the Director of the 
National Partnership for Reinventing Government. The Council 
shall consult with other Federal agencies and State, local, a~d 
tribal government agencies. and consumer, producer, scientific, 
and industry groups, as appropriate. 

(b) The Secretaries of Agriculture and of Health and 
Human services and the Assistant to the President for Science 
and Technology/Director of the office of Science and Tec~~ology 
Policy shall serve as Joint Chairs of the Council. 

~.~. Purpose. The purpose of the Council shall be 

to develop a comprehensive strategic plan for Federal food 

safety activities, -takir.g inte considerati'on the findings and 

recomnendations of ~he National Academy of Sciences report 

n Bnsuring Safe Food from Product ion to Consumption II and other 

inpu~ from the public on how to improve :he effectiveness

0: che current foed safety system. Tte Council shall ~~ke 


recommendat'ions to the President on how to advance Federal 

efforts to implement a comprehensive science-based stracegy 

to improve the safety of the food supply and to er~ance 

coordination among Federal agencies] Sta~e, local, and cribal 

governments, and the private sector. The Council shall advise 

Federal agencies in setting priority areas for investment in 

foo.d safety. ,~ 


~. ~ .. S~cific Actiyities aMd FynctioDS. (a) The 
Council shall develop a comprehensive strategic Federal food 
safety plan that contai~s specific reco~ndations on needed 
changes, including measurable outcome goals. The principal
goal of the plan should be the e$tablishme~t of a seamless, 
science-based food safety system. The plan should address 
the steps necessary to achieve this goal, including the key 
public health, resource/ and managemen= issues regarding food 
safety. The planning process should consider both short-term 
and long-term issues incl~din9 new and emerging threats and the 
special needs of vulnerable populations such as children a~d the 
elderly. In developing this plan, the Council shall consult 
with all interested parties, including State and local agencies, 
tribes, consumers, producers, industry, and acade!T';ia. 

more 

(OVER) . 
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(b) Consistent with the comprehensive s~rategic Federal 
food safetY,plan described in section 3{a} of this order, the 
Council shall advise agencies of priorit:y areas for investment 
in food safety ar.d ensure that Federal agencies a~ually 
develop coordinated food safety budgets for submissi~n to tt.e 
OMB that sustain and stre~gthen existing capacities, elimi~ate 
duplication, and ensure the most effective use of resources 
for improving food safety. The Council shall also ensure 
that Federal agencies annually develop a unified budget fer 
submission to the OMS for the President's Food Safety Initiative 
and such other food safety issues as the Co~ncil determines 
appropriate. 

(c) The Council shall ensure that the Joint Institute for 
Food Safety Research (JIFSR), in consultation with the National 
Science a~d ~echnology Council, establishes mectanisms co guide 
?ede=al research efforts toward the highest p=iority food safety 
needs. Tr.e JIFSR shall report to the Council O~ a regular basis 
on its efforts: (I) to develop a strategic plar. for conducting 
food safety research activit.ies consistent with the Presi,dent' S 
Food Safety Initiative and such other food safety activities 
as the JIFSR determines appropriate; and (ii) to coordinate 
efficiently. within t:.he executive branch and with the private 
sector and acadehia, all Federal food safety research. 

~.!. Cooperation. All actions taken by the Council 
shall, as appropriate, promote partnerships and cooperation 
with States, tribes, ~~d other public and private sector efforts 
wherever possible to improve the safe=y of the food supply, 

~. ~. f General ercrzisiOUs. This order is intended only 
to improve the internal management of the executive b=a~ch and 
is not intended to, nOr does it. create any right or be~efit. 
substantive or procedural, enforceable at law by a party against 
the United States, its agencies, its officers or any person. 
Nothing in this order shall' affect or alter the statuto:::y 
responsibilities of any Federal agency chargeci with foed 
safety responsibilities. 

WILLIAM .J. CLINTON 

THE 	 WHITE HOUSE, 
August 25, 1998. 

# # 	 # 
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THE NHITE HOUSE 

,Office of the Press Secretary 
(f>.1artha I s Vir:.eyard, Massachusetts) 

For Immediate Release August 25, 1,/96 

August 25/ 1998 

MEMORANDUJ.1 FOR THE PRESIDENT'S COUNCIL 0::1 FOOD SAFETY 

National Academy of Sciences Report 

,
My Admi:1istration is committed co ens'.1ring ::hat the American 
people enjoy the safest food possible. We have made great 
progress by implementing science-based prevention control 
systems for seafood, meat I and poultry; developing a compre­
hensive initiative 'to ensure the safety of domes::ic a~d ireported 
frui~s and· vegetables; and launchi~g an interagency food safety 
initia:.ive ::-hat focuses 0:1 key food safety issues from the far:n 
to the table. We can and must continue to build upon these 
efforts. 

Under cur c~rren~ food safety system, several different Federal 
agencies have responsibility for improving food safety, Within 
the framework of our interagency i~itiative, we have taken a 
number of steps to if:lprove the coordi!1atio!1 of our food safety 
efforts. Most recently, we established a Joint Institute for 
Food Safety Research to develop a strategic plan for conducting 
food safety research activities and to coordinate all "Federal 
food safety research. including with the private seccor and 
academia. : 

Today, I signed an Executive Order estab:ishing the President)s 
Council 'on Food Safety. To strengthen and focus our efforts 
to coordi~ate food safety policy and resources and improve 
food safety for American consuners, ::he Council will develop a 
comprehensive st~ategic plan far Federal =ood safety activities, 
ensure the'most effeccive use of Federal resources through the 
development and sub~ission of coo=dinated food safety budgets, 
and oversee the Joint Institute for Food Safety Research. 

The National Acadeny of Scie~~es (NAS) recently issued a 
thoughtful and highly informat~ve ~eport on food safety issues, 
entitled uEnsuri:1g Safe Food from Production to Consumption. 11 

This report ~ecor.ur.ends, additional ways to enhance coordination 
and improve effectiveness in the food safety system, i::icludi:::.g 
:hro~gh reform of current food safe~y legislation. 

I hereby direct' the Council to review and respond to this 
report as one of its first orders of business. After providi~g 
opportunity for public com~ent, including public meetings, the 
CO'..l.ncil shall repo:::ot back t.o me within lSO'days with its views 
on the NAS:' s ,recommendation~. In developing this report, the 
Council sh9uld take into accou~t the compreher.sive strategic 
Federal food safety plan that it will be developing., 

, I 
I thank the Council for it.s efforts to improve food safety, and 
I look forward to the con::inued leade:::ship of the President's 
Council on Food Safety. 

N:LLlAM J, CLINTON 

# # # 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Speaker; 

The report to be released today by the General Accounting 
Office (GAO) calls on Congress to give the Food and Drug 
Admin,istration (FDA) the authority to ensure that food eligible for 
import to the United States is produced under food safety systems 
that will provide the. same level of protection· as the safety 
systems in place in the United States. This report is further 
confirmation of the need for Congress to pass the· Safety of 
Imported Food Act, which I called for in October 1997 t which 
Senators Mikulski and KennedYI and Representatiyes Eshoo and 
Pallone have introduced. 

This important legislation will do what the GAO says is 
necessary: it will ensuxe that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a foreign country or 
facility that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. It will give FDA the authority it- urgently needs l 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken. several further steps to begin implementing 
standards ,to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in 
order to i~plement the pending legislation. In March of this year, 
I released a report on how the Secretary of Health and Human 
Services! 'in partnership with the Secretary of Agriculture, and in 
cO,operation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. 

'l'her~ is no more important task our government faces than 
ensuring the safety of the American food supply. That is why last 
year Vice President Gore and I announced my' comprehensive~ new 
initiative; "Food Safety from Farm to Table" -- which detailed a 
comprehen~ive program including surveillance, outbreak response, 



The Honorable
, 

Newt Gingrich 
Page Two 

education and research. The Safety of Imported Food Act is another 
vital step in protecting the .safety of all the food Americans eat, 
and I urge you to pass it promptly. 

I 

Sincerely, 

The Honorable Newt Gingrich 
Speaker of the 

House of Representatives 
Washington t D~C. 20515 

, 
; 



THE WHITE HOUSE 

WASJlINQTON
i 

May 11, 1998 

, ' 

Dear Mr .. Leader: 
i, 

The report to be released today by the General Accounting 
Office (GAO) calls on Congress to give the Food, and Drug 
Administration (FDA) the authority to ensure that food eligible for 
import to the United States is produced under food safety sy~tems 
that will provide the same level of protection as the safety 
systems in !place in the United States ~ This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported Food Act,' which I called for in October 1997, which 
Senators Mikulski and KennedYl and Representatives Eshoo and 
I?allone have introduced. 

This important legislation will do what the GAO says is 
necessary; it will ensure that the FDA denies the" entry of imports 
of fruits, :vegetables, or other food from a foreign country or 
facili ty tnat does not meet U. S. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. It will give FDA the authority 'it urgently needs, 
comparable to the Department of Agriculturetg existing authority to 
prevent the importation of unsafe meat and poultrYI to prote9t the 
safety of the food Americans' eat. 

I have taken several further :,3teps to begin implementing 
standards to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million to enabling the FDA to 
dr.amatically expand its international food inspection force in 
order to implement the pending legislation .. In March of this year, 
I released; a report on how the secretary of Health ~nd Human 
Services, in partnership with the Secretary of Agriculture, and in 
cooperation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. ' • 

There ,is no more important task our government faces than 
ensuring the safety o'f the American food supply" That is why last· 
year Vice President Gore and I announced my comprehensive new 
initiative;,' "Food Safety from E'arm t.o Table" -- which detailed a 
comprehensiye program including surveillance~ outbreak response. 
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education an'd research. The Safety of Imported Food Act is another 
vital step i'n protecting the safety of all the food Americans eat, 
and I urge you to pass it promptly. 

SincerelYt 

'rhe Honorable Thomas A. Oaschle 
Democratic Leader 
United States Senate 
Washington, .D.C. 20510, 



THE WHITE HOUSE 


WASHINGTON 


May 11, 1998 

Dear Mr. Le'ader: 
i 

The report to be released today by the General Accounting 
Office (GAO) calls on Congress to give the Food and Drug 
Administration .(FDA) the authority to ensure that food eligible for 
import to the United States is produced under food safety systems 
that will fprovide the same level of protection as the safety 
systems in·· place in the United States: This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported F?od Act, which I called for in October 1997 r which 
Senators Mikulski and Kennedy, and Representatives Eshoo ,and 
Pallone have int~oduced. 

This important legislation will do what the GAO says is 
necessary; :it will ensure that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a foreign country or 
facility that does not meet U.S. food safety, requirements or 
othenlisc achieve the level of protection required in the Uni ted 
States. It will give Ii'DA the authority it ur.gently needs, 
comparable to th~ Department of Agriculture's existing authority ~o 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY '99 budget 
committedapproxirnately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in 
order to implement the pending legislation. In March of this year, 
I released a report on how the Secretary of Health and HUman 
Services, in partnership with the Secretary of Agriculture, 'and in 
cooperation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. ' 

There! is no more important task our government faces than 
ensuring the safety of the American food supply~ That is why last 
year Vice ~ President Gore and r announced my comprehensive new 
initiative, ."Food Safety from Farm to Table" ~- which detailed a 
cornprehen~ive program including surveillance, outbreak response, 

I 
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education and research. The Safety of Imported Food Act is another 
vital step in protecting the safety of all the food Americans eat r 

and I urge you to pass it promptly . 

. 
Sincerely, 

The Honorable Trent Lott 
Majority Leader 
Un~ted States Senate 
Washington,! D.C, 20510 



THE WHITE HOUSE 

W;'SllINOTQN 

May 11, 1998 

Dear Mr. Leader: 

The report - to be released today by the General Accounting 
Office (GAO) calls on Congress - to give the Food and Dr~g 
Administration (FDA) the authority to ensure that food eligible for 
import to the United States is produced under food safety systems 
that will. provide the same level ,of protection as the safety 
systems i:o place in the United States. This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported Fqod Act, which I called for in October 1997, which 
Senators l-Ukulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

f 
This important legislation will do what the GAO says is 

necessary: it will ensure that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a fo"reign country or 
facility that does not meet u.s. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. ,It will give FDA the authority ft urgently needs, 
comparable ~o the Department of Agriculture's existing authority to 
prevcry,t the 1 i,mportation of unsafe meat and poultrYI to protect the 
safety of the ,food Americans eat. 

,, 
I have taken several further steps to be'gin implementing 

standards to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million ·to enabling the. FDA to 
dramatically expand its international food inspection force in 
order to imPlement the pending legislation. In March of this, year r 

I released; a .report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture r and in 
cooperation'with the agricultural community, will develop guidance 
on good agricultural and manufacturing pr~ctices that will apply to 

-both domestic and foreign producers.' 

There is no more important task our government faces than 
ensuring the safety of the American food supply. That is why last 
year Vice President Gore and I announced my comprehensive new 
initiative •. ~'Food Safety from Farm to Table#' -- which detailed a 
comprehen$i!,~ program including surveillance, outbreak, response, 

I 
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education and research. The Safety of Imported Food Act is another 
vital step in protecting the safety of all the food Americans eat l 

and I urge :you to pass it promptly. 

Sincerely, 

The Honorable Richard A. Gephardt 
Democratic Leader 
House of Representat-ives 
Washington,1 D.C. 20515 
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l May 6,1998 

MEMORANDUM FOR THE CHIEF OF STAFF 

FROM;' ELENA KAGAN 

.1 SALLY KATZEN 


SUBJECT; I USPA's Proposed Organic Rule 
: • , 

In 1990~ Congress passed the Organic Food Production Act. which required the 
Department otAgriculture (USDA) to establish a government certification program: and national 
standard defini~g the use ufthe term "organic" for use on food products" The legislation Vr'RS, , 
strongly supported by the organIc industry which sought to involve the federal government in 
creating a unified organic standard, rather thun the myriad ofprivate and state~endorsed 
definitions. 

I 
In December 1997, USDA published a proposed regulation to establish a national organic 

standard. It has, been the USDA position that the standard is solely a marketing description. The 
Secretary has e)nphasized that the organic designation is not intended to convey information 
about the safety, nutritional value, or environmental benefits oforganic products and practices, 
.1n some tensjQ~ with this approach, the Administration has long promoted food safety and there 
~s a serious question wbetber an organic label will be construed as an indication of tbe improved 
safety of the product., 

, 

. Since t~e publication of the proposed rule, it has been the subject of extensive criticism. 
USDA has received almost 200,000 comments regarding the proposed rule, the most ever 
received for a -YSDA rulemaking. The rule has also been the subject of unfavorable editorials in 
many newspapers induding the New York Times, the Washington Post, the Chicago Tribune. 
and the Los Atlgles Times. Finally, 47 members of the House an'd 31 Senators have signed 
letters to Secretary Glickman expressing com::erl! about the proposed rule. The primary 
compjaint has ~cen that the propo,5cd rule does not explicitly prohibit the use of genetically 
moditied organisms, irradiation, and biosolids (sludge) in food that could be labeled <lorganic:' 
(n the preamble, to its proposal. USDA had requested comments on these products and practices

. 

becauSe of their possible safety benefits and consistency with Administration policy. 

···1
Current Status 

Secretah Glickman plans to issue a 'press· release this Frjday~ (attached)t indicating 1hat 
USDA will rep~·opose the rule and "make fundamental changes in tile new proposed rule on 
organic standards." Specifically. (he statement would indicate that biotechnology, irradiation. 
and biosolids "~ill not be'included in OUf revised proposal, hnd food produced with these 
products and piactices will not be alIowed to bear the organic label." Articles: last week in USAi . . 

I 



, 
TODAY and the Washington Post have indicated that USDA is preparing such a statement. 

Representatives ofOMB (Don Arbuckle), NEC (Sally Katzen), and OPC (Elena Kagan) 
have been concerned about USDA's approach to this issue. OMS has argued that consumers 
will likely view a product labeled as organic as safe, even though there is no evidence to 
demonstrate thpt organic food is uny safer than non~organic food. or tbat genetically modified, 
irr3diatcd, or food grov.n using sludge is unsafe, To the extent that consumers read an organic 
label as demo~stmting safety; they may be misled. OMB points out that organic material mighC 
be even worse than non~organic lbnd in terms of some microbiological hazards. Organic foods 
fertilized with Juanure have been ilud may in the future be linked to illnesses such as occurred in 
the Odwalla juice outbreak. By contrast j foods using the three disputed techniques (e.g .• 

, irradiation) may have actual sufety benefits. OMB and NEe therefore have suggested that 
USDA consider modifying the organic label to include a provision stating something along the 
lines of "orgarl!C food may be no more or less safe than non-organic food" or that \JSDA 
continue its comment review process and not prematurely prohibit using the term organic for 
food using any of the three disputed techniques. 

I 
I 

USDA,felt strongly that the label should not be modified and that a statement announcing 
a repropowl n~s to be made promptly. USDA states that the organic label is not intended to ' 

signify the overall safety urihe food. only thc methods by which the food was pro'duccd, and that 
it will not advertise the label as having anything to do with safety, USDA notes that the disputed 
techniques are clearly not in keeping with the puhlic's expectation of what constitutes organic. 
The Food and Drug Administration has expressed general support for USDA'5 position, , 

Recommendation 
We recogruze the need for USDA to clarify its position on organics, and fe(:ommend that 

Secretary Glickman issue a statement indicating that biotechnology, irradiation, and sludge will 
not be part of the revised proposal. We are still discussing with Secretary Glickman's office the 
precise language of this statement, but think we can work out this issue. In addition, after 
discussions with OMB, OSTP, FDA and USDA We have agreed upon two additional measures 
that could ameliorate some concerns over safety. These include (1) having USDA and FDA 
conduct u survey on consumer attitudes towards organic food to determine whether consumers 
purchase organic products On the basis of unproven safety claims, and (2) haVing USDA insert in 
the preamble of its new rule language indicating that the Nationai Organic Standard Board 
should report regularly to the Secretary on possible uses of new technologies and whether they 
might meet an organic standard, 
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THE St::C"?ETARY OF AGRICLJL.'U"<E: 1:;\1­
W,o.,SH'NG1'ON, D.C. 

I 
l!O:'l'50'OIQO 

M~:MORANDUM TO BRUCE REED AND GENlrs}'.fioI<IT.llfGI 

From: Secretary Dan Glickman 

Subject: National Organic Standards Rcgull.,:j 

Over the pust few months, the Department ofAgriculture (USDA) bus received extensive 
criticism in the national media regarding USDA's proposed rule establishing a national organic 
food standard, several examples ofwhich I am attaching for your review. There is also a 
widespread national grassroots campaign against the proposed rule which has generated over 
130,009 comments to date, nearly all ofwhich are negative. The public comment generated by 
this rule has c:<cccded any that USDA has received on any rule f(if decades. There has also been 
sigmficant bipartisan congressional concern raised about this proposal. 

With 44 different State and private standards in place. the organic industry wants to establish a 
uniform national standard to ensure consistency as well as to promote internationaJ trade in 
organic, food products. In 1990, Congress passed the Organic Food Production Act (OFPA), 
which requires the Department of Agriculture (USDA) to establish a national standard defining: 
the use of the tenn organic on food products. 

USDA began the process ofdrafting rules and held extensive consultations regarding the content 
of the proposed national organic standard with the National Organic Standards Board, an 
advisory committee comprised of representatives oforganic producers, processors, and 
consumers. On December 16, 1997, USDA published a proposed regulation to establish a 
nationid organic standard. 

Much of the criticism is focused on the fact that the proposal does not explicitl)' prohibit the use 
of genetically modified organisms, irradiation. and biosolids (sludge) in organic production. 
While these three issues huve f(~ccivcd the bulk of the attention, a number of other substantive 
concerns with the proposal have been raised. such as the usc of antibiotics in livestock. Another 
funda~ental issue to be resolved is whether the final rule should be a highly detailed. 
prescriptive regulation, which the organic industry seems to support strongly. or whether it 
shouM merely provide flexible performance standards along the lines of the proposed rule, which 
the Office of Management and Budget has in general advocated, 

In essence. the organic industry views the proposal as weakening or undermining existing 
standards in a way that threatens the meaning of the organic label, thereby endangering the 
viabil.ity of organic production and the profitability of their markets. Perh~ps even more 
significant, however, is that the organic community also views the proposal as a breach oftrust 



by USDA and the Administration. 

The comment period closes on April 30, 1998. In response to the requests of commcnters, 
USDA intends to deVelop a new proposed rule for public comment. The process of evaluatitlg 
the public comments and then redrafting and obtaining clearance of the entire regulation is likely 
to take several months. 

I have publicly stated on many occasions that our organic standards will reflect changes based on 
public comment and that USDA's goal is to issue a final rule that organic growers and consumers 
will cJTlbracc. However, I am convinced that USDA needs to send a clear, specific message to 
the public and the organic community that we intend to make fundamental changes in the 
propo~ed rule, and I believe we need to send this message soon. To do otherwise risks further. 
erosion of public confidence in the responsiveness and good faith of the Administration's efforts 
during the lengthy process of developing a new proposal. 

I intend to issue the attached press release the week of May 4. 1998. My offiee has submitted the , 	 . 
release for interagency clearance, and it is quite possible that there will be issues that may 
require the careful attention of the Administration. 

, 

I will call you soon to discuss this issue, and I will keep you posted on our progress., 

cc: 	I Jack Lew 
Sylvia Matthews 
Larry Stein 

Attachments 



DRAFT •• NOT FOR DISTRIBUTION - DOES NOT REPRESENT USDA POLICY 

USDA To Make Fundamental Changes in New Proposed Rule On Organic Standard. 
, 

Washington, May X, 1998 .. Secretary of Agriculture Dan Glickman announced today that the 
Department of Agriculture (USDA) will make fundamental revisions to its proposed national 
organic standards as a result of the [l70,OOOJ comments USDA received on the initial proposal, 

"USDAis committed to developing national organic standards that organic farmers and 
consumers will embrace," Glickman said. "Thousands ofcommenters requested that USDA 
issue new proposed standards, and we intend to do so. Most irnportantly~ the new proposal win 
contain fundamental cbanges from our initial draft." 

The earlier draft, published on December 16, 1997> proposed standards for growing\ processing. 
labeling, importing, and certifYing organically grown food. But it did not take a position on 
certain controversial issues; instead, the proposal asked for public comment on these items. The 
bulk of the extraordinary number ofcomments opposed including the products of biotechnology, 
the use ofirradiation in food processing, and the application ofbiosotids (municipal sludge) in 
organic 'food production. , 

"Biotechnology. irradiation. and biosolids are safe and have important roles to play in 
agriculture. However, they neither fit current organic practices nor meet current consumer 
expectations about organics. as the comments made clear," said Glickman, "Therefore, these 
three issues are: being taken off the table and will net be included in our new proposal." 

I 
Similarly, many of the [I70,000J comments asserted thaI national organic standards must be 
rigorous and credible. Otherwise, consumers will lose faith in the organic label. 

"Iforganic fanners and consumers reject our national standards, we have failed. Our task is to 
stimulate the gro'Wth of organic agricuJture~ ensure that consumers have confidence in the 
productS that bear the organic label, and develop export markets for this growing industry," said 
Glickman,, 

Before publishing the new proposal, USDA ,:"iJI evaluate the comments submitted in response to 
the December 1997, proposal. This record will guide the drafting of the new proposal, which 
USDA will issp.e later this year and which will also be available for publ1c comment. "This 
additiorial opportunity for public comment will assist us in crafting a rigorous, credible national 
standards for organic farming and handling that organic farmerS and consumers can support," 
declared Glickman, 
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WHAT IS rr willl ""Iebriti.. and food 


oa!ety issu..1 Pim ;1 .... Meryl 

Slreep testilyin& before CoDgl'''' 00 


: Alar. stoking an applMalety panic and the 

wave of weird "v<ggie !!bel' laws thaI bavo 


~ caused sud! trouble for Oprah W'm.frey. Now 

"i::- the Asricult.ure Deportment repot1a thaI the
\ sin,.... Willi. NeIeon. Nell Young and 'olm 
" Mell_ are lIIllOIlg 115.000 people who 

,,().. have WTiIIm or faxed ""_oompl.ining 
~ ;about the propooed deflnItloo 01 "<>rglUllc"~ ,food ill ......tIy issued ..,guIatio.... The ruJe. 
~ 'Asricult.ure Socretary Dan Gliclonan wId the 
'", 'As&ocIated ~ bas dra",,"more_ '... !han on any rule in the history of the 
, Department 01 Asricult.ure ill modern tim...• 

Couotry music stan! may bavo little uoe!ul w 

say about the flnepointa 01 what foods should 

be permitted wbe labeled "organlc." but their
J

'..J 	 pr.....,. does serve as indn for an issue thatVJ 	 bas achieved what marketers cull "breal<out.' 

The organic labeling fight bas dnlwo a sUr· 

tUng amount of :attenti.... with decunc!ationa 
 . - ,, ill many media of a rule that, ill thls draIt at~ tWt. would have allowed foods wbe labeled 

"" organic ..... if they were ~ _ 
..::I neered or imdiated. The Iabelilso oould be. . 
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Eevisiting the Rules on Organic Food @ 

: In mid-Decemoor. the Deparlmem ot Agncul· 

ture published its National Organic program regu· 
lations, a set of proposed rules for production 01 
organic food that would be the hasis for a natlonal 
organic cenmesuon program. The department alS() 
invjted public commem until AprU38. Reaction has 
been sharply critical. partiCularly from those most 
directly affected, tike organic growers, orsanie pro­
cessors and consumers who prefer organiC: food, 

For decades, organic growers have endured 
virtual neglect by the Agriculture Department 
That pattern remains unchanged, The new ruJes 
make it plain tbat the department IIsten~ harder to 
[he voice ot agribusiness, which has always dended 
organic agriculture, than it did to the ~ple who 
have proved its incontestable worth. 

If the rules enter law as they stand now, it will 
be a' major setback for the organic community, 
Growe~ who try to distingUiSh their organtc prod. 
UCIS from products grown under a less stringent, 

hut nationally cenitled standard will be prevented 
from uSIng the word ··organk" - a word whose 
mEaning has been defined by their practices. Con· 
sumers WII! find thai "organic" has come to mean 
something quite different from wMt {tiey thought. 
1'he rules o$lIow practices that no one cans organic. 
including irradiatllm. the use of sewage sludge as 
fertilizer and genetically engineered crops, 

There is nothing wrong with a national organic 
cenificatjon program. But with these rules,there is 
plenty wrong. Over the last SO years, the Agricul~ 
lUre Department. in tandem With agribusiness, has 
been nudging American farm-ers foward a set ot 
agricultural practices that arc as uniform as the 
plants in a field of soybeans. But a cardinal tenet of 
orgatllC farming is that diversity is as essential to 
biological health as it is to cultural health. If the 
organic rules are passed as they stand. organk: 
farming will certainly go on, but under a different 
name and with renewed bitterness. 

~ q/t3/fY #30 

. , 

• 
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Editorial ,_:t.I." W Wffll!.l,i@ gMWiM 
December 16, 1997 

Reading the'Organic Rules 

Y esterday the Department of Agriculture announced., proposed set ofFcderal 
standards for organic food production and pt'ocessing. Organic food has become 
big busine$$ in the last few yeatS, but the defmition of what "organic" means has 

been erratic. Some states. [ike California. have strict certifiCation pro«duru for organic 
farmers. Others have none. The new National Organic Program willllOw provide a single 
set of.rules. following g.uidelines: developed over seven years by the National Org.anic 
Standards Board in consultation with organic fanners and the public, 

Consumers commonly assume that the word "organic" describes a product -. a spcar of 
organic asparagus, for instance, or a p«k oforganic Winesap applcs. Sut the word 
actually de.~ribes a system of agriculture. a set of practices that is roughly oullined by the 
U.SJ).A:s new National Organic Program regulations. Organic agrkulrurc excludes the 
use of synthetic fertilizers and pesticides. More importan~ it strives for low 
environmental impact and enlists the interdependem:e of natural biological systems .• 
using cover CfOPS, for instance, to increase: soil fertility. The supermarket IS Nil of foods 
who$C !abels teli the consumer almost nothing about the way they were produced, A foOO 
labeled "organic" under the National Organic Program rules will assure consumers that it 
was produced under iii stringent set ofguidelines. The very pUrpose of the label is to 
inform consumers about agriculrural pract1ee. 

But the otganic standard is only as good as the regulations that define it. mthe National 
Organic Program's proposed rule, there are some troubling signs ofvadllati-on and, 
perhaps, of iMustry or political pressure. The Agriculture Department, calHng for f'u.rther 
public commentary, has put Mfa final decision on severa! practices that the Na.1ional 
Organic Standards Board bad rejected after extensive public consultati(l". The~e include 
irradiation, (he use of sewage sludge as fertilizer and the usc of genetically engineeted 
crops, Whatever tbl: value of these technologies and practices may be. none are pan of 
accepted organic practice, and -each offers a b.eachhead within the program for major 
non-organic agriculrural corporations. 

Even the potential acceptance (If these practices within the NatiOna.l Organic Program 
threatens to vitiate what is (Itherwise a commendable proposal. Thai would be a shame, 
for the AgricllltuJe Department's new recognition of (lrganic practices is indeed historic. 

Home; Settions j Contt'nt! I Search I ~! 1.!t!.!! 

Copyright 1997 The New York T;me~ Company 
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~owing to pressure 

More comment sought on organic rules 


The u.s. Department or Agriculture's proposed rules ror .~e roods so far 
have drawn. 6,000 public ..mmenta, many.r them negative. In ract, the r.... 
tion has been $0 heavy that the agenq has ..tended the comment poriod imtil 
th. end ofApril Stcr:t. 3A 

The proposal, wb.ich will ..t national standards ror .~cs and estoblish a ,
... gulatory frnmework. Is in trouble. None of the ors:ani, organiz,atio.. ....,. to fUke.lt. They are d.eply troubled by lb. raot thet lb. USDA, and .ped1ically the 
Agricultural Marketing Semce, wan'" to allow ilTadiatlon, genetically e.g;. 
ntoted plan'" and products, and municipal ..wage aludge to be used in organic 
production. 

Many in tho organic coinmunity feel betroyed by this. They helle.e these p .... 
cesse.'J and. products are "'foreign" to organic principles and will tum off(Onaum... ..... 

They may be right. WhiI. genetically engineered produce. and eVen ilTadia· 
tlon. have become a part or th. "conventional" food Industry. the ors:aokindus­
try's whole reason fot being has been based o. low t<ehnology••nvtronmental' 
lHendUn... ."d an Image or"purity" ."d simplicity. It d ...n~ toke much Imag. 
lDotion to imd.",t8lld consumers could be alienated ifth. "organic" produce has 
been grown with ,ewer residue. altered with "alien" ,..n.. and then .apped with 
radiation. . 

Seme or these le<hnologi•• will be a part.rconv••Uona! .gricult."... B.t the 
USDA pugllt to look closely at i'" organic proposals and modify !hem !n light or 
!trtm! opposition. Why approve final tegulatioIl! that are UDpopuIar with those 
being regulated? 
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Published Monday, ~riI21. 1998 

Revise organic label proposals 
The organic food movement has roots in both philosophy and 
science, and especially in the zone ofbelief where these agree, 
Philosophy holds that food produced without synthetic additives is 
preferable; science shows that many man-made fertilizers and 
pesticides pose risks to human health and the environment. 

But philosophy and food science can also diverge. and in the fight 
over new national standards for what may be called organic. they 
sometimes do. 

The debate goes beyond food quality. The organic market has tripled 
in size since 1990 and IS now attracting the interest of large 
corporatlons~ new rules will snape the future ofcompetition in the 
industry. Producing an organic potato is no Jonger simple. 

The national standards. being prepared by the U.S. Department of 
Agriculture, ate intended to replace the current system in which 
organic foods are certified by any of33 industry groups and I I states 
(not including Minnesota), each using different definitions. TIle 
argument for a national approach is persuasive: Consumers are 
entitled to a uniform. reliable assurance ofwhat they're getting when 
they buy "organic" food. 

As a first step in preparing its rules. USDA took re<:ommendations 
from a national panel of industry representatives. scientists and 
consumers. As a second step, it proposed major departures, 
prompting a stonn of protest. 

Some tn tne industry arc calling for USDA to start over, even 
abandon the effort entirely. This would be a regrettable and wasteful 
outcome. The rules are not wholly v.Tongheaded. but they do need 
significant revision to ensure that in updating and broadening the 
standards for organic food, USDA does no hann to essential 
principles. 

The foremost of those principles -~ no synthe1ic additives -- is 
threatened by potential redefinition ofpennissiblc agricultural 
chemicals and residues, by a loosening of the rules for livestock feed 
and by a more tolerant approach to pesticide "drift" from nearby 
nonQrgaruc farms. Similarly. USDA takes the wrong approach in 
proposing to change the safety standard on ccrtain fanning practices 
_. permitting them until shov.n to be hannful, rather than prohibiting 
tbem until shov.'Il to be safe. 

Ofthe four major areas in which USDA has reserved judgment~ two 
are especially troublesome. Fertilization whh sewage sludge of 
unknown chemical content is plainly offensive to the notion of 
organically grown food; so is a liberalized rule for nonmedical use of 
drugs in Jivestock. 

4128198 9:37:57 AM 
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But in the other two areas~.. genetic engineering and irradiation .... 
organic purists are relying more on philosophy than science, and 
their arguments are unconvincing. Irradiation has been shown to be a 
safe and effeclive, if "unn,l"r.I," tool for preserving food. And 
genetic manipulation of food is arguably an extension of such 
centuries~old techniques as selective propagation. hybridization and 
grafting. 

Ofcourse, some shoppers may prefer to avoid irradiated or 
genetically engineered food, and USDA should not interfere with 
that choke, Nothing in the new national standard should prevent 
food producers from adhering to still stricter principles. and labeling 
their products accordingly, 

~Copyright 1995 Stat Triburit', AIIIigIiIS re&(lrved. 
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Irlllll"'~ but organic 

, Pr~~srA.(i""'::f. 

would have made 
word meaningless 
8,a...~'faf9r 
8os,on~~~ .fJ1:­

BOSTON - Tills is not your 
everyday political event How 
often does a grass-roats move­
ment ask the goVernment to 
regulAte its own enterpriser 
Wben was the last time small 
operators rose up to bilterly 
complain that government 
rul« and reguJallons weren't 
striCt t1UJugh? : 

But this is the upside-down 
nature of a rood fight thai has 
erupted between the U.S. De­
partment of Agriculture and 
the organic farming commu­
nity. 

Ever sloce December when 
the USDA released che fi.rJt­
ever proposals for minimum 
standards for orgaruc foods. a 
full'$CaJe debate has been rag­
in§. .bout the meaning of the 
"0 word. Now. an astonish­
loS IOU)QO fanners and chefs, 
and consumers and envifon­
mentalists have developed an 
appetite for protest. In the face 
of an April 30 deadline for 
commenu, they have regis­
(ered deep disapproval of the 
agency's taste. ' 

This $tory of "O~ began, in 
the best bibll<:al tradition. with 
an apple. In the alaI scare of 
1989-90, ~opte became 
alarmed about chemicals. Sud­
denly, a bumper crop of apples 
appeared on the market bear­
Ing the label ~org;mic.", 

Organic farming. which 
once ex:uded the aura of a hip­
pi!! enterprise with' IClhargic 
and overpriced vegetables, WiU 
iust becoming a fulIMfledged aJ· 
ternative. The apples of dubi­
ous "organic". origin con· 
vinced many in the disparate 
community that they needed a 
national standard to prevent 
fraud. and maintain consumer 
confidef\Cf:'. 

These farmers wete always 
wary of involving the USDA. an 
agency which, to PU( it gently, 
hu been a bastion of conven-

New YOl1l rrr.es 
~IfIo.,....,.._..-.._"'H__ __hII __R..__ 

1I0n& farming and a buddy of 
agribusiness, But with the help 
of Vermont's Sen. Patrle;; I.e,,­
hy. the Olganic foods Produc­
tionACt was passed in 1990 to 
determine minimum sIan­
dards. farmeN, constl.llif!.fJ. 
sclentlsu and environmenlal­
ists spent fOUl years working 
au. an agreement on the defi­
nition ofofgiUtic, 

Then the USDA stepped in, 
to fu.1Cilllhelr worst lean. in the 
tradition of the -rOl guuding 
the henhouse.· the agency pro­
posed to lowet these standards. 

The USDA ruJes would. for 
example. allow leuuce fenil· 
ized with sewage sludge. ge· 
netkaUy engineered pigs and 
I.rradlaled radicchio 10 carry 
the laDe1 "organk.~' They 
wouJd allow a chicken thai had 
never seen the light of day, let 
alone a free range. 10 carry an 
"organk~ tag. 

These giant loopholes In the 
"0· are big enough to driVi! a 
lruck through. "We'd bave Ty­
son's Otganlc Chickens before 
you eould bUnk an eye•• says 
Margarel Mellon or the Union 
of Concerned Seientisu, "It 

would doom the word orgaruc.· 
If the Department of Agri­

cultute is surprised by the 
huge outrage, that in itself is 
not surprising. The depan­
men!'s bias toward conven­
tional farming ls long and 
deep, Organic farming is now a 
$4 billion business growing by 
20 percent a year. But its suc­
cess 1s taXen as a rebuke to the 
factory-farming. supennarket­
to-the-world agribusiness that 
is now the rufe. . 

It Is widely believed that the 
folks marketing sludge. pro­
moting gtmelic cngineeling or 
irradiation gol the USDA's ear 
because they wanl to piggy­
back onto the good name of 
·orga.njc~ to mule controver­
sIes here and abroad. 

We can debue the safety of 
genetic ensJneefing till the 
cloned cows come harne, but 
it fits no image of organic 
farming. this food fight is not 
just about safety of the prod~ 
uct. 1t'$ about the process of 
farmlng. 

As Kathleen Merrigan of the 
National Otgani<: Standards 
Board puts it, 'We 'A-'ant a tabeJ 

(hat connects people to how 
thelr food is produced" We 
want to give people a way to 
be sure their food was pro~ 
duced by peopJe who are walk­
ing lightly on the earth. ft 

Americans have a nostalgic 
and primal relationship 10 the 
farm. But now agriculture, like 
so many other parts of the 
economy, is going In two di~ /. 
reclions. , 

The larger trend is to can· 
solldate ra.rm.land as if i( were a '1· 
megabant. II's to industrialize I 
farming. and mass produce 
idenlicaJ products on a land 
facto!)', The sturdy but smallel 
trend is loward diversity. 
toward sUSlaJnlng the land. 

Today organic farms are not 
just food boutiques, trendy lit­
tle supply cemers rQr people 
who are wiUing to pay mote 
for mesclun greens, They are 
the labs. the models. the aIter­
natives. 

The USDA has done little (0 

promote organic farms. But if 
(hese proposals are put into 
law, organic will have lost any 
meaning, The ~O~ in the 
O-word will stand for Zero, 

http:constl.llif!.fJ


Stote of New York 


~=LegisIQtive ~esolution==iI 


CAlllN{) up¢n !hI; s«::rtt.ry 01 \Nt UIl!\ed Stille, 
o.pal1m«il'l\ 01 A(jrleu1lu'. 10' ,.,..ork the CfO\W'~ nil•• 
16< m. NlfIOI'I,l o.QII1'l1i; "fOil'1I1'1'1 !O me.. \he flee4s ,Ad 
;1'I~UI$t' 01 Nt'W V'Of~ Sl.ti~ (QrltJ,ll'l)ert, OI''lan.c larmer. 
aM 1(1<)(1 MlflIJUe. 

WHEREAS, ThIs Ass.mbl~ SOOy Cilia U{>(In tho SlM,lrut;uy of 11'10 Unlle<l Slales 
DepanmOr'lI 01 AgrkulhJt/) (USO..., 10' rework lh(t p.opond rvlo:s 'Of the Na~onal Organic
PrOqram 10 mOGt 11'11 Mlld$ a~ ,olorul, 0'1 Now VOj'k St.lle coosumnrs. Ofganic rarmer. 
If'"~ lood bU$IM$M$.; .tI(t 

WHE"AEA5, eon",,!!T""'S GtIOOS' OIO"\OC iOQ(b ~caus. 01 rho'li' twigh!&nod eonearn. 
~tl()J.j1 foad. me ."vitQt\lT\C~ a!'ld lleallh: 1M GUtrON prop<>~l,Id lOO.tal Qrg"nic lood 'ule, 
would .rtow soil ilppli<;;altol'l of sfWage ,~u 'tratlia~OIl. geMtk:ally moa{ouo Ofgan;$ffis, 
II'I{.1 Q\I"..QI prGi:klels. alld proc/!$$t$ Ihat aHI "nl()ceplaOle to. ene majQJ,l)' of!xllh eOtlsume:rs 
aAd prOdUCilr$ of Oroar.c IocxI '" [!'lit $l1l1e or New York: 1100 

WHEREAS, The uSDA j'HOP05111 >'f¢uid al$o imOO"' $k;jrullcanl feu on New VOl'" 
o<g31'1iC Ce'~f'tin9 OiOM'ta~Oo'\' ,1'1(1 $ma1 9'D"<1:1'<$ !.hal COVIo lliUO'iOOSIy damage this 
e~par.d;"o SCOll'lcnl 01 lh., Nil" 'f\lll< aQf,¢II)tv<1I MId food "'du$U)': 1/",8 $la('Jd'rl1$ pul tor'lh 
in the USCA fl.lh),. w<luh:1 1'0\ meet melli! ,1'10111111001'&1 r6QU r~!lllt. and Ih(p~'!l limit 'i!~port 
ooPOrtl.lflditis Ie< ~lIrnc rOOd ~I\$ne$: ,111($ 

WHEREAS, The $l,oo,n1, onoilllll!y ~...kWed 9v 1M USDA Nlltion." Or9a~ 
Standard,. Board. wl'liCh ... U IOtmed /Ill part or \NI 1990 Oi.,.me FQQds PflXh,lclion "ct ale 
1;1I~1y 'CCllpillbie I¢ m. ot~1'IoC CO"tm'l<,J(%ty arid !hit SecrOUl'Y i)I 1M 1.M1ted Stilles 
Department Of Agn<:u11l1fb $l'I0\II4 Ciltlt'!Uf &,.kIO lilt'«' lor ihO ("'lIf 'We$; 1100 

WHEREAS, It !No flloe'lIl lUlMII'(!$ IIlb not changed 10 me81 ihO Nilw Ywli ",~nic 
commuruty',. Iec<it1'\M>tlldal>Ol'\S. 1tI/$ AII$IIi'I'\bIed BO<ty le>IV')$l$ lIlil ihO ~ 1001:1'/31 .ules 
allow fo< \he e,ta~ of , sllh)' I.lflf/lllie PlQ9ram th4' ""'" be accep(abht: al\d 

WHEREAS, OrQatIIC food nlln a.e !hit 1,.lnt 'JIQ'HII'lO $~ Ql tile food indu$t/y
and ltIete ill .. f"CW!'d II)( Wu'ldlldU'ati<m ;0 /IUD"< eo;'\$vmet, 10 make iNoimed chQicn: 
howe_, ()(galllc 100J.1 consume'$, ~lpet4nct<l gfOW$I$ And org.v\i:a/it)n, fepH~$e<UiilQ 
COllsumer$ aAd 9tOw&f$ 4h(Md M'f9 INt mot! $ig1'iA\e1l1l1 inpIA w~o looeral ljUioo;il\e4 that 
WIll de\!)rmlllO the ",81m",;! oi OIfillme IW )'1iIat$ :0 come::~, !hItlo'tlore, be d 

RESOLVEO, n...llhiS L~iilalrffl S.ny ~"'$8 ;1'1 ill dtlit>o<lltion$1O !.Ilpe the SecHI!/Il)' 
of !hit 1Jn>led StaIn OepOlrtmlffit 01 AIl"O<;Ur.Uf. I<l fbwmk ltIft ptOPO$ed tules for the: Nal>Qn.' 
(klll-n,e Prog.am 10 meet lhe lletd! ..rid lull'I(.$4 of How Yo-k SlalO oon$lIf'ftOtl, 0I0anic 
lalmen afld I()(\(I b!J$iM)ues: alld be .tlunher 

RESOLVEO, fhlt a ;,:opy i)I lh,S A.,SQh.lt.ol'l. s\J\\atllv 1t~ljlco:lXI. bu lIl"'iilm!1fX1 10 Ih., 
:::'t'(;:e~..!lY ;)I the UMlH' S!!!e~ ;;l"p.:n;,YI(lIll crl AQnC\,l!1I,lI~ 

,-~----------------------~~------------
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HEARD ON TIlE BEAT I FARMING AND FOOD 

A Growing Controversy 
.Organic food Folks Fight Federal Plan 
ByMARTHA GROVES. Timf!J Slaf/WriUr 

RELAmD 
.... .... .........................."".. ,
-~ ~~ 

6SEARCH IHE 
ARCHlYES EOR PASI 
ARIlCI,E~ 
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r::I;he verdict is in, and the state's farmers and . 
IJllenvironmentalists have found the U.S. Department of 
Agriculture guilty, 
Guilty, that is" ofproposing regulations for the nation's organic 
food business that ignore the industryls practices. philosophy 
and desires. 
At. rally Thursday in Sacramento, leaders of the state', 
organic farming and food community railed against the 
proposed rules, demanding that the USDA go back to the 
drawing board, Otherwise, they said, the federal government 
risks undermining CaJifornia's 8-year-old organic fanning law, 
one of the nation's strongest. 
"We don~ want them to .mend this proposal," said Joan 
Clayburgh, a spokeswoman for Californians for Pesticide 
Reform, a San Francisco organization that espouses organic 
farming methods, tlWe want them to throw it out. II: 

Organic activists in California aren't alone in their opposition. 
The USDA has been swamped with more than 100,000 letters, 
postcards and e-mails, most of them highly critical of the rules, 
The agency appears to be getting the message, For several 
weeks, U,S, Agriculture Secretary Dan Glickman has been 
reassuring grower groups that changes will be made. 
The USDA published its proposal in December after seven 
years of baggling and information~gathering. The outpouring of 
opinion prompted the agency to extend the public-comment 
period for the rules to April 30, 
About 70,000 oflhe responses are form letters, including 
16,000 fi:om readers nfOrganic Gardening magazine and 
34,000 from customers of Working Assets. a San Francisco 
company that sells Iong·distance phone service and gives part 
orits revenue to socially responsible groups. 
The agency has al,o heard from leading organic food 
companies, inciuding Pavich Family Farms, growers oforganic 
grapes, raisins and nuts, based in Terra Bena; Horizon Organic 

http://www.latimes.com!sbinliawrapper?NS-search-set=13544c1aaaa005BR44clbS&NS-doc-offsol~S-adv-s 

http://www.latimes.com!sbinliawrapper?NS-search-set=13544c1aaaa005BR44clbS&NS-doc-offsol~S-adv-s
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Dairy in Boulder, Colo.; and Caseadian Farm, • producer of 
frozen desserts, vegetables and olher items, based in 
Sedro-Woolley, Wash. 
And it has gotten an earful from the growing rank. of 
customers of natural f'lod chains sueb as Wild Oats and Whole 
Foods Market(~Cl!/O""'MlIi\iIiBiII), which have distributed 
pamphJets to mobilize grass~Toots support. 
In particular, food processors and retailers are critical of what 
they see as three key stumbling blocks: irradiation, 
biotechnology and the use of sewage sludge as fertilizer. As the 
proposal stands, those three processes would not be . 
outlawed--contrary to the vociferously stated wishes ofthe 
industry. Activists have charged that the rules were designed to 
accommodate agribusiness concerns, which see the $3, S·biUion 
organic food industry as a hot growth area. 
Industry leaders say the agency could save itself time and 
trouble by adopting the recommendation~ ofthe National 
Organic Standards Board, a panel established by law in 1990 to 
.dvise the USDA. In preparing its proposal, the .gency largely 
ignored the board's suggestions. 
In a leUer to Glickman early this week, California Agriculture 
Secretary Ann M. Veneman said the state Department of Food 
and Agriculture would b. submitting records from four public 
hearings held on the issue throughout the state in January, 
February and March. She urged the agency to "revise the rule 
to ensure a strong organic program." 

W(h)ine 
e retailers are puzzHng ove e latest wrinkle in 

a long-runnin attle over direct-mail ne sales. 
Earfierthis mon the U.S. Supre Court chose not to take 
up a legal battle b ween mail-o er "wine clubs" and states 
over Ihe regulation alcohol' everage sales. Without 
comment, the court I st rulings that rejected Florida's 
effort to sue in federal to stop what state officials call 
-illegal interstate bood 'ng." 
Atle... one Southe Cali rnia wine retailer was hopeful that 
the action would e it leg to ship wine to Florida 
customers. 
Not so. It sim means that the "gh court is leaving the 
matter up to e states. Florida 5t has a law making it a felony 
for winene or retailers to ship win directly to customers in 
the state. 

"We11 c tinue to have to fight them, 'd Ron Loutherback, 

propri r ofthree Wine Club retail shops California. 


, Florida had sued Wine Club (which is a retailer, not a wine club 
per se) and three ether vendors over direct shipments~ saying 
they railed 10 pay various state tax•• and fees. A federal judge 

, 
http://www.l.times.comisbinliawr.pper1NS-search-set=13544c1a...005BR44elb5&NS-doc-offs6l~S·adv-s 
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Organic is as organic says 

J Now that organlc fll'llllnS has mu>hroomed from a 
\" hIppy-dippy diversion lnto.a stant industry with 
, annual sates exceed.1n, S4 btUion. conventional rood 

processors also want .. ~51tce Qf the markel. They 
.- should be welcome to it-but not at tM cost of dllut~ 

'"'" lni proposed I/ovemment ~elln.. de1!nln8 the term 
;:;:-"orpnic" and its lelitimate use on tOOd.st'11tt\. 
.. Organlc food revulati.ns ...... 11m propoaed by tile 
~ industry ,itself in 1968. Four years later. Coneress. 

passed the Ol'l!llllic Foods Produ<:IIo. Act. "hleb In 
turn Cl'I!aU!d tile National Organlc StandAlrds BoenI 

'o(NOSB) and ,"laned to 1\ tile tu. of dr."lni up 
,\'.lIUldellnei to lovern tbe production. bandl!nr and 
'<markeunr ororpnlC _ 
t- Irs an ImPOrtant m199lon: A4 tile m....t haa """'" 

so hal the promiSCUous use or '"natural... "orp.n1c" 
"and other' New Ave rnuml»jumbo and advertliinl 
~Ollmmlclu., Even tile moat dls<ernlni COllJlumers....
\J _ed. a sltuati.n compllcated by conlllctlni .tan­

_ and de!lnlllons .....blWled by <lUl\m!nt stateo 
and local o_U.... . 

Meanwblle. the oraant-c market is. .rowin, Uke 
kudzu. For the past seven years it bas posted.Wes
growtb ot 20 percent or rreater. accordln, to tbe 
Oraanlc Trade ASSOCiat1on. Clear. nationally recoa· 
n.i1A!d standards are essent1a1 for domestic ~ 
.. well as the export market. partJcularIy ,In", tile 
E~ Union adopu.! 11. own orpnlc food l!Ilide­, 

. lin.. in 1992. 
In 1996, the NOSB proposed I set otdet1nJ.Uolll and 

standards, Sut tate lA!t year-under preuu.re O"om 
conventional tood. Pr'OCe$SOrt and acrtcu1tura1 inter • 
eats-the U.S. Department of Ajr1cuIture propoted 
.:onslderably _ ,..u1IU...... . 

COMumers have until April ~ to comment on tbe 
revised IlUld.IIn..; they should ..,... tbe USDA to 
stick wtth the prev1(JU$. more st:rtnaent. rules. 

TIle dlsqnlomenIJ ..nerally revolve _ the .... 
of aonettcally .~ bormonoo IUId otller ol'llllll­
10.... food lrradlAtI ... municipal .....r ,Iudae for 
_r and synthetic anUb1otl<s In fArm anlJnalJ. 
TIle NOSS banned them; the U~DAp_ to aUo,. 
the... . 

Consumer ~ 14 not the main point here. There 
1s. tor example. no JdentUlc .... dence that l.rnd.1ated 
rood Is bermJW or.- Bulb It -.rpnlc"!

Whar. at ._ InaIead Is the In,,*"ty of. set .f 
revulatlona drawn up by e_ and represen ... tlves 
of the orpnlc food Industry an.r len&thy dbcuaalon. 
It's most umuuaJ.. In tact. for an industry to fm~ 
!uch st.:r1nsent stanc1an1l upon tteelt . 

1t the term "orp.n.l.e" 11 to mean an)'thinf at the 
sUpermarket to the I'3pidly aro1Vinl number at eon­
sumen. the USDA should abtde by the l"eOOl'J:UXIeD 
tI.... of • board of e_rIll \IlaI ..... an.r aU. created 
by the _lIOvernment 

http:preuu.re
http:revulati.ns
http:exceed.1n
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THE WHITE HOUSE 

WASHINGTON 

March 3. 1998 

FOOD SAFETY EVENT 

DATE: March 4,1998 
l.OCATION: Roosevelt Room 
BRIEFING TIME: 1:30pm· 1:20pm 
EVENT TIME: 1 :45 pm • 2:45 pm 
FROM: Bruce Reed 

1 
I. PURPOSE , 

To highlight the introduction of iegislation in the Senate that you proposed to ensure the 
safety of imported fruits and vegetables. and to receive a progress report from USDA and 
HHS on the development of guidance on good 'agricultural and manufacturing practises. 

II. BACKGROUND, 
, 

You will be speaking to an audience of approximately 40 consumer advocates, food 
industry representatives, families, and !'v1cmbers ofCongress. 

1 

You will be making the following announcements: 

Challenge to Congress to Enhance FDA Oversight for Imported Foods. You will 
challenge Congress to pass the food safety legislation to be introduced by Senators 
Mikulski and Kennedy to require the ·FDA to halt imports of fruits, vegetables, and other 
food products from any foreign country with food safely systems and standards that are 
not equh,.;~dent to those of the United States. The legislation also will require the FDA to 
halt imports from cOllntries or facilities that do not allow FDA inspections to occur. This 
legislation. which you proposed last faU, was previously introduced in the U,S. House of, 
Representatives by Reps. Eshoo and Pallone. You have committed to providing 
approximately $27 million in your Fiscai Year 1999 budget to enable the FDA to 
dramaticaIlyexpand its international food inspection force. 

Agency Report on Guidance on Good Agricultural and Manufacturing Practices. 
You will announce that you have received a report from Secretaries Shalala and 
Glickman on the progress they have made in providing guidance on Good Agricultural 
and Manufacturing Practices to domestic and international growers, harvesters, handlers, 
arid tnmsporters .of frcs.h fruits and vegetables as requested in a Presidential Directive on 
OCL 2, J997. 'nlis report outlines the progress made ~~ and the sieps still to be taken _w to 
develop the voluntary guidance by October 1998, The guidance -- the- firstwcver specific 
SUIl.!ty standards for fruits and vegetables -- wilt address potcnliul food safety problems 



throughout the production and distribution system and help ensure the sanitation and 
safety practices of aU those seeking to sen produce in the U.S. market. The report also 
provides both short~ and long-term pJans for technical assistance, education, and outreach 
activities to support the implementation of the guidance. 

Ill. 	 PARTICIPANTS 
Briefing Participants: 
The Vice President 
Secretary Shalala 
Secretary Glickman 
Bruce Reed or Elena Kagan 

Evem Participants: 

The Vice President 

Senator Barbara Mik'ulski 

Gloria Doyle. Chevy Chase; MD, who became ill after eating imported raSpbel1'ies, 


StaDding on stage. but not sneaking: 

Secretary Shalaln 

Secretary Glickman 

Lead Deputy Commissioner, FDA Michael Friedman 

Congrcssvroman Eshoo and other Members ofCongress 


IV. 	 PRESS PLAN 

Open Press. 

V. 	 SEQUENCE OF EVENTS 

, 

- The Vice President wiH make welcoming remarks and introduce Senator Mikulski. 

- Senator :v1ikulski will make remarks and introduce Gloria Doyle,
, 
~ Gloria Doylc will make remarks and introduce YOU. 

~ YOU will make remarks and then depart, 


VI. 	 REMARKS 

~emarks Provided by Speechwriting. 



Q&A for Presiuential Announcement on Food Safety legislation 
and Report to Ensure Safely of Imported Fruits and Vegetables 

M "'-ch 4, 1998 

Q: 	 Wbat did the Prc:-.idcnt mmouncc tud,,}'? , 	 ­

A: 	 The Presid':nt annoLlnc...;d :.110: il:U'\ldul.:tion of food safety legislation in the Senate that will 
ensure lha(thc FDA dcnk'l' !~lC t:n!ry of imports of fruits, vegetables, or other food from 
any forcjgl~ country or lhc:lity that d(ll..:'s not meet U.S. food safety requirements or 
otherwise at:hicvc !!lC JCVclllf prot...:r..:tion required, The legislation also pennits FDA to 
consider refusal of inspection u;\ a HICior in halting imports from a facility or country,, 
This legishition wus introduced in Ih.,: House in November ofJast year. The President , 
also announced the rde~\sc of a rCpilrl on how the Secretary of Health and Human 
Services, in coopemtion with the Sccrct.ary of Agriculture and the agricultural 
community, will develop guidancc on good agricultuml and good manufacturing 
practices f~r any rruits and vcgetable:> that arc sold in the U.S. market. 

Q: 	 \Vhy is yO~lr Administration propusing these actions? 

I 
A: 	 There h.;rvc been dramutic changc$ in the produce department of the grocery store. Thiny 

years ago, 1'::1051 produce SkCliOllS nnll' had around a d07.en it~ms year round, increasing to 
as many as 50 in the- summer. T"ddY, the- chances are that there are 400 or more hems in 
the produce sectin]) and thcy me- tlll'P': all year round. Last year, 38 percent of the fruit" 
and 12 percent of the vegetables Am.:ricans ate were imported, 

We have changed as ,vdL Amcrkans are eating more fresh ffUlts and vegeta.bles than 
ever before. and our nation':; he,llth ,,:,-.:pcrts lell us we will live longer, better quality lives 
as a result. I Our cnvironml'nt is also changing, We are finding "new" exotic bugs such as 
cyclospora,and H. cali ()Jj7:117 on our food that once were not there. 

We must ensure that Ihes", changes do not increase the risk to American consumers of 
foodbomc illm:s.,>es. Although l'(I\\' produce •• including that imported from foreign 
countTies ~~ is now sa!\.:, expcrts hav\.: suggested ways to make further improvements, ~nd 
my actions accord with til<.:ir r<.:eommendations. 

Q:, 	 Arc you saying thut imported pI"IHlucc is unsafe? 

A: 	 There is no data indkating thn( imported fruits and vegetables are more unsafe than 
domestic products, But S()lnC n:cent outbreaks of food borne illness: have been traced back 
to imports, and it is important to ensure tbat foreign fruits and vegetables mee( U.s. food 
safety requin::nents or o(:h:rwlsl: at:hh:vc the level of protection required, The steps we 
are taking today <Irc adding ~lddi(i()I1;J1 layers 'Of protection. We am making sure that there 



are no gaps in our food safety sysl~!1l -­ that high safety standards apply to imported as 
well as domestic food, ;llld \0 fruits ;md vegetables as well as to meat, poultry, and 
seafood. 

Q: What steJls is the Administration taking to improve food safety'! 
! 

A: Last year we launched it new Pn:sidl.:I1tial food safety initiative, and added more than $40 , 
million to the FY '9X oudget. With that money we started putting in place new science­
based preventive systems to imprtlV!.:: the safety of seafood, meat and poultry and began 
work on a nc\.v carly warning systCIl1 to help detect and respond to outbreaks of 
foodbornc illness. This year. our budget seeks an even morc substantial increase in 
resources, $101 millioll. to improve food safety. The resources will go to a variety of 
initiatives, including; giving FDA authority to prevent the import of produce from 
countries without safety precautions equivalent to our own; hiring FDA inspectors to 
improve th~ satelY of our nation's li"uits and vegetables, both domestic and imported; 
developing ·new ways for federal inspectors to detect food-borne illnesses in meat and 
poultry and\!etermine tIll: source of contamination; improving educational outreach on 
proper food handling: and furtlwr expanding our carly warning system and strengthening 
state surveillance activities ror roodhorllc illnesses. , 

Questions un Food Safl'ly Lcgisilltion 

Q: 

A: 

What does the legislation do'! , 
I 

This legislation hdps ensure that til.: FDA will refuse imports of any food regulated by 
the FDA. including eruits and vegdabks. from any country or facility that does not meet 
U.S. food safety requirements or otherwise achieve the level of protection required. The 
legislation also pcnnits FDA to cOllsidcr refusal of inspection as a factor in halting 
imports from a facility or country. 

Q: How is this diffcrent frum currcnt :authority'! 

A: This legislat10n increases thc FDA's authority to refuse imports for foods from countries 
or facilities that do not meet U.S. food safety requirements or otherwise achieve the level 
of prot ccti 011. required. Currently_ til\.! FDA can only refuse imports aller inspection or 
testing at the border when the FDA determines that the food appears to be unsafe or 
otherwise violates U.S. l;l\\,. This ncw legislation will enable the FDA to ensure that food 
products ent~ring this country \\'l!n: grown and processed in conditions that meet U.S. 
food safety requir\.!lllents or othl!lwiSl! achieve the level of protection required. This 
authority is necessmy because e:.qx:riencc has shown that inspection and testing of 
products at thc border may llot be surticient in all cases to ensure the safety of food 
products. 11 jnay he necessary to identi ry and address the source of potential 
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Q: 

A: 

Q: 

A: 

Q. 

A. 

Q: 

A: 

contamination to ensure that products offered for sale in the United States meet domestic 
food safety requirements Of othc[wisl: achieve the level of protection required. FDA 
currently has such authority with respect to domestic production. 

Docs this icgishltioll gin FDA additinnal :lUthority to inspect in other countries? 

No. Foreign inspections will COl1tinlll.! 10 be done by consent. In making the 
determination that a food offered for import into the U.S. is adulterated, the legislation 
does permit the Secretary 10 consider whether FDA has been refused access to conduct 
inspection oCthe places where sllL:il food has been prepared, packed Of held. The 
Secretary 111ay deny importation to liJods from such location or establishment on the basis 
of such refusal und nth!.!!' !'ck":lll! rUC!o!'s. Because denying reasonablc access is onc 
factor in mc,tking that dctcnninatio!l, the exporting country and the food establishmcnt 
both have a strong inccntivc 10 allow such access. 

There is cH.neern that this legislation is thc first stcp in providing FDA with the 
authority til inspect farms in the U.S. Is tlull next'! 

Under current law, FDA already has authority to inspect establishments where food is 
prepared, packed, or held, which would include places where food is grown, such as 
domestic farms. While such inspectiolls are infrequent FDA has taken action against a 
U.S. farmer when a violation occurs. When FDA is involved in a food safety problem 
that is found to urigina({.; nn <I farm, tile agency's focus generally is on identifying thc 
source of the probkm and removing the unsafe food froin eo~meree. 

Docsn't thi~ legislation impose trade Imrriers to food imports at a time when you arc 
saying you tvant to luwer thcm'! Is this legis]:,tion consistent with frcc trade'! 

This legislation is consistent wilh free trade and all our treaty obligations. We have no 
obligation to open our hOI'(.krs t() ill1ports that pose a greater risk than domestic products 
to American wnSUlllcrs. As lung as we are not imposing any greater requirements on 
foreign countries ~~ as long as wc ~lrc oilly holding them to our standards -~ we are acting 
consistently with (llll' tmdc pnlky ,lnd international obligations. 

What mal':c~ you thinl,: lhis Ill'W Icgisl:ltion Clln be effcctive'! Do you seriously think 
you arc going 10 he ahle 111 IlUl 1'1),\ inspectors in cvcry country abroad? 

•
The new legislation would giw the FDA the samc kind of responsibility that the USDA 
already has for meat and poultry. Thc USDA system has worked well to ensure that 
unsafc meat and p()ultry. produl!cd in ii)]'eign I'acilities which do not provide the same 
level of protection that is requircd in domestic Iheilities, will not be imported. The FDA' 
should be ahk to run a similarly cfkctive system that ensures food safety and prevents 
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imports from any fureign country or !~lCility that does not meet U,S, food safety 
requirements or oth(:[wisc achieve the level of protection required, 

Questions:Rchltcd t(l Rl')lUrt un r;uidance 

Q: 	 Why has ',his repUl't hccn prCll:l.'cd'! , 

, 
A: 	 On October 2. 1997. President Clintun announced an initiative to ensure the safety of 

imported Hild domestic fruits and vegetables which included the development of good 
agriculturall practices and good manuf~!cturing practices for fresh fruits and vegetables 
that would1illdmk ways ttl pn:\'t.:nt putt.:ntial contamination. This voluntary guidance 
will address potential food safety probkms throughout the production and distribution 
system and , hdp ensurc the sanitatitlll and safety practices of all those seeking to sell 
produt.:c intthe U.S. market. The guidance effort will includc outreach and education, 
reflecting the Administration's commitment to direct resources toward improving food 
safety and tht.: availability of /()od surety technologies. 

The President n:questcd this status n:pnrt about progress made toward providing industry 
with good ~lgriellitural and good nWlluf~leturing practices guidance for fresh fruits and 
vegetablcs. It also pn.:sents a plan it)l' outreach to the domestic and foreign industry, 

Q: 	 When YOII say good agdcultural pntctices (GAl's) and good manufacturing 
practices (Gi\l!)s), are you talkin~ ahout 1ll1tntJatory GAPs and GMPs? , 

A: 	 No, the GAP/GMP guidance is voluntary. We are developing this science-based 
guidance with input li'om USDA, states. the agricultural community, industry, academia, 
consumers, and organizations representing the foreign produce industry. The guidance is 
intended it)r appropriate usc by growcrs, packers, manufacturers of minimally processed 
products m.ld prodmT distributors. Because the guidance is broad-based. it may be used, 
where appl.icabk. by both thl: dO!lll:stic and foreign produce industry to reduce the risk of 
microbial contamination. 

Q: 	 Does the rcport give a timcline for puhlishing the guidance'!, 	 . . 

I 

A: 	 Yes, we an:ticipale puhlishing'the drali guidance in late March with a 75-day comment 
period. Wi.: anticipate that the guidance will be available in final form in October 1998. 

This may come up hec~lllse (he deadline for the importation of Guatemalan 
raspherries is March 15. 

Q: 	 What is the status of the r; uatemalan raspberries'! 
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I 
A: 	 On November 20, t997, FDA notil1ed the Guatemalans that fresh raspberries wHJ not be 

allowed cntr;, Into the U.S. during th..: period ofMnrch i5 through August 15. 1998. 
However. if lhe source of CVc!fJ.\/JOfa contamination is found and corrected or if ' 
intervcnti(ln tcdmologics ,u~ i..kvclnpcd thaI will prevent cyclosporiasis in humans, we 
win fCvislt; this dct:l:>ion. FDA has a"sistcd Guult:mala in seeking a resolution to this 
problem since i 1)96, 1n 1:1;';:. we u:rn:ntly have people in Guatemala reviewing the 
intervcnlio:us they have repurtedly put in place. 
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j'RESIIlENT CLI:'oITON:• 
SAFE JlOOI}.IIICAlTIIY FAMILIES 

, 
'.r!Jo« ,W/C{l' b part {if fhe basic ,'mdruc/ hetween. American consumers and lheir 

government, ffJ~l'fi)(Jd (hOi doc_HI', I}l('cl OUI" clear and strict standards shoutdn', moire it into Inc 
Uni/cd Stu/cs. ,!,'", lhal.limp/a .., 

President Bill Clinton 
March 4, 1998 

Today, President Clinton i,'olls for Icgishll i,11l cn~lIr;ng the slifety ofall imported foods:, including fruits and 
vegetables. This legislnl itin will clllwllt.:C tllc Fond alld Drug Administration's authority to prevent the import 0 
ftHils. vegetables, lHld oli1l'f lood products that di) 1101 meet U.S. food safety requirements. The President also 
announces the release of a report Ihm Pfil\'ltks a billepdnt 011 how the Depar1ment of Health and Human 
Services (HHS) nnd the D ...paflllH.:nl of A£!'icultun.: (USDA) will work cooperatively with the agricultural 
commutiity to develop g,lldaucc un glld,: ,!gri;;ulturnl and lllUJiulllcturing practices for fruits and vegetables, 

ENUANCING FDA O\,(.;nsu;ul' Fon l;\lI'tIRn;o Foon~. President Cliuton is <41l1ing on Congress to pass food safely 
legislation that gives tht:jFDA gretHel' lI\:lhNlly over 'Illported foods. This legi~lntion will Cl1l'ure that thc FDA hill!:: 
imports of fruits, vegetables. and other i;)IJd proow.:ts n'om any for.cign country with food safety systems that do tnt 
provide- the same fevel ofpralt'ctlon rcquiH:d lor U,S. products. The legislation also permits the FDA to consider 
refusal ofinspectiou as a rUGlO! in hailing illll'!nh nOlll a eOllntry' orfHcility. The President already has committed 
approximately $25 mil!i,,)ll ;1\ his Fb(JI Yenr 1999 badget to cnahlclhc rDA to drama!ic<!!!), expand its im<:mationaJ 
food inspection furce in: order in impkl;li;l:t till!,. k,i;islation. 

li\fI'ROVING AGRICIJLTlm,\I. ASI) .\1A.'·':F.\CTl!I(!,';!; J'RACTIC":S. The President is announcing the release ofa 
report outlining the pfOgn..':;~ :drcady m:H!.: •. ;H)d lhe :!lctlsurcs that must still he taken -- to develop guidance ror 
the growing, proccs!iing, shipping. oml markclill£ (if (mils and vcgetahles byOc!ober J998. The guidance -- the 
first·cverspecific snrety slnndards lor IhLlI~ and ycgel:lhlcs - will nrldrcss: potential food safety problems throughod 
the production and distributioll systcm and help l'nsure [he sanitation and sntL1)' practices of all those seeking to 
sel! produce in the U.S. 1n:1I h:L 

BUII.DlNG ON A STlW,\'{; ltl:UIIU> OF ACCO.\II'I.ISII.\IE;';T. The !}resident's announcement builds on a strong 
record of food safe;), initiali,,!.:s. \:11;..uring lh~n ,\l11cricans cat the safest possible food. The Administl1ltion has put 
into place improved 3;dby ~hl11dard3 fOf men!. 1"Hlltry, aml seafood prodllels, and hBS begun the process of 
developing cnhan~ed 5la::danls fi)f 11't1i! al1d vcgdable juices. The Adminislration also has expanded research, 
education, and surveillance :ICtiVlllcS throughuut th\! food 5.1.fcty system. Major accomplishments include: 

• 	 Announcement (,r Iht: FY'l)1J pfOpo~cd rnml s:lIcty budget, including an approximate $101 mil lim increase 
for food safety il)ili<tiives. 

• 	 A comprehcns.ivc nl'W inllimh"c \(l improve the safety of nulion's food supply ~~ "Food Safety from Farm 
to Table" ~~ delllilin~ II $43 Hiillion rood ~;If(:IY program. Including measures to improve surveillance, 
outbreak rcspcma ..'. ctill-:atiol1. and n.:scan:h. 

.. 	 Safe Drinking Water Act of 1996. t<..'IjPiring drinking water systems to prolect against dangerous 
contamimmt~ Ii!;.., cryrto:-:pm [diu:'~. am! tt\'iHg rx:oplc the right to kllflV nbout contaminants in their water. 

• 	 Announcement of m:w rcgu~ations Ihat Illndcrnizc the nalion's meal and poultry inspettion system for the 
first time in 90 years. New ~falHklrds help prevent E.coli bacteria contnmination in meat. 



TI..n:: seCRCTARY o~ AGRICULTURE 

WA;SH.NGTON, D .. C .. 

;l!Qi'!!lO-OIOQ 

MEMORANDUM TO THE CHIEF OF STAFF fft ocr 23 1991 

FROM: SECRETARY DAN GLICKMAN tt,....,; A..,,-(Vl 
, 

Subject: Counlry of Origin Labeling 

Senator:Bob Graham recently v.Tote you a letter regarding S, 1042, which would require 
country of origin labeling ofirnported perishabJe agricultural commodities. You may be aware 
that Congressman Sonny BQno has introduced identicallegislarlon in the House (H.R. 1232). 

The bill would apply only 10 fresh fruits and vegetables that are imported and sold as 
fresh. Fresh produce that is imported and then processed into canned goods, for example. would 
not be covered. Vv'hile flexible in how its labeling requirements are met, the bilt does require that 
domestic retailers infonn consumers at the final point of sale of the country oforigin of 
perishable agriculture products and subjects them to fines for failing to do so,, 

, 

J'want t9 make several points. First, country of origin labeling is not a food safety issue. 
Food safety exPerts throughout the Administration believe that country oforigin labeling would 
not improve our ability to detect and control outbreaks offoodbome illness, It is possible that a 
sophisticated system afbar coding would help from a food safety perspective. but mere country 
oforigin labeling would not 

If the Administration were to support country oforigin labeling, it should not do so on 
the basis -of food safety. One potential justification could be that consumers have the right to 
know a product's country oforigin, However. some groups have expressed skepticism that 
consumers do in fact believe that country oforigin is important information. Other groups have 
raised conce~ that such labeling will be used to stigmatize imported food products through 
negative advert,ising campaigns, FinallY, a consumer right to know argument could have 
jmplications for other labeling disputes. such as our current disagreement with the European 
Union over the .. labeling ofproducts of biotechnology. 

I 

Seconct at the request of Senator Dasch1e~ the Administration has recently agreed to 
develop guidelines to assist the domestic meat and poultry industry in voluntarily Jabeling their 
products as being o(U,S. origin. We would prefer that a similar voluntary approach be 
developed for perishable agricuUural commodities, If the Administration were to support 
Senator Graham's legislation, it wuuld be difficult not to support similar mandatory labeling 
requirements for imported meal and poultry products. 

I . 



Third/industry and the relail sector are strongly opposed to country oforigin legislation 
because of the costs it would impose, \\'11ile many agricultur::tl producers support such 
legislation, ot~iers do not. in part because of concern that country of origin labeling would be 
used unfairly against U.R exports, As you know, the U.S. exports nearly 60 percent more 
agricultural pfoducts than it imports., 

I 
Fourt~. the Administration has generally objected to country of origin labeling when it 

has been considered by our trading partners, If the Administration were to support country of 
origin labeling, it could be seen as protectionist by our trading partners and would obviously 
limit our ability to object to such requirements in the future, 

I 

Fifth, it is possible to require country oforigin labeling: of imported products under our 
GAIT and WTO,obligatiollS, provided that aU imports are treated similarly. the difficulties are 
reduced to a minimum. and ,the labeling does not seriously damage the product or unduly 
increase its costs or decrease its value, 

in general. Senator Graham's legislation appears to be consistent with U,S. righrs under 
Article 9 of the WTO agreement. However. it is possible that an exporting country could 
challenge these labeling requirements as unduly increasing the costs of their product. for 
example, because the labeling requirements imposed on domestic retailers will (1) either be 
passed on to the exporting countries, making their product less competitive, or {2) make 
domestic retailers less likely to market imported products. 

Sixth. the Department of Agriculture would be required to enforce Senator Graham's 
legislation, as weH as any similar legislation on meat and poultry, without any additional 
personnel ('Ir funding. At a time of limited budgets. we question whether this would be the most 
effective use of our resources, particularly given the need to more effectively address food safety. 

I appreciate the concerns that have given rise to this legislation, but I am concerned about 
its potential adverse effects in terms ofcosts on domestic industryt possible export problems, and 
resource implications with respect to food safety, I have directed USDA officials to develop 
alternative legislation that would minimize these potential problems should the Administration 
decide to support cOuhtry oforigin labeling. I expeel this draft legislation to be ready for 
interagency clearance by the end of next week:. 

Please leI me know your thoughts. I would like to discuss this issue with you further. 
I . 
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U.S. DEPARTMENT OF AGRICULTURE 

Washington, D.C. 


FEB 24 I99S 

The Honorable William lelTerson Clinton 
The White House 
Washington, DC 20500 

. 	 , 
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Dear Mr. President: 

Attached is our report, as requested in your October 2, )997 Directive, on progress made on the 
Initiative to Ensure the Safety ofImported and Domestic Fruits and Vegetables, The report is a 
synopsis of the progress we have made in providing Good Agricultural Practices and Good 
Manufacturing Practices guidance to domestic and international growers, harvesters, handlers, 
and transporters of fresh fruits and vegetables, 

The report also discusses our plans for extending existing programs in order to improve the 
monitoring of agricultural and manufacturing practices domestically and abroad, to assist 
domestic and foreign producers to improve those practices, where necessary, to prevent the 
distribution and importation of unsafe produce, and to accelerate research to support these 
activities, 

Sincerely, 

Donna E. Shalaln 
Secretaiy ofHealth and Human Services Secretary of Agriculture 

El'\c!osure 



Initiative 10 Ensure the Safety of Imported and Domestic Fresh Fruits 

and Vegetables: Status Report 

Background 

American consumers enjoy one of the safest food supplies in the world. However. over the last 
several years there has been an 'ncrease in reported outbreaks of foodborne iHness associated with 
both domestic and imported fresh fmilS and vegetables, In May 1997, as part of the President's 
Food Safely Initiative, the Department 01 Health and Human Services (DHHS), the Department of 
Agriculture (USDA), and the Envirorunental Protection Agency (EPA) sent to the President a 
report that identified produce as an area of concern. On October 2, 1997, President Clinton 
announced a flew initiative to ensure that our fruits and vegetables, including those imported ffom 
other countries. meet the highest health and safety standards, 

The Pre~idcnt called on Congress to give the Food and Drug Administration (FDA) the authority to 
better assure that food imports meet existing Uniled States food safety laws and regulations. 
LegjsJation has been introduced in the House of Representatives that would enhance FDA's ability 
to ensure the safety of all foods imported into the U.S. The legislation would enhance FDA's 
ability to protect U.S. consumers while being consistent with U.S, trade rights and obligations. 

(n addition. the Presidenr directed the Secretary of Health and Human Services and the Secretary of 
Agriculture to work together tn close cooperation with the agricultural community to develop the 
firsH~vcr safety guidance for the growing, processing, shipping. and selling of fruits and 
vegetables. This voluntary guidance wHl address potentiru food safety problems throughout the 
production and distribution system and help ensure the sanitation and safety practices of all thoSe 
seeking to sell produce in the U.S. market. This second component of the President's Directive­
voluntary guidance - is an important outreach and education effort. reflecting the Administration's 
commitment to direCt resources toward improving food safety and the 3vailability of food safety 
technologies. 

The President's FY 1999 budget includes funds necessary to expand FDA's internaliona~ 
capabiiities; fuU implementation jn FY 1999 wiH be contingent on receiving adequate 
appropriations, 

Ihis ReWlr! 

The President asked the two Secretaries to report back to him with a plan and schedule fot 
developing this guidance. This report presents the progress made to develop voluntary guidance 
for the growing, processing. shipping, and selling of fruits and vegetables and the schedule und 
plans to accompJish these and the other elements of the President's produce initiative, To meet the 
President's,goal that our produce meet the highest health and safety standards, the DcpartlliCnts 
will develOp voluntary Good Agricultural Practices (GAPs) and Good Manufacturing Practices 
(GMPs) guidance for produce (henceforth referred to as guidance). GAPs cover production 
practices induding growing. harvesting, handling, and transportation. GMPs primarily addre.<;s 
harvesting and transportation. hut also indude a.~pects of manufacturing such as processing and 
packaging, GAPs- and GMPs by necessity. overlap and are interrelated. 

I 

,
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This report also describes interdependent activities that will help industry successfully apply the 
~'oluntary guidance, For example. the domestic and foreign industry may require technical 
assistance from U.S. agencies to effectively apply the voluntary guidance, Education and outreach 
efforts will be provided to [he domestic and foreign industry and lhese activities will he based on a 
strong underlying, accelerated research program. In the long-tenn. research and risk assessment 
on fresh produce will be incorporated in the multi-year Food Safety Initiative research planning 
proce.<;s, Development of this interagency research planning process is being facilitated by the 
White House omce of Science and Technology Policy. 

The U,S. produce industry. states. and filany countries exporting fresh fruits and vegetables to the 
U.S. have already taken significant steps to develop and implement improved agricultural practices 
and guidelines, Activities in this initiative, particularly in developing the voluntary GAP/GMP 
guidance, recognize this effort and build on it, 

I. GOQd Aeri<pilural Practices/Good Manufacturing Practices GuIdance 

Status: FDA. working with the USDA. is preparing a general GAPIGMP guidance document. 
FDA p11lns to publish the document as proposed voluntary guidance with opportunity for public 
comments. This guidance. titled "Guide to Minimizing Microbial Food Safety Hazards for Fresh 
Fruits and Vegetables", describes science-based good agriculturHI practices that farmers and 
producers may use for water quality. manure management, sanitation (both field and facility 
sanitation. as wen as worker hygiene). and handHng and transportation. The guidance also 
desCribes use of producer identification and information on the now of [he product through 
distribution channels.. This information can facilitate source identification, should a commodity be 
associated with a foodbome illness outbreak. This guidance can be used by both domestic and 
foreign fres.h fruit and vegetable producers to help ensure the safety of their produce. The 
guidance. which is a science-based evaluation of risks, will be consistent with World Trade 
Organization obligations and will not impose unnecessary or unequal restrictions or barriers 'on 
either domestic or foreign producers, The agencies recognize that appropriate use of pesticides and 
related antimicrobial agents play an important role in controlling mkrobial contamination, but 
caution that excessive or inappropriate use of these substances does not take the place of. 
GAPslGMPs. 

FDA and USDA sponsored. with states, a series of public meetings from mid-November to mid­
December, 1997. in which the agricultural community. the international trade community, 
consumers. and the scientific community participated. The purpose of these meetings was 10 give 
participants the opportunity to offer their perSpective on the working draft guidance and provide 
commentlj., technical infonnation, and suggested modifications to the draft guidance. The National 
Advisory Committee on Microbiological Criteria for Foods' Fresh Produce Subcommittee (a 
USDAlFDA advisory committee) was present at the first public meeting, Based on infonnation 
exchanged at that frrst public meeting and Subcommittee members' expertise, the Subcommittee 
provided recommendations that were incorporated into the working draft guidance document. This 

,revised working draft document was subsequently used as the basis of discussion at a series of 
meetings for the agricultural community. These "grassroots" meetings were held al six regional 
locatioll~ around the country during December. The agencies also presented the draft guidance to 
representatives of embassies and individuals associated with importing produce into the U.S. at ull 
international meeting in December. Feedback from the agricultura.l community through the 
"grassroots" meetings and other fora is essential to be sure that the guidance being developed is 
practica~ and applicable, Development of the final guidance will draw on scientific data and 

I 
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otherinfonnation that describes the fresh fruit and vegetable industry domestically and in countries 
exporting products to the U.S. 

FDA, with USDA, will oversee a task force (with representation from other federal agende....; and 
states) t~ assist in developing additional gUidance if sound science. risk, or experience with general 
guidance indicate a need. The additional guidance may be tailored to reduce the potential for 
microbial contamination with specific pathogens (e.g.• E. coli 0 ~57:H7. C)'ciospora) and to 
reduce contamination associated with particular hazards (e.g., microbially-derived toxins) and 
conunod,itjes. This type of guidance can also be designed to minimize microbial contamination 
through particular pathways, such as control of water quality, worker sanitation and health, field 
and facility sanitation, and transportation and handling of produce:. Options arc being explored to 
detemlin'e the most efficient ways to provide industry with effective guidance that yields the most 
benefit for the resources expended ..Any additional guidance will he developed through an open 
process involving industry. consumers, academia, states. and public health professionals. 
including the FDA public review and comment process. , 
The general guidance may be augmented as information about scientific advances and risks 
associated with fresh produce received from a variety of sources, (e.g" foodborne illness 
outbreaks and research) indicates the need for targeted guidance or refinement of the general 
guidance. 

Timeline: 

Short-term - October· Decemher 1997 


a. 	 FDA drafted proposed voluntary GAPIGMP guidance 
b. 	 FDA and USDA held a public meeting and a meeting of the National 

Advisory Committee on Microhiological Criteria for Foods to solkit 
comments and recommendations on the guidance 

c. 	 FDA and USDA conducted grassroots and international meetings to receive 
conunents and information from the public 

Mid·tenn - January. May 1998 
3. 	 FDA. working with representatives from USDA, EPA. Occupational SafelY 

and Health Administration (OSHA), and the State Dep=ents of Agriculture 
and of Health from California, Florida, and Michigan. will analyze comments 
and infonnatjon from the public, grassroots. and international meetings and 
revise guidance incorporating that Information 

b. 	 Publish revised guidance as a proposal in the Federal Register 
c. 	 Corruuent period of 75 days for public to submit comments and information 

pertaining to the guidance 

Long-term -June 1998 and beyond 
a. 	 Evaluate comments and revise guidance into final guidance 
b. 	 Publish final guidance in the Federal Register by October 2, 1998 
c. 	 Create an interagency committee to evaluate the need for additional guidance 

and, if additional guidance 1S needed, over!>ee and direct the development of 
that guidance 

d. 	 Develop a strategy to refine existing guidance, jncorporating advances in 
science and knowledge aooUl produce safety and informution about new risks 

e. 	 Develop risk a'ise.'isment techniques to use in evaluating the effectiveness of 
and refining (bused on that evaluation) implemented food safety comrol 
strategies 
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Supporting Information: To complement data and information being developed 
domestically, comparabJe data and country information, such as epidemiologic data on human 
health and food safety legislation and regulations affecting production, handling, and storage of 
produce for selected countries that export produce to the u.s. wiH be compiled by mid-july, 1998. 

Timeline: 

Short-term - November 1997 • June, 1998 
a, Identify and compile current data concerning primary sources of fresh fruits 

and vegetables 
b, Identify and compile available data about domestic agricultural practices and 

foreign food safety legislation and regulation for selected countries that export 
produce to the U.S. This information win support the scientific (incJuding 
evaluation of risks.) approach. 

c, Identify gaps in current data 

Mid·term - June - August 1998 
Federal and slale government agencies wUl develop a proposal to fin data 
gaps in consultation with industry 

Long-term - September 1998 and beyond 

Using available funding, implement a plan to fill gaps. 


II. Technical ASl;ilitance and Education and Outreach 

Technt'cal Assistance: 

Technical expertise and resources must complement the voluntary guidance to achieve 
improvement in the safety of fresh fruits and vegetables. The guidance will be most effective when 
safety is bolstered at every step in the process, from in-field operations through distrihution to [he 
consumer, U.S. government agencies, FDA and USDA in particular, will work with appropriate 
U.S. and;foreign government public health and agricultural agencies, as well as with industry 
groups, to provide technical assistance needed 10 support appropriate application of the guidance 
by the produce industry. If a foreign government is interested in learning more about the U.S. 
guideline;s and systems for assuring the safety of domestically produced and imported fresh fruits 
and vegetables. overseas personnei from USDA and State Department will collaborate as necessary 
(0 facilitate these visits. Likewise, in order to provide technical assistance or followup to 
foodborrle illness outbreaks, these overseas personnel will facilitate visilS of FDA andlor Centers 
for Disease Control and Prevention (CDC) investigators or scientists to foreign operations to 
ascertnin the source of problems that may pose a safety hazard in produce exported to (he U.S. 

USDA and FDA plan to work with a broad spectrum of representatives from the,public and private 
sector in foreign countries and in the C.S, to promote appropriate application of the guidance and 
improve production and processing practices. These include officials from the health and 
agriculture agencies in foreign countries, the Food and Agriculture Organization. the World Health 
Organization. and subsidiary organizations (e,g., Pan American Health Organization), as well as 
exporter associations and multinational banks. In the U.S., the agencies will work with 
appropriate land grant coUeges and universities. state agencies, find industry associations, (n 
working with domestic and foreign groups, it is criticaltbat in addition to technical assistance. we 
provide clear guidance on the legal requirements for offenng fresh food for sale in tbe U.S, With 
this unde'rstanding, the foreign and domestic government, industry. and ucademic groups can 

I 
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guide producers' decisions about what. if any, modifications of current practices are appropriate 
for industry to satisfy U.S. legal requirements for foods. As part of this effort, L:SDA and FDA 
will share new technologies as they are developed to enhance the :>ufety of fresh fruilO; and 
vegewbles. such as improved manure treatment methods, more sensitive analytical methods, and 
post~harvest treatments to reduce levels of or eliminate pathogens on produce. 

Timeline: 

Short-tenn-November 1997 - September 1998 
a. 	 FOrnI an interagency cadre to establish procedures to develop technical 

assistance and education outreach programs. 10 identify gaps in data to 
understand agricultural practices, and to assess effectiveness of the programs 

h. 	 Identify ongoing programs providing technical assistance to domeslic 
producers and selected foreign countries that export to the U.S. related to 
produce safely 

c. 	 Integrate the goals of the President's Directive into ongoing programs where 
appropnate 

d. 	 Identify gaps where technical assistance may no! be available 

Long-tenn -September 1998 and beyond 
a, 

h. 

Develop and implement a stm,tegy to provide lechnical assistance necessary to 
achieve the goats of the President's Directive 
Evaluate effectiveness of GAP/GMP guidance and update the guidance 
accordingly 

, 
Education and Outreach: Education and outreach programs are essential to foster appropriate 
application of the guidance by the domestic and international fresh fruit and vegetable industry. 
These programs are pivotal to indusuy's underslanding of the essential principles of the guidance. 
as well as the scientific and practical reasons. for application of the guidance as everyday production 
and processing practice. Others. in the distribution chain from the fruit and vegetable producers to 
the finaJ'user- the consumer - must he reached by thet;e'programs. in order to assure that the care 
tukcn to:prevent microbial contamination in growing, harvesting, processing. and transporting is 
not thwaned by later mishandling. 

USDA. through its partnership with State Cooperative Extension Services in the Uniteci States, 
will provide leadership for the Dlrecdve's producer outreach and educationa1 strategy. USDA. 
FDA and CDC will phm a national food safety scientific and education conference in 1998 
to share current scientific and educational information on food safety risks that can further enhance 
the microbiological safety of fresh fruits and vegetables, to apprise scientific experts and extension 
professionals of the voluntary general guidance document and to discuss. methods for promoting 
appropriate application of the guidance. The guidance will be incorporated into extension 
programs focused on the best management practices in fruit and vegetable production. It will also 
serve as a basiS for directing program resources to help assure appropriate application of 
production practices which minimize contamination of fruits. and vegetables. State and local 
ex.tension agents can playa vital role in the successful applicarion of the guidance, since they are 
knowledgeable about on~fann production practices and can pro-vide expert advice on how 
producerS can incorporate interventions recommended in the guidance to reduce the risk of 
microbial contamination at the farm level. 
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To reach the domestic produce industry workforce, the guidance and associated educational 
materials must be available in native languages and must use terms understood by this diverse 
community. Mu1ti-lingual materials are also needed for use In foreign countries. 'fo meet these 
needs, FDA and USDA wiH work with industry and foreign governments to provide translations 
of the guidance documents. as well as associated training and information rnmeriais. as the 
documents arc finalized. 

We anti~ipate that education and outreach activities will reach "beyond the immediate needs of the 
growers, harvesters, processors, and distributors of fresh produce to the wholesale and retaH 
segments of the industry and to the consumer. Expanded education efforts will be directed (0 

increasing awareness of how to enhance the safety of fresh fruits and vegetables. as well as about 
use of safe practices for band ling and storing fresh produce. 

The infonnlltlon provided at the grassroots and international meetings wiiI help the agencies 
prioritize outreach activities and preparation of materials. FDA and USDA anticipate drawing on 
the reso:urces and expertlse of other agencies and industry groups to provide outreach and 
education, particularly targeted to specific regional needs in the U.S. The agencies have met with 
representatives of state agriculture department.') and the industry to begin discui>sions of how best 
to make. available needed training and infonnation. We anticipate that industry itself wiH be a 
primary, vehicle for outreach and education activities. 

In the irltemational arena, USDA wHl be instrumental in faci1it~ting the development of education 
and training programs. The USDA's lnternational Cooperation and Development staff can 
facilitate development of cooperative training programs on the guidance, in collaboration with other 
agencies capable of providing funding for these activities. The State Department wm facilitate FDA 
and USDA contacts with foreign governments and industry groups to inform them of the guidance 
and provide technical assistance. USDA will also explore mechanisms to obtain the resources and 
expenise from other international organizations. such as the Food and Agriculture Organization and 
the Inter-American Institute for Cooperation on Agriculture, in order to facilitate discussions on 
produce safety issues. FDA and USDA will evaluate the scope of GAP/GM? education programs 
and materials needed to educate'foreign governments and org~izations, factoring in infonnation 
provided at the internationaL meeting: 

Timeline: 

Short-term - March - May 1998 
a. 	 Working with industry, develop a program to provide growers, harvesters. 

distributors, and other aspects of the industry with background and 
infonnation about the hazards, particularly microbial. associated with fresh 
produce , 

b. 	 FDA and USDA will convene a National food safety and education 
conference on fruits and vegetnble-Ii to discuss the draft guidance 

c. 	 Pending finalization Qfthe guidance, take preliminary s.teps to detennine 
mechanisms for providing information and assistance to the domestic 
industry in applying guidance, Likewise, preliminary steps will be taken to 
develOp a program targeted to foreign producers. 

Mid-term-July -September 1998 
a. 	 FDA and USDA will develop a strategy to educate producer~ and promote the 

appropriate application of the final voluntary general guidance which involves 
federal agencies, states. and the industry. 
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b. 	 Work with other groups (foreign governments, foreign iodustry groups) to 
develop a strategy for promoting the appropriate application of voluntary 
guidance 

Long-teon - October 1998 and beyond 	 . 
a. 	 Develop a strategy for refining outreach efforts to meet needs identified by 

specific producer and industry :;.ectOts. 

HI. 	FoCused Inspections" and Verifyine Application of Guidance 

.':. 	 Inspection and Testing: Inspections of fresh fruit and vegetable .operations in combination 
with sampling and testing provides FDA and USDA with scientific infonnation about the microbial 
quaiity of both domestic and imported products. Identification of microbiological problems allows 
implementation of prevention or intervention measures before illness occurs. It also aids in 
targeting educational outreach and technical assistance, 

FDA will expand its fresh fruit and vegetable inspection and testing program for dome.l):tic and 
imported produce. Additional resources will be focused particularly on sampling products from 
areas, in the U.S. and abroad, where there is evidence that a potential hazard exists and preventive 
measures are lacking, 

Verification: Verifying the application of the guidance! particularly in segments of the industry 
where tnlcrobial foodborne illnesses have occurred, is integral to determining its effectiveness in 
redUCing the risk a.iisociated with fresh fruits and vegetables. The USDA and PDA will use 
evaluation of risks and survey techniques, such as USDA's Fruit Survey and Vegetable Survey 
and FDA field surveys of processors. to determine the extent of application of the guidance by both 
the domestic and foreign industry and the effectiveness of the GAP/GMP program in reducing the 
occurrence of pathogenic microorganisms and the incidence ofproduce~associaled iUncsses. The 
fl~t surVey will be conducted to determine current practices, specifically those practices that have 
the most impact on public health and those that arc covered in the general guidance. This baseline 
infonnatlon will be augmented with infonnation from other sources, such us foreign governments 
and state agencies, on current practices. A second, more extensive, survey on practices will be. 
conducted at a later date. This infOimation - from lhe surveys and other sources - will be used 
to evaluate application of the guidance and to make necessary adjustments in the GAP/GMP 
program. induding refinements of the guidance. , 

Timeline: FDA's inspection and sample collection and analysis activities wiU be 
I 	 expanded. Increased inspection and testing efforts are budget dependent and 

would be desirable to help evaluate the effectiveness of the generaJ and 
additional guidance. The verifying activity will begin in FY 1999. 

IV_ 	 ~c<.leral.d &!I!d Safety R ....rch 

Successful implementation of this initiative'relies on scientific researcn and characterization of the 
risks to'public health posed by microbial contamination. The overall research goal identified in this 
initiative is development of cost..effective intervention and prevention 5trntegies to reduce the 
i!lcidencc of foodborne illness, Research will also suppOrt development of improved detection 
methods useful in a variety of environments and tm'gcted to sources of contamination. These 
methods will be used to support long-tenn surveillance and monitoring of both domestic and 
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imported produce at the point of production and harvest (e,g" methods for detection of Cyciospora 
and Hepatitis A on produce) and to suppon development of control and prevention strategies that 
augment use of general and additional GAP/GMP guid.nce. 

FDA and USDA both have vigorous research programs in areas related to development of 
pathogen detection and quantification methodology. as well as development of control and 
prevention interventions. EPA and USDA research would be conducted to assess the significance 
of pathogen concentrations in natural (free--flowing) and agricultural water supplies and potential 
subsequent contamination of fruits and vegetables through irrigation practices. 

FDA and USDA are individually and conectively reviewing their respective FY 1998 research 
projects felated to fresh fruits and vegetables to identify specitic research that can be accelerated. 
USDA and FDA have held research planning meetings with other agencies conducting food safety 
related research. including lbe CDC, EPA, Department of Defense. Department of Energy, 
National Science Foundation. and National Institutes of Health (NIH), In addition, the agencies 
have met with industry and consumer representatives to determine what food safety research is 
currently ongoing or in the developmental stages outside the government and to identify research 
needs from this outside perspective. 

The agencies are developing a coordinated research plan for reducing microbial risk in produce. 
The research plan is scheduled to be available tn early 1998. Four specific areas for research focus 
have been identlfied as: improved detection methods, resistance to traditional preservation 
techniques. antibiotic resistance, and development of intervention strategies. Research is cUlTCntly 
under.vay in all these areas. Among the areas to be further investigated are; packaging, storage, 
and preservation technOlogies; production practices; and use of post-harvest treatments to reduce 
levels of unavoidable microbial contamination, NIH rescurch on pathogenicity and clinical human 
diseas:e win support both development of detection methods und the risk assessments necessary to 
evaluate control strategies for the target pathogens.

I 	 . 
Research and chardcterization of risksjs a high priority. RC:iCMch on preventive technologies and 
interven~ion strategies to reduce or eliminate microbial contamination is a specific priority. Work 
will be conducted on manure treatment or composting techniques to assure that the manure is 
accepta~le for application to a specific commodity. Post-harvest chemical (such as use of 
antimicrobial agents in wash water) and physical treatments will be investigated for fruits and 
vegetables, as will methods of preventing the persistence and growth of pathogens on both whole 
and min~mally processed produce during storage and transportation. Another area of research that 
will be accelerated is methods development, specifically methods to detect Cyclospora and 
Hepatitis A on produce. Studies of chemica1 pattern recognition (trace-element fingerprint.,) to 
identify where specific foods were grown or processed will also aid in tracebacks to detennine 
both the.source of foods and the pathogens implicated in foodhorne illness outbreaks. 

,, 
TimeUne: , 

Short-tenn-September 1997 - Murch 1998 
a. 	 Initiated interagency review of research relnted to safety of fresh fruits and 

vegetable.'i 
b. 	 Research plan will be available in early 1998 that will identify fresh fruit and 

vegetable-related research 

I 
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Long-term - April 1998 and beyond 
Q, Develop an ongoing process for interagency review of research progress and 

identification of new research needed 
b. Develop scbedule for making the updated research plan available periodically 

V. Participants in ttiis Initiative ' 

The following agencies are contributing to this initiative: the Food and Drug Administration, the 
National Institutes of Health, and the Centers for Disea.~ Control and Prevention in the Department 
of Health and Human-Services; the Agricultural Marketing Service, the Agricultural ReseaJ'ch 
Service/the Animal and,Plant Health lnspection·Service, the Cooperative State Research, 
Education. and Extension Service, the,Economic Research Service, the Foreign Agricultural 
Service, the Food Safety and. Inspection Service. the National Agricultural Statistics Service, the 
Natura) Resources Conservation Service, and the Office of Risk Assessment and Cost Benefit 
Analysis in the U.S. Department of Agriculture; the Environmental Protection Agency; the 
Department ofLabor's Occupational Safety and Health Administration: and tbe Departrncot of 
Defense's r; ,So Army~Natick Research Development and Engineering Center are also working on 
segments of the initiative, 
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES 
I SECRETARY OF AGRICULTURE 

SUBJECT: : Initiative to Safeguard Imported Fruits and Vegetables 
I , 

During my Administration, we have taken significant steps to strengthen our entire food 
safety system, including expanded research, education, and surveillance activities. We also have 
put into place enhanced safety standards relating particularly to meat, poultry, and seafood 
products. These measures have greatly improved the safety of the nation's food supply and 
reduced the incidence of foodborne illness. 

We need to build on these efforts, and today I ask you to do so by focusing on the safety 
of fruits and vegetables, and particularly those imported from foreign countries. Last year, 38 
percent of the fruit and 22 percent of the vegetables consumed by Americans camr from 
overseas. We must ensure that these fruits and vegetables are produced under safety systcms 
equivalent to those existing in the United States, at the same time as we upgrade our own 
domestic standards. 

As you know, I am introducing legislation in Congress that will help accomplish this 
task. This legislation will authorize the Food and Drug Administration (FDA) to halt imports of 
fruits, veget~bles, or other food from any foreign country whose food safety systems and 
standards are not on par with those of the United States. This authority, which is equivalent to 
power the USDA now has to halt the importation of meat and poultry, will enable the FDA to 
prevent the importation of potentially unsafe foreign produce, In addition, I will ask Congress 
for an increase in FDA funding in Fiscal Year 1999 to allow the agency to expand dramatically 
its international inspection force. With this greatly increased ability to inspect food safety 
conditions aproad, the FDA will be able to detennine when to halt the importation of fruits and 
vegetables from foreign countries. , 

At the same time, I direct you to take administrative actions that will better ensure the 
safety of fruits and vegetables corning from abroad, while continuing to improve the safety of 
domestic pr~duc~. You should accelerate whatever food safety research is necessary to support ., 
these actIOns. 

First, I direct the Secretary of Health and 1·luman Services, in consultation with the 
Secretary of Agriculture, to report back to me within 90 days with a plan on how to improve the 
use of existing and projected resources to monitor agricultural and manufacturing practices 
abroad, assist foreign countries to improve those practices, and prevent the importation of unsafe 
produce, including by detecting unsafe food at the dock or border. I especia!1y urge you to 
consider the best ways to target inspection and testing rcsources toward those foreign areas 
where probl~ms arc especially likely to occur. 

Second, I direct the Secretary of Health and Human Services, in consultation with the 
Secretary of Agriculture and in close cooperation with the agricultural community, to issue 



,I 
within one year guidance on good agricultural practices and good manufacturing practices for 
fruits and vegetables. This guidance should deal with such matters as sanitation, worker health, 
and water use, and should take into account differences in both crops and regions. By providing 
the first-ever specific safety standards for fruits and vegetables, the guidance will improve the 
agricultural and manufacturing practices of all those, foreign and domestic, seeking to sell 
produce in the U.S. market. To ensure that this guidance has the widest possible effect, I also 
direct the development of coordinated outreach and educational activities regarding these new 
safety standards. 

These steps, taken together and in coordination with the legislation I will send to 
Congress, will ensure to the fullest extent possible the safety of fruits and vegetables for all 
Americans., I will also direct the Administrator of the Environmental Protection Agency and the 
Secretary of Labor to provide you with assistance in achieving this goal. 

I, 
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"We have built a solid foundation for the health of America's families. But clearly 
we must do more.' No parent should have to think twice about the juice they pour 
their clu7dren at breakfast, or a hamburger ordered during dinner out. " 

• President Bill Clinton, Radio Address, January 25, 1997 

Today, Vice President AI Gore accepted a major report·~ "Food Safety From Farm 
10 Table" ~. on how to reduce the incidence of foodborne illnesses from Health and 
Human Services Secretary Donna E. Shalala, Department of Agriculture Secretary 
Dan Glickman,' and Environmental Protection Agency Administrator Carol M. 
Browner, The report, requested by President Clinton in January, sets forth new 
steps the Administration will take this year to strengthen food safety and details 
how we will use $43.2 in new funds the President has requested in his 1998 
budget, 

Working with consumers, producers, industry, states, universities, and the public, 
the Administration. has developed measures to reduce foodborne illness from 
microbial cont~minants; the AdministratIon will: 
o 	 Improve inspections and expand preventive safety measures: FDA will use 

$8,5 mijlion of the new funds, in part, to hire additional Food and Drug 
Administration (FDA) inspectors tor seafood plants and to expand the Hazard 
Analysid and Critical Control Point (HACCPI approach to the fruit and 
vegetable juice industries, U,S, Department of Agriculture (USDA) will 
propose!preventlve measures, including HACCP, this year for egg products. 

o 	 Increase research to develop new tests to detect foodbome pathogens and to 
assess risks in the food supply: The agencies will target $16.5 million to 
critical research needs, such as giving federal, state and local food safety 
officials;new tools to detect these pathogens, some of which ~~ like the 
Hepatitis A virus and cyclospora -- cannot now be detected in many foods., 

, 
o 	 Build a national Early Warning System 10 detect and respond to outbreaks of 

foodborne illness earlier. and to give us the data we need to prevent future 
outbreaks: With $13,7 million of the new funds, USDA, FDA, and Centers 
for Dise~se Control and Prevention will increase the number of active 
"sentine,f sites" across the country from 5 to 8 (current sites are in Northern 
Californi,a. Oregon, Minnesota, Georgia and Connecticut; new sites added 
this yea~ are in New York and Maryland, and the eighth will open next year) 
and will 'equip these sites with new technology to identify the diseases and 
their sources and to communicate these findings nationwide rapidly. 

o 	 Establish a national education campaign that will improve food handling in 
homes and retail outlots, FDA, USDA, CDC, and the Department of 
Education will launch a new public~private partnership with industry, 
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producer and consumer groups, and states to raise public awareness of safe 
food practices. Using public and private funds, the partnership will develop, 
disseminate, and evaluate a single food-safety slogan and several standard 
messages. USDA and FDA will use $4 million of the new 199B funds to 
support this"and other education activities. 
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o 	 Strengthen coordination and improve efficiency: USDA, CDC, FDA and EPA 
will form a new intergovernmental group to improve federal. state and loca! 
responses to outbreaks of foodbome illnesses. Working with all 
stakeholders, the agencies will develop a strategic plan to further improve 
coordln"ation, use resources more efficiently, and measure progress toward 
our , common goa! of reducing foodborne. 

Building on Our Accomplishments 
Food safety is a major public health challenge: millions of food borne illnesses and 
thousands of food-related deaths occur annually. From the beginning, the Clinton 
Administration has made improving the safety of the nation's food supply a top 
public health priority, 

o 	 Buitding on the recommendations of the Vice President's National 
Performance Review, the President put in place new science-based. hazard 
prevention systems for seafood, meat, and poultry. In late·1995 the 
Administration issued new rules to ensure seaiood safety, In July, 1996 
President Clinton announced new ~egulatjons to modernize the nation's meat 
and poultry inspection system for the first time in 90 years. The new Early 
\lVarning System will gather critical scientific data to further improve these 
prevention systems 

o 	 tn August, 1996 President Clinton signed the Food Quality Protection Act -- a 
comprehensive overhaul of our laws that regulate pesticides in food putting 
in plact; reforms that the Clinton Administration had urged since 1993, 
These reforms will ensure health and safety for American families through a 
more protective, more stringent health-based standard plus special new 
provisi<?ns to protect the health ot infants and children from pesticide risks. 

o 	 last August, President Clinton also signed a new safe drinking water law 
that strengthens protections to ensure that American families have clean safe 
tap water -- improvements that the Clinton Administration has called for 
since September 1993, 

- 30 ­
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Food safety initiative final version carries provisions for enhanc:ed seafoo,d :1" 
surveilanc:e. food safety c:ounc:iI, education partnership, manure regulation ;. 
and more ' ~/7 \Y 

Tbe seafood induetty willaeo inereased government attention on Vibrio uulni/icu. ~~ r. ~I 
and the Norwalk vinte ifCongren approve, tund~g for th. m~lti~agB~g- food r9oJ>-~ J" 
safety initiative, 'I.luroea told Food Chemieal "'~W,. The final version of that \ ~ ..... 
initiative £alla tor mcrea.ecd lJurveil14nee for Vibrio vulni[icfU by CDC. FDA and ~0\1 
state. through'boo.ta: iA pertOl1neland epidemiological and lab t'e8011l'Cea. (}J':>. ,~' 

That effort. detailed in a. final vuaion of tbe initiative submitted to President vJ"'tt " 
Clinton, would compriAe an enhancement of the Gulf Coast Vibrio vuln.i/icus 
8urvelllance program. The report, wl¥ch is about 50 pll&eslong,. calls for research 
to devnlop new decontanUnatiol1 metbods for such contamiminte as Vibrio and 
Norwalk' on ae~food. as well All fOr hepatitis A on stra.wberries. The entire report 
.mphaeh:ea the need: for researeh to find and improve pathogen dewction methods. 
The federal apneic" .involved in t1)e initati,,;,o are CDC. FDA, USDA and EPA 

One source e\MG to the initiative noted that even if the government had known 
a.head,oftime about the hepatitis A reC4!lJltly linked to Mexk:an strawberries. the 
hepatitis A could not have been detected because tho IOvernment lack" reliable 
methodology fnt sU1!h detection. Pathogen detection in the food supply is 
complicated by the fact that detection i. ditr....nt for almost every type of food, 
Tbat is, detection ofpnthogens in milk i8 different from detection in berries. which 
is diB'er&J1t from detection in meat, etc. - - . 

The White Hou.oo wu &eheduled to announce the final version of the i..D.itiative 
. 	April 29. but that was p08tpone:d due to oonru~~ with oth~r"Whitc House prese 

events, At preS8 time. oources eaid that an an~uncement oftlIe initiative hy Vico 
P",.ldent AI G.", w....heduled for May 12, but Ihat det. - and Go...'. 
availability for the &vent - could change again. 

(See FSI, Pag. 37) 
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'1f ... improved objective performance standard. 
.can be orafted through additiona~ ""ientif'icaUy 
booed rulemaking,• Boyle add.d, • AMI will 
support aud partlclpate in tho.. effort.: 

Consumer groups not satisfied 
with spinal cord ••fety 

On Monday, April 28, Billy and bis calle ague." in 
FSIS held another ",••tlng focu.ing on AMR, 
thia one with reproeentativet from the enne.umer 
advocacy groups Public Voice l National 
Conaurnere League. Center fOr Scienoo in the 
Public1nte",Bt, and the Safe Food Coalition. 

The meeting w.. prefaced by an April 22 letter 
from NCL'. Lind. Golodner to Billy .nd 
Agriwlture Secretary Dan GlicklXlan.. MeL 
appears to be backing off its Bulier demands 

, that back and neek beMa ~ kept out ofAMR 
eysteme altogether. an ac~ion taken by Britain 
more than·a year ago. Instead. Qolodner 
'U,gpsted that USDA impoee bone lIlCoring 
zeqwr.:unents. "an iron limitation of not more 
than 2 nti per 100 g." a ea.lcium test penoftll8d 

,"after aep8.Htof and befoN! the desinewer" fur a. 
maximum level of 20 mg per 100 g. and a 
prolu"bitian on pN.i~ni· 

uRe$Olving the spinal cord and marrow iS8UU 

through lenrthy rulemakinr pl'Oe6dures is 
unnece888.ry legally and represent;' an 
unacceptable abdication of reoponaibiHty," 
Golodner wrote. '~he British waited much too ' 
long to act deciaively and bave paid a very dear. 
price," NCL and (lther COD.umer grouj:)lt are 

. concerned that spinal cord in AMR meat msy 

expose mlUlY American c:itizene to a higher risk 

of transrnUJsib1e apongiform encephalopathies. 

B~tain·s deadly "mad cow dis6aee." 


At their meeting, the consumer groupe 
reiterated these issues, focueing.on the BSE risk 
from spinal cord. They cited' riaL: fac:to!3, 
including the importa of British cattle into the 
U.s, in the 1980a, the imports. ofMexieall cattle 
into the U,S, that continue every year. and the 
Jimited :resources FDA will have to enfo~e ita 
proposed mitmm8,lian·to~ruminant feed baa, 

According to one oithe consumer group 

participants, the spinal cord directive will be 

"cmeing tho barn door a~r the hQl'OO is out," 

Since spinal ~rd is only all eeonomic 


\ 

adulterant', not.li 'heAlth hazard. IUp(tCt product 
would go into diitribution even ifaome of it is , 
sent off for teate, 

l'We're not convinced that the directive itselIwi11 
provide a complste ~flurance that spinal eord 
won't get into ond prod:uet8." one eontJumer 
advocate explained. The advocate noted. 
how6vfr.:that the directive may be uaCful in 
puttml'Preuure on industry to keep spinal cotd 
out of'AMR systems. "The next step,is for us to 
meet with industry," the advocate said. 

Under the terms ofUSDA'e 1994 reorpDization, 
PSIS cannot propose a "major recutation.. 
dealing with human health Qr safety (changing 
the definition of meat to exclude apinal (;ord 
would quaUfy) witho~t performing a risk 
assessment and cost-benefit analysis. which 
would take a minimum ofsix months to 
complete, The entire rulemaking Pr0e6S& would' 
laat for one to two yeata. "They're doing the bost 
t~at they can j " the eonsum6r advocate admitted, 

On the bani! marrow issue. the OOnaumer groups 
requested that FSIS propose a rule aimed· 
against "unacceptably high" truU'TOW UI"ia in 
AMR product. Bona seoring requirement. might' 
be'UMd. as in NCL'6 propoaal, But the 
perfarmance. BtandardB proposed'in BillY·fJ"·letter 
to AMI may fulfill this request, one eo~rc:e ,aid. 
'"W~11 wait to 86& what they come up with," 
(tl7FCN 1102, 3 pages, $5, and 1iIt7FCN 1103, . 
2 page., $5) 

- Wendy LJue And",..on 

(FSI, continued from Page 9) 

The initiative is structurally the lame 8.& ita 
draft predeceuor. i,e., PNsented in S8ven 
aectiona. and most of the concepta from the draft 
survived in the finatreport (See Food Chemical 
News, April 7, Page 38). 

R"IIlIlation 01 ma"u", likely 

Regulation ofmanure is likely in the neax 
future, a8 the report cites the need to control the 
various ways that manure can' contaminAte the 
food supply"The report does not detail any 
l!1anure regulations. but eqtpbasizes that 

, tontrots are needed, 

http:focueing.on
http:unnece888.ry
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The ",port also can. for the ••tabliohment or a 
National Council on Food'Safety. whieh would 
include an independent scientific board to 
review food safety tnesaage$. The board would 
include rcpreaentation from tho .cientific and 
academic: communities and would \lee a risk. 
based methodology for prioriti%ing itti work. 

A publiclprivate panne",hip .for food •.roty 
education 8.1eo would be established by the 
initiative, but details on that effort ~re 
sketchy. The report place, new emphaaie on 
eeiucation of health care professions,le, a goal 
that 'Nas Qctentuated repeatedly by participants 
in. March 31-Apri12 public meeting on tbe 
draft initiative. Health care pl'Ofossionals need 
to NeOgnizo foodborne Wnesl!l, test for it and 
report it, the source said. The ag&nciea will try 
to be -appropriately multilingua!" in 011 public 
and educational efforts. the so~ said. 

Egg.and produce HACCP 
appear immInent 

. Egg HACCP and pioduco HACCP appear 
imminent, as the report indicates that 
regulatory options ,will b:e prop08&d for 
controlling pathogeM in 8gp and in fresh tnrite 
a.nd vegetables, 

Federal outreach to states and cooperation with 
etetes are linchpins ofthe: plrui. and that 
stra.tegy 1& in line with the fweral government'", 
need to share the resource burden for 
:implementing the initiative. 

Federal agencies muet maintain a dialogue with 
all parties who have a stake in the 'initiative, in 
order to establish and follow a st:rate.pc pltin for 
developing, implementing and reviewing the 
initil'lth.-e's components, the report Mid" 

It rema.ins uncertain whether Congress will give 
the agendes the $43 million requested for the 
initiative. While it is tough for ,any 
congrcasional membara to argue agllinst the 
concept of Ii oafez. food supply" Congreee wiil he 
very wary in the current budgett\ry elimate to 
approve new funding for projects. 

- John Briley 

'. ,­

Performance standards featured in 

FSIS regulatory agenda 


The switch ftQUl requir(;:inenttl to perfoi.manee 

etandarda. part of the "Reinventing 

Government" effort, dominates the eeiniannual 

regulatory agenda ofUSDA'. Food SafetY and 

Inspection 8orvi.., publiolted in the April 25 ,. 

Federal l1e';'ler. 


No fewer than aix prop~d rule. explicitly 
establish performance. atandarde-. In June;'FSIS 
plane ~o give DOtice that it ie Elatabliehing 
performance standards "for the produetion of 
eertainfmeat and poultry products with 
eate,Ji.hed standards of identity.... 
Performance standards 8pell out the objective 
level of performanee i'.I8tabliabtnenta must: meet 
during their operationa to produce safe 
produeta, but a!low the u.. ofcu._d. plant­
specific proceee:ing procedures.­

In this cue. FSIS plana to establish food aafety 
,·performance standa:rd8 epecifie to the 
etand~d~~of·idet;ttity products in6tead of relying 
on "etatutory 'authoritiea, general regulations. 
regulation" for eimilarpmuct.8. or PSIS 
dh:octivea." Similuly. FStS ie dovelopinr new 
performance atanduda"to limit the amount of 
water'absorbed and retained by Bingle­
ingred'ient taw meat and poultry products to the 
amount that i:J unavoidable in carrying out 
waehin, or chilling procedures," Water-added 
raw products may have to bear a label attesting 
to their absorbed water content, according to the' 
proposal. which -wae $theduled for publication in 
April 1997. 

In other CSSeR, however, the apney is replacing 

ita own specific regulation&. For instanCE!, 

proposed performance standardB will :replace 

"eommand-and-control" prcctdures for thermal 

proeea,sing of meat and poultry products; 

irradiation ofpoultry to control foodbornt 

pathogens; handling. chilling: and frecung of 

poultry; cutting C8TCaBBef;l into primal pa.rts 

within an establishment; an~ preventing 

physical or chemical CQlltamina.tion of meat and 

poultry product8 and product ingredients. 


,. 
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NOTE TO BRUCE REED-

Wanted to b. sure you'd gotten the message !hat the Department cannot agr •• to anything 
more than the expansion offive to 10 sites. and a directive asking us to report back with 
other measures in 60 days. As I mentioned, this is a substantive argument, and it will 
take us at least !hatloog to forge a consensus between CDC and FDA. 

, 
Mary Beth Donahue. who works with Kevin Thurm, is collecting edits on the radio 
address now and gening them to Elizabeth D,y', but I wanted to be sure you got our first 
cut. 

, 
We're still preparing a fact sheet, and wotking on the directive too. 

Melissa 

VdSV/SIW<l t.t.9~069~OZ l'l'.:i so:n IlLi S6ItO/tt'-­



DRAFT 1111196 
PRESIDENT WILLIAM .I. CLINTON 
RADIO ADDRESS TO THE NATION 

NOVEMBER 2, 1996 

Good morning. 

Today, I am pleased to announce a major new step toward protecting the health and 
safety of al1 Americans -- especially our children, 

I beJieve this is a positive and hopeful time, "an age of enormous possibility, .. a 
chance for us to build a CQuntry and Ii world that is stronger and safer and rull of more 
possibility than any that existed before. 

The way we will master this moment of change is the way we always have: By 
holding fast to our enduring values. Central among these is ,the belief that Americans are 
owed the basic security of knowing that the food we eat. the air we breathe, the water we 
drink will not make us sick. Hard-working American parents deserve the peace of mind that 
comes from knowing the wholesome meal they set before their children is safe, 

That's why I was so concerned by what happened in Washington Scate earlier this 
week. Several chiJdren~ some as young as 2, got very sick from drinking apple juice 
contaminated with a deadly strain of E Coli bacteria, 

I imagine just aoout every parent in America remembers what E Coli can do. In 
1993. tragedy struck hundreds of families in the Western United States when they took their 
kids to fast food restaurants that served them hamburgers tainted by the B Coli bacteria. 500 
people became ill -- some of them, severely ill; and 4 children died . 

. Fortunately, we have made progress since 1993. Because of the careful work of stale 
and local health authorities, and the swift and efficienfaction of the Centers for Disease 
Control and Prevention and the Food and Drug Administration, we stopped this week's 
outbreak of E Coli in its tracks. As soon as we got the news, we went on an around-the· 
clock alert. We notified health officials in all 7 states where the juice was available, We 
worked with the manufacturer to get it off supermarket shelves. And w'e put doctors and 
hospitals across the country on watch for symptoms of E Coli infection, Now, of the 5 
children who w1ere hospitalized, all are expected to make a full recovery. 

This quiCk response is part of our larger effort to protect the health and safety of all 
our people. Under my administration, we strengthened the Community Right to Know law, 
which requires industries to tell our citizens what substances are being released into the 
world around us, We put in pJace strong new protections to ensure that seafood is safe. We 
announced steps to modernize our meat and poultry inspeclion system' for the first time in 90 
years. I signed !nto law legislalion that protects .our fmits and vegetables from harmful 

1 



pesticides -- and legislation that keeps our drinking water safe and pure, 

And. j~st a year ago. I stood with America's farnilie.'i to fight off efforts to weaken 

our most basiC safeguards for clean air, clean water, and clean food. 


Today, we add to the solid foundation of food safety we've built for our families, 
[ am announcing new steps to keep our food safe and to protect our children from 
deadly bacteria. No parent should have to think twice about the juice they pour their 
children at breakfast, or a hamburger ordered during a dinner out. ' 

First, we will put in place a nationwide early-warning system for food-borne illness, 
Right now, the CDC sponsors 5 centers across the country whose mission is to post a look­
out for food-borne i1inesses -~ like E Coli and Sa}moneHa. Working with state and local 
governments, these "sentinel sites" stand watch over our public health, Today, I am 
announcing that we will double the number of these sites from 5 to 10. This national sy~tem 
will enable us to catch outbreaks sooner, and give us the data we need to prevent outbreaks 

. from happening in the first place. 

Second,:I am directing the Secretary of Health and Human Services, the Secretary of 
Agriculture.. and the Administrator of the Environmental Protection Agency to report back to 
me within 60 days with additional measures to further improve the safety of our food. 

These retommendations should feit us how ~e can further improve inspections, 
research, education, and coordination among local, state. and federal health authorities_ I 
want the agencies to look at ways to increase the number of expert disease detectives to 
investigate and control food-borne disease outbreaks, .. to give hea1th officials state-of-the-art 
technology to trace infectious agents to their source ... to use advanced communications 
networks to spe~d outbreak infonnation to health authorities across the country. 

, 
'With this new early-warning system to track food~borne illness, we are saying, 

loud and clear, that we will do everything in our power to make sure that the world's 
most bountiful food supply is also Ibe safest. 

By protecting the public health. by bringing our people together around our basic 

values of opportunity, responsibility, and community, we will surely make this an age of 

possibility for alii Americans. 


Thanks for listening, 

2 
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NOVEMBER 2, 1996 


Good morning. 

Today, I am pleased to announce a major new step toward protecting the health and 
safety of all Americans -- especially our chlldren. 

, I believe this is a positive and hopeful time ... an age of enonnous possibility" ,a 
chance for us to build a country and a world that is stronger and safer and full of more 
possibility than any that existed before, 

, 
The way we will master this moment of change is the way we always have; By 

hoJding fast to our enduring values. Centra) among these is the belief that Americans are 
owed the basic security of knowing that the food we eat. the air we breathe, the wuter we 
drink will not make us sick. Hard-working American parents deserve the peace of mind that 
comes from knowing the wholesome meal they set before their children is safe. 

That's ~hy I was so concerned by what happened in Washington State earHer this 
week. Several children. some as young as TK, got very sick from drinking apple juice 
contaminated with a deadly strain of E Coli bacteria . 

•, 
I imagine just about every parent in America remembers what E Coli can do. In 

1993. tragedy struck hundreds of families: in the Western United States when they took their 
kids to fast food restaurants that served them hamburgers tainted by the same E Coli 
bacteria. 500 people became ill ~~ some of them. severely ill; and 4 ch~ldren died, 

Fortunately, we have made progress since 1993. Because of the careful of state and 
local health authorities. and the swift and efficient action of the Food and Drug 
Administration, we slOpped this week's outbreak of E. Coli contamination in its tracks, As 
soon as we got the news, working around the clock, we worked with the manufacturer to get 
its juice off supennarket shelves in an 7 st.ates where it was available, We put doctors and 
hospitals across the country on alert for symptoms of E Coli infection. Now. of the 4 
children who were hospitalized, all but one has gone horne. And XX is expected to be 
reJeased any d~y, 

This quick response is part of our larger effort to protect the health and safety of all 
our people, Under my administration, we strengthened the Community Right to Know law, 
which requires industries to tell our citizens what substances are being released into the 
world around us. We put in place strong new protections to ensure that seafood is safe. We 
announced steps to modernize our meat and poultry inspection system for the first time in 90 
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years. I signed into law legislation that protects OUf fruits and vegetables from harmful 
pesticides -- and legislation that keeps our drinking water safe and pure. 

And, just a year ago, I stood with America's families to fight off efforts to weaken 
our most basic safeguards for clean air, clean water, and clean food. . , 

Today, we add to the solid foundation of health security we've built for our 
families. I am announcing new steps to keep our food safe and to protect' our children 
from deadly bacteria. 

First, we will put in p1ace a nationwide early-warning system for food-borne illness. 
Right now, the Cemers for Disease Control sponsors 5 centers across the country whose 
mission is to post a look-out for food-borne illnesses -- like E CoiL Working with state and 
local governments, these ')seminel sites" stand watch. over our public health. Today, I am 
announcing that we will double the number of these sites from 5 to 10. This national system 
will enable us to catch outbreaks sooner, and give us the data we need to prevent outbreaks 
from happening in the first place, 

Second! we will use state-of~the~art technology to' keep our food safe. We will 
increase the number of expert disease detectives to investigate and control food borne disease 
outbreaks, We will give these experts the technology to use revolutionary new DNA 
fingerprinting methods to trace infectious agents to their source. and create a permanent 
fingerprint library. so we can immediately recognize an illness if it reappears. And we will 
use cutting-edge communications nelworks to speed outbreak infonnation from these centers 
to hospitals and public health agencies all across the country.

I , 
Third, I am directing the Secretary of Health and Human Services, the Secretary of 

Agriculture, and the Administrator of the Environmental Protection Agency to report hack to 

rne within 60 days with additional measures to ensure the safety of our food. 

'With these initiatives we say) loud and clear, that we will use the world's best 
science to make the world's most bountiful food supply safer than ever before for our 
families and our children. 
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Clinton;fargets Tainted Food hnports;. 

Recent OuLbreak1; Cired; Measure Aims to Prevent 'Port Slwpping' 
AssllCillt~d Prtl6 

President Clinton atlUOIlnCCd a 
new /lleWlW'e aimed at warding off 
ootttaminated fuod fmporta whiIf; Re­
puhllca:ns. ~1C2I!ed a $1 trillion 
tu-ort prupOOal ~y in their 
week1yradioadd.res\le$. 

(linton is instructing iru;pectors at 
Ammcan ports to brand food pm 
uct 1 re:Tded for heakh fJl tlllJety 
rm'WtS with a "Refutal: U.s." to 
a.\IIIUre that such products ate ron­
...""""" _ 1Uld not ....,. 
,uppod ... "'_ ., ""'"'" 
U'&port-4.-;a,""""'","port 
sbappfng." ' 

llmlcn .... I, _ UJe 0.. 
tonsSesW::eand the Food and Drug 
Adtninistration to "rigI:)rously eft<g' = 

-l 
z ·forte and ~ out policy d de-
e " , stroying import.td food that ~;II 

IIetious health threat rather than riM~ ~ 
~ ktting it Raen our g,umy st.ores or 
~ ...•= 

~'!' 0 

'" 
" 

a' 
z 

w '" 
~ '" 

lh<g!oboJ=k,,: 
But he sald he does not want to be 

unduly Blamrl.'It. "fhfre'9 rio eon­
dencethattlw:se:frulband~ 
are lese safe than those groWn here,'" 
Clinton said. "Bat 8Ofl'It ~ out· 
breab of food..borne ~ have 
been traced in imported foods.... 

The president said M- is acting 
becmie: impurted food ill now en 
more Ameriotn menus that! ever 
before. In a menkl to the ~ 
of the Tn:asury and Health and 

. II"""" s."x" ~ am­
"'" noW "'" Iood ~ """ 
__ th, ........ """ 
andth3talu:rther30pel'l.'ettinacage 
,,_by2002. 

'The ~ cilled on ~ 
to grant the Agriculture Ot!partment 
authority to fmpooe- civil pmalties 
and order mandafmy ~mun­
safe meat and pou!Iry. 

AiIoo:l industry ~ ob­
. ..­

_to"",,,,,,,,,,,,,,"c-.t 
mandates tnay I!IO:lre pditica1 pOOJts. 
but they wm't make the sySW9 
safer,"saidGeneGrnbowski.~ 
man fur Ihe Groo!ty Man~ 
0{ Art».>rica ~ have eVCrt 
~toactswfftlyand~
bty"'toprotect thefuodsupply, -' ..' 

Clinton nIso asked O"ngt\:s9f to 
~the$72miDkm be~ 
to i[]~ the l'\U:Inb.:!r of inspfCtionll: 
of hig:tHis1t food products in' the 
United States and of woo prOO~ 
~ UJe woUi . '. 

in UJe Iw,ruhlki.. W«kly_
Rtp.)D._(AtU.l~f 
$1 trillion tax: em. n:mking~lht
Fourth <i July -.ith, OIl! r... "tilm. 
cia! indepmdenre"forUS.famlltel~ 

-Per 100 Ioog, YQIJ've hem ~ 
to~$')thatwashingtoo~ 
~domore,"besaid. :;t l 

• . ... . 
;" 'House Republltarul MY the fIedernl 
b\i~ """"" b ., .,.. "'" Qm.'kress can cut lAm by n~ $1 
~'" and stlII brare SocW Soom'ly

'and Medk,,.,r...retlringbahy_ 
~ Democrats arul SF:Ille modtrnte 
Republicans. ~, say the sur· 
.plus should "'" he used to """"" 
,spending (lI1 educatioo and other 
,prograrm mr.e Medicare and Social 
S«urity are sakgtwded and the 
"national debt is erased. 

A tax ~ to he """"' within 

the next two WY!eb by the House 
WJly3 and Means Committee will 
include reduction of the ~ 
iiwrIite.....!y... "'" to !he""" 
tax and s:degua.td3 90that Alnericans 
aren't penalized lur investing and 
mars don't suIIcr fotevrurking pit'lt...,0;._.... 

Hayworth. who Is a Way8 and 
Means llk'Illber, critic:imt O:inlon'a 
plus to """"" , ""","",on drug
benefit waIl ~ recipients. 

R"",,,,,,,,,,, .,., ~ 
whether such 3. baM:f1t is needed by 
an 39 miIlioo Mt:dIcare bene1lda.ries 

-

when twt>thirds already haw drug 
~from_Jn. 
surnnce or retirement benefits £rom 

"One of my o:mstitueflt.s got it """"""'" 
rl,ght y,ber\ she said that under tM . 
presidenfs plan she'd be subsidizing 
UJe like of"""'d Trump 1Uld ..... 
Pcrot." Ha)WQ!1h ";01. 

Malk:are can best be ~ 
. moo by att!cldng wasil'!, aJlowtug 

recipients roore control 0\Ief their 

health care and providillg presc:rip­


" li<m drug bene!iu to h;r.v>iorome 
~ fhyworth mOO. 
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