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SUBJECT: New Initjative to Protect Americans’ Food Supply

t

PURPOSE

i
H

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 novw undey consideration as
part of the FY 1898 budget process, would affect every American
but would invalve only a modest amount of new funding {(about $160
million).,

BACKGROUND

Last month’ 8 outbreak of E, goli-contaminated apple juice
sickened dozens and killed one.child., There was a similar
outbreak invelving hamburger in the northwest during the early
days of your Administration. klthough those outbreaks received
nationwide publicity, the reality is that every year millions of
Americans are gickened, and an estimated 9,000 d;@, from E. goli,
Salmonella’, Qgggtasgarjdjum and other faadborne pathogens.*®

Hosplitaligation costs alone for these illnesses are over $3
killion 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
nuch higher. In August, you announced that USDA was adopting
modern reguirements to make meat and poultry safer. Last year,
HHS ‘adopted similar reguirements for seafood. This initilative
would strengthen those programs and implement important measures
 to make the rest of the food supply safer.

Today, our understanding of many pathogens is limited; 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 iamprove coordination for
norve effective response to outhreaks of illness. Years go by
baefore most non-meat plants receive an FPDA or State inspection,
and increasing guantities of imported foods flow into this
country dally 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, sxperis 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 offjicials have also been
involved in the development of this plan, which addresses one of
the initiatives jidentified in your recent report, *HMeeting the

Challenge: A Research Agenda for America’ s Health, Safety, and
Food (19%6)."

PROPOSAL

The good news is that we have the scientific talent and
wherewithal to reduce the number of illnesses that do occur and
te ensure that the United States will have a safer food supply.
We believe that this Administration should launch a major new
initiative next vear that will positively affect the lives of all
Americans. We would work through this initiative to reinvent the
currently inadegquate system devised by Theodore Roosevelt at the
turn of the century into one that incorporates the science and
technology of the 2ist Century. Moreovey, these gains ¢an be
achieved with a relatively small investment in new ressurces--
around $100 million-~that can vield encrmous benefits in health
and public confidence in the food supply. Indeed, it is
estimated that we can prevent 2 to 9% willion illnesses, head-off
up to 3,000 deaths, and save soclety billions of dollars in
preventable health care costs gach year.

The proposed interagency food safety initiative includeg the
following actions:

o Build up the "early warning" and survaillance systems for
foodborne illnesses and track them to their cause. :

0 Increase FDA's inspections of food processors and imported
focds, and improve collaboration with States in that aves.

© Better coordinate when disease outbreaks occur, including

electronic communication among Federal, State, and lecal
health authorities.

o Expand education of food processors, retailers,
restauranteurs, and consuners about the latest safe food
processing, storage, and handling techniques.

© 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 addition, 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 invelving all
stakeholders,
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A rumber of industry, academic, and other reports, such as those
of GAD and HAS, have indicated that such reforms are necessary.
We believe, therefore, that this initiative will be well received
by the food industyy and the general publie. This interagency
food safety initiative can be a significant feature of your
domestic agenda for the coming vear, and will accomplish an
historic advance in public health. I1f you concur, we will
coordinate; further preparation of thim ogrof) with your staftf.

F ]
Donna E. Shalala
Bepcretary of
Health and Human Services

a¢retary of Agriculture

Y d” o



TO;
FROM:

RE:

DATE:

MEMORANDUM

BRUCE REED, ELENA KAGAN

TOM FREEDMAN, MARY L. SMITH

BACKGROUND FOR MEETING WITH NEAL LANE ON F(}OZ} SAFETY
COUNCIL

SEPTEMBER 24, 1998

This memorandum provides points for discussion for your meeting with Neal Lane on the
goals, both short-term and long-term, for the President’s Courncil on Food Safety. We have
discussed this with CHIT Gabriel, Neal Lane's deputy. n addiuon, the following attachments are
included: (1) drafl chanter 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) draft report on the Joint Institute on Food Safety Research; (8) a
USA Today article dated September 16 which descnibes PulseNet, a database that permits states
to compare quickly the genetic fingerprints of bacteria responsible for outbreaks; and {6) the
executive order establishing President’s Council on Food Safety.

L FOCUS OF THE COUNCIL

A

}
i

1
5
{
t

What should the Council accomplish?

The Council should establish a seamless, scienece-based food safoty

system, In doing this, the Council should have an overarching framework

that incorporates the following principles:

’ the improvement of food safety

. efficiency

. copperation and coordination with states and localities‘as well as
within the federal government. We already are cooperating with
states through the states through the PulseNet gystem, which tracks
the genetic fingerprints of bacteria in outbreaks (see attached
arfwle)

3

Concurrently with developing the overarching framework in order to
develop a seamiess food safety system, the Council should tackle specific
issues including prevention, inspections, streamlining within the federal
government, and coordinating with states. For instance, there has been
some discussion about consohidating responsibility for egps in one federal
food safety agency. Currently, USDA and FDA both have reaponsibility
for different aspects of eggs.
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B.. Scope of Council (issues we need to focus on and have aaswers for October 2

H

i meeting)

; 1. Docs the Council deal with miore than microbial --yes

.2 Pocs it include pesticides -~ need to discuss

i 3. Whatis going on with research « Neal will give update in his opening
remarks.

i
H

Shart-Term Gaals

A Respond to the NAS study-- within 180 days from August 25 «so it will be
! February 21 ‘

B.? Y2008 budget -~ umfied budget for the food safety initiative for the FY2000
F budget, we will do the “coordinated budgets” for the entire food safety activities
startitsg in FY2001

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

Long-Term Goals

Al Strategic plan to be prepared by the Council (see attached charter for process}

Miscellancous Issues

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

B, How the Council will obtain public input. There will be three additional public
mesgting to obtain input for the strategic planning process
' » October 20, 1998 in Sacramento, California
. November 10, 1998 in Schaumburg, Hlinois
. December 8, 1998 in Dallas, Texas



Bt

F
DRAFT (5/23)

PRESII)EN I’S COUNCIL ON F OGB SAFETY

i

s CHARTER

Article I: i Furpose.

} B
On August 25, 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-
Jbased rcgul?aticzz and well-coordinated inspection, enforcement, research, and education
programs. The purpose of the Council is to develop a comprehensive strategic plan for Federal
food safetylactivities, to make recommendations 1o the President on how to implement the
cempwtsen%ive strategy and enhance coordination among Federal agencies, State, local and tribal
governments, and the private sector, 1o advise Federal agencies in setting priority areas for
tnvestment in food safety, to oversee research efforts of the National Institute for Food Safety
Research, and to evahuate and make recommendations to the President on the proposals
contained i 123 the National Academy of Sciences (NAS) report on food safety,

. This Charttj:r provides the basis for the collzboration among the members of the Council in
carrying out the responsibilities of the Council as set forth in (he Executive Order.

Article II:; Mewmbership
Council zz;'femhcrship shall comprise:

.
Secretary of Agriculture;
Secretary of Commerce;
Becretary of Health and Human Services;
-Administrator of the Environmental Protection Agency;
Dirgetor of the Office of Management and Budget;
Assistant to the President for Science and Technology/Director of the Office of
Science and Technology Policy; .

Assistant to the President for Domestic Policy; and,
. gi)lrccwx of the National Partnership for Reinventing Government.

| .
Each mcmb@r may designate a senior Federal employee, subject to the approval of the co-chairs, -
10 serve as an alternate representative to perform the dutms of the Couneil m@mbc:r

|
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Article TII:,  Officers

The Seeretaries of Agriculture and of Health and Human Services and the Assistant to the
President for Scicnce and Technelogy/Director of the Office of Science and Technology Policy,
or their designated alternates, shall serve as co-chairs of the Council,

The co-chairs shall provide leadership and direction to the Council, and coordinate the formation
and schedule of standing committees.  Each meeting will be led by one co-chair and this |
responsibility shall rotate quarterly among the co-chairs. ,

Article IV:  Meetings

The Council shall meet on a quarterly basis at a time and location ¢hosen by the co-chairs.
~ Additional mcctuzgs may be held at the call ofthe co- -chairs or at the request of a majont}r of the
members.

A majority of the Council membership shall constitute 3 quorum for the transaction of business.
All decisions made by the Council at the meetings shall be by consensus or general agreement. If
' aconsensus or general agreement cannot be reached, 2 final decision will be made by a

consensus of the co-chairs.

A summar{y report of each meeting of the Council shall be prepared for dismbution t¢ the
membership and shall be made available for public ingpection and copying and on the Coanczl
Internet wei} site.

The Council shall prepare a report for submission to the President not later than Octeber t of
each year. The report will contain, at 8 minimum, 2 description of the Council's activities and
accomplishmments during the preceding fiscal year and a description of the planned activitiss for
the coming year, and a review of strategic planning objectives and progress made toward
accomplishing those objectives.

Article V:  Duties and Responsibilitics

The specific responsibilities of the Council are to:
1* Develop u comprehensive strategic Federsl food safety plan (“plan™) to reduce the

annual incidence of acute and chronic foodbome and waterbome illness by further enhancing the

safety of the nation’s food supply. The plan will address the public health, resource, and

management questions facing Federal food safety agencies and will focus on the full range of
food saﬁzty issues and the actions necessary (o ensure the safety of the food and water Americans

!
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use and cmzsmne The planning process will congider both short and long term issues including
new and amc:gmg threats to food safeiy and the special necds of vulnerable populations such as
children and the elderly. In developing this plan, the Council will take into cossideration the
findings and recommendations of the National Academy of Sciences report “Ensuring Safe Food
from Production to Consumption’ and the research plan currently being developed by the
interagency working group under the auspices of the National Science and Technology Group.

The final plan will 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 identfy reliable measures to indicats progress.

- The Council will conduct public mectings 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. Advisc Federal agencies of priority areas for investment in food safety and ensure that
the member agencies collegiaily develop annual coordinated food safety budgets for submission
t0 OMB t0'sustain and strengthen priority activities on food safety, eliminate duplication, and
ensure the most effactive use of resources for achieving the goals of the plan.

3, Oversee the National Institute for Food Safety Research (NIFSR).  The Council will
evatuate the reports from NIFSR on food safety research activities and give direction to NIFSR
on research needed to establish the most effective possible food safety system.

4. Evaiuatc and report to the President on the National Academy of Sciences (NAS)
report, “Ensuring 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 Couneil's response 1o and recommendations concerning the
NAS report and appropriate addiliosal actions to improve food safety including proposals for
legislative reform of the food safety laws and regulatory structures.

Article VI Committees

* The co-chairs, after consultation with Council members, may establish commitiees of Council
members, thelr altemates, or other Federal employecs on a permanent or an o4 hoc basis, as they
deem necessary, to facilitate and carry out effectively the ttslmmbdltws of the Council. Such
committees shall report to the Council,

The folk?vafing permanent committess shall be established by the co-chairs:
i Siratégic Plan Committee

The {Zoqlmiﬁ&e shall develop o campmhmsiv:c strategic Federal food safety plan (“plan™) that



will review public health, resource and management issues facing Federal food safety agencies
anmd will f‘aous og the full range of tssucs and actions necessary (o ensure the safety of the food
and water Ameticans Use and consume. The Committes will 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. The plan
will inciude'a comprehensive strategy for the enhancement of coordination among Federal
agencics, Stgm, Incal and tribal govermnments, and the private sector on food safety 1ssues.

The Committee will, within 12 months of the effective date of this Chanter, provide the plan te
the Council that will help set priarities, improve coordination and efficiency, identify gaps in the
currerst sysiem including legal authorities, and ways to fill those gaps, and enhance and
strengthen pravcnﬁ&n and intervention technigques.

2. Budget Committee
The Committeé will examine all Federal food safety related budgets to identify priority areas for
invesiment.in food safety and ensure that resources are used effectively and to eliminate

éupizcatwn
%

3. NIFSR Oversight Committee

The Committee wilj evaluate the reports from the NIFSR on its efforts to coordinate food safety
research and make recommendations to the Council regarding research needed to establish the
most effective possible foed safety system.

4. Ad Hoc NAS Report Review Committoe

The conmmitige shall review and report to the Council on the NAS report after providing for
public comment and will, by January 1, 1999, provide.a report to tiw Counzil containing a
proposad Council’s response to the NAS report.

Article VII:  Staff Sepport Services

Staff support services for the activities of the Council will be provided by the Co-Chairs through -
a Secretariat which will consist of a senior Federal employes from each of the following: the
Department of Agriculture, Department of Health and Human Services, and the Office of
Science and Technology. The Scoretariat will facilitate planning, eoorématmn, and .
communication among Council members.

Article VIII: Web Site

The Councii shall establish an Internet web site and the Department of Agriculture shall mainrain
and will be the system owner of the web site. The Council website will provide links to websites
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of federal agencics having food safety responsibilities.

Artiele IX: ° Effective Date

This Charter shall become effective on the latest-date affixed below and maey be modified with
supplomental agreeménts signed by the members of the Council.



CALENDAR

August 25, 1998

{DRAFT)

-Announcement of Executive Order. Directive 10 review NAS rc;wn

and hoid public meetings.

by

September 30, 1998

Determine how Council wil operate, staff, schedule first meeting,
consider how to accompllsh the following:

1. Plan for review of NAS report — due February 1999

2. Plan for strategic plan .

3. Review of agency FY 2000 budget requests and President’s

Food Safety Initiative budget
4. Plan for FY2001 budget {can be delayed unts later)
5. Approve plan for NiIFSK

September 18] 1998

Principals’ Meeting to consider FY2000 budget and NIFSR report,

October 1, 1998

NIFSR report sent to President.

Cetober 1, 1998

FY 2000 Initiative Budget to OMB.

éctehcr 22, 1998

First public meeting on strategic plan, NAS report.
Arlington, Virginia

October 20, 1998

Second public meeting on strategic plan, NAS report.
Sscramento, California

October 1998

Publish NIFSR report in Federal Register comment.

November 10, 1998

Third public mesting on strategic plan, NAS report.
Chicago, Hlinois

November 12-13,
1998

Research, Education and Economics Food Safety Conference

ﬁecembe-r 8, 1998

Fourth public meeiing on strategic plaa, MNAS report.
Dallas, Texas

+ January 1999 Comment period closes for NIFSR Federa! Register. Analyze
e comments and develop a more detailed “straw proposal” for Institute.
January 1999 Discussion draft of report 1o President on NAS report

recommendations.,

January 25, 1999

HACCP Impiementation - Small Plants

by

February 21, 1998

Report to President on tesponse to NAS report.
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March I‘}f}é Publish straw proposal for‘ NIFSR in Federal Register for comment,
Aprit 1999 _Third public mesting on NIFSR.

May 1999 Publish “final” report on NIFSR in Federal Register.

August 1999 President appoints Advisory Committee for NIFSR. |

August 31, 1999 Couneil delivers strategic plan to President,

October 1, 1999 NIFSR begins operations.

H
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AGENDA

_ President’s Council on Food Safety
r Public Meeting on Food Safety Strategic Plan
2 Qctober 2, 1998
i Vireini
= DRAFT for intemnal use only

L3

8:30-9:30.  Registration

9:36-9:40 Weicoming Reruarks: Nea) Lane, Assistant to the President for Sciense and Techmology,
. Offios of Scienoe Tecknology Policy  { includes Exacutive Order 13100 catablishing the
' Councl, introducing the Secretaries (Co-Chairs), Council tasked with strategic
planning & reporting to President on NAS recommendations in 180 days. Brief
_ discussion of the Research Instituts, the Agenda, what 1o expect, ground rules-3
min. nile so everyone has 8 voice, purpose of today’s meeting is to listen to your
iieas -we are hero with &n open mind.)

9:40-:50  The Importance of Food Safety, Accomplishments to Date and Success
Stories,

9:40.9:45 Doana Shalxie, Searatary of Heajth and Human Sevvices
9:45-9:50 “Richard Rordager, Doty Secrotacy of Agricuttare,

$:50-9:55 ' Introduce Agency Representatives for Strategic Plan Discossion: Nesi Lane
Dr. Catherins B Woteki, Under Secrvtery for Food Safety, USDA
Junies A, O'Fars, Deputy Assistant Soorctary for Heelth, HHS
Dr. Lyns R Gokimure, Anrigient Adminigtrator for Prevestion, Pesticides aad Taxio
Substances, Exvirogenental Protection Agency '
Thousas Z. Bily, Admmistretor, Food Safoty end Inpoction Service, USDA .
Joseph Levitt, Direotor, Coner for Food Safty snd Applied Nutition, Food snd Drug
Adrreistration, HHS
D, Morvie Potter, Assistant Diraaios fir Poodbome Discxses, Centory fir Disesse Control end
Preventioeg, HHS

9:55-10:10  The Agencies’ Vigion: Panel beiefly describes themes contalned in the vision
statement: 1) A Safs & Affordable Food Supply (L. Goldman), 2) Assuring Food
Safety Requires Everyons to Play & Role (7, O"Hars), and 3) Protecting the Food
Supply Must Be Grounded in Scund Science (. Woteki).

9:35.1000  Dr.lynaR Gokinmn e S e
10:00-10:08 Jamnen A. O'Hara C OMIIORAL PORM 9 (7-00)
ums?za:w Dr, Catbering B, Wolcks EAX THRANSMITTAL toomm e P

10:10-10:28" ™ w277
10:2% Bresk TN L2
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13:25 - 11:45 Facilitated Discussion of the Vision/Strategic Plan (based on questions in FR}

10:25.30:45 #1. Docs the vision sisteasent socuraiely depiat an achievable food sxfety system vision?

10:45-11:45 #2. What aro the barriers to pursiing thix vision? What gape currently exist in the food
; wafety mysteon that impedc schievement of this vision?
#3. To Make the vision 5 reallty, what changes are poedod for: 8)governmant ageasios at tho

Fﬁm§mmama}mmgzmmwd)mm
) o % :

11;45-12:30  Lauch
12:30-2;30  Facllitated Discussion of the Vision (can’t)

12:30-1:105 &4, What shouid be the short-term goals and crifiosl sieps to realive this vision? What
shiendd bo the Joog-term goals and steps?

1:15.1:30 NS, What is tha best way to invalve the public in development of 4 Ring-sarm food safety
} sivgteglo plan? What additions] stegs begidey public gyetings would be beneficisl?

]
1:50-2:30 W6, What xoo your contments oa the conchusions and recomumendastions of the Nations! | :
! M&W'MMMFMMW&wMM’?

2:30-2:45°  Break
2:45-3:45  Prepared Remarks: (max, of § minutes per perton)

3:45-4.00 Closing: Dr. Catberine B. Wotokd, Jumes A. O'Hara, Dr. Lysa R. Goldman
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aD s %@@ . F~0ONeal Lane's Opening Remarks for Food Safety Meeting
October 2, 1998
Ariington, VA

| am privileged to welcome you {o this first meeting hosted by the Pasidents Council on Food Safety. |
think it's mos! appropriate that the President's Council is séar%%ng its detiberative process by seeking public
input today.  This means that we will not only welcome but we will seek input from all
stakeholder-consumers, public health officiale, representiptives fram State and local governmentis and
foad producers, processors, and distributors. Transparent desisie-making will be one of the underlving
operational principles of the Council's work.  Alt Americans have z stake in the safely of cur food supply.
And while wa can rightfully take pride in the fact that Americans do have one of the safes! food supplies in
the world, we know we can do betier,

America’s food habils are changing. Consider the fogds we eat loday—the manner in which they
arg prepared and the consumers’ expeciations of quality and wholesomenass ail are vastly different from
whan our food safely system was esiablished at the furn of the caentury.

The eompaosition of our popuiaizzm is changing also; we are graying and becoming more ethnically diverse,
By the year 2019, X percent of our population will ba over the age of 85 compared (o X parcentinthe eariy
1900s. By the year 2010, approximately half of our school age population will be from minority groups.
How should our food safety system reflect these dramatic changes?

Qur food safety systam must taks into consideration not onty the growing diversity of our citizenry, but aiso
the growing diversity of gur fo0d sources. Since 1885, fond imports have tripled. The expansion of giobal
markals requires us {o rethink our regulatory approach for imported as well as domeslically produced
fond,

Since the beginning of hig firgt term, President Clinton has demonsirated vision and leadership in his
efforts to improve the safety of America’s food supply. Faced with the tragic E. colt G187 HY cutbreak on
the West Coast in 1993, the Administration quickly understood the naed to improve the safoly of our food
supply, and acted just as quickly. Starting with the Vice President's 1893 call for more emphasis on
prevention, to the issuing HAGCR regulation to the creation of the Food Safety Council, this Administration
has been cut 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 Assistant 1 the President for Domestic F’ezlcy Their attendance today i isa clear
inclication of the importance the President places on this issue.

The President signed Executive Order 13100 establishing his Council on Food Safety on August 25, 1983,

The Council was given the glear purpose of “improving the safety of the food supply through

science- ba’sed regulation and well-coordinated inspaction, enforcement, research, and education
pregrams.” Specifically, the Council will develop a comprehensive strategic plan that inlegrates Federai
efforis into those of State and local governments and the private sector, For the firsi fime, a
comprehensive crass agoancy plan will be fied 1o the budget process,

Tha Council will alse overses food safely research activities across the Federal govermnment. This
process was iniliated st year through the Nationa! Sclence and Technology Council-and further
advanced by the President's direolive 1o create a Joint institule for Food Safely Research, The func!ion of
tha institute will be to deveiop an interagency food safety research plen and sppropriste oulreach to the
private secior and universitios.

Sound science must underpin alt our food safely efforts. Even though most of us in this roam take this
brasic prernise for granted, it is so central to improving our food safety system that i baars
repeating--again and again, From ragulation to education, we need the bast science possibie fo dirsct
our actions. We must tighten the finks between our regulatory agencies and science agencies. We must
make sure consumers and producers have the very best information available to prevent the occurrence
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of fond torne tinesses. We must provide our researchers with the resources they need so they can
generate the knowledge that will protect us from food-bome ilinesses. Bul resources are limitad, so we
read to {arget them wisely,

in this regard, we nead to make botter use of risk analysis. What do we know about specific risks
associated with the farm-to-tabie pathway? What research is needed o help us idenlify and betier
understand those risks and how to manage them? Risk analysis is a planning ool we need to refine. We
must make sure we have data to support the development of sound quantitabive approached 10 risk
analysis.

The President has also asked the Council (o provide him with cur assessment of the Academy report
“Ensuring the Safe Food from Praduction to Consumption.” The Academy has done an excelient job in
laying out many of the issues that the Council must address over the next several months. Their report,
and our assessment of it, will give the Council & jumpstart to our planning process,

This is an impatant meating thal staris us down the road that leads us o a safer food sy pply Whila there
have been numerous public meetings in the past on any number of food safety issues, this is the first ong
specifi z:a%iy designed o solicit input on sur overall approach to food safety. Where do you think we should
be going? Specifically, we ook forward 10 hearing your views on the NAS report and on our proposed
vision slatement,

After brief remarks from my fellow Councit co-chairs, Secrelary Shalala and Deputy Secretary Rominger,
who is representing Secretary Glickman, senior agency officials will fadilitate a discussion on the B
questions contained in the Federal Register notice. This discussion will take us thirough the rest of the
maoming. There will be a break for luach and the discussion will resume untif 2230 pam. At 248 pm.,
there will be time for many of you 1o give prepared statements. Since time is limilad, brevity is much
appreciated. Please keep your remarks io less than § minutes. We encourags you 1o provide writlen
remarks, which will be carefully studied and factored into our planning process.

Let me reiferate; this is an open process, We have open minds. If we gre 10 find sucepss, we must first
hear from you. Our plan must reflect the neads of the stakeholders, not just the needs of the agencies.
Qur Federal programs must be designed net only for compliance with existing statutes, but alse for
improved efficiency and coordination with other programs—sao that the whole is graater than the sum ofits
parts, We are looking for your advice and guidance on how we can achieve the President's goal of a safer
food supply. We are here to listen and leam,

It is & pleasure for me {6 welcome my fellow Council co-chair, Health and Human Services Secretary
Donng Shalala,
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The Hanorable William Jefferson Clinton
The White House
Washington, DC 20500

Dear Mr. President:

Attached is our report, 28 requested in your July 3, 1998, Memorandum, regarding the creation of
a National Institure for Food Safety Ressarch, The report arficulates the concept of the Institute

and provides a proposed stracture, operating principles, goals and outcomes, and an
implernentation schedule for the Institute.

The report reflects our conseltation with the Domestic Policy Couacil, the Office of Management
and Budget, the Office of Science and Technology Policy, the National Partnership for
Reinventing Govemment, and the Environmental Protection Agency. Afier your review and
approval of the report, eur next step will be o publish this proposal for public corument and hotd
a public meeting in the next few months to further consult with State and loeal governments,
consumers, producers, industry, and acadermis.

We are sanfident our proposal will further the goals of your Netional Food Safety Initiative as

well as more efficiently coordinate the Nation's Federal food safety research among Federal
sgencies and academis to meet the needs of regulatory agencies and the private sector,

H

Sincerely,

Donna B, Shalala Dan Glickman
Secretary of Heaith and Hurnan Services Secretary of Agriculture
Enclasure

%
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EXECUTIVE SUMMARY

On July 3, 1998 President Clinton directied the Depariment of Health and Human Services
(DHHS) and the Deparimentt of Agriceltwre (USDA) to report back within 90 days with a
plan to create 8 Joint [ostituie for Food Safety Research {"the Institute”). The Institute is to
{1} coordinate planning sud priority $etting for food safety rescarch among the two
Departments, other government agencies, and the private sector and (2) foster effective
translation of research results into practice along the farm-to-table continuum. Enhanced and
more efficient national investrent in food safety researeh will do much to lower inzidence
of foodborne iliness in the United States,

DHHS and USDA will havs joint leadership of the Ingtitute and will use existing resources
to support it. This acknowledgement of the critical need to expand and coordinate food safety
research also etmphasizes the companion needs o expand and strengthen public-private
partnerships and to augment collaboration among state, local, and other Federal agenciss,
thereby providing effectivily the scientific information required to help ahieve public
health poals.

This document articulates the concept of the Tnstitute, describes goals and the edministrative
principies underlying its organization, presents a proposed structre for the Institute, and a
drafl tieline for its implewgentation. Appendices A through B provide, respectively, the
Presidential Directive for the Institute, the Executive Summary from the May 1997 Food
Safety Initiative Report to the President, the Bxecutive Order crsating the President's Council
on Food Safety, 8 Hsting of the twelve Federal agencies involved in food safety, and a
glossary of acronyms. These maferials will help define the history of Executive Braoch
Directives on food safety and the interagoucy consultative ¢fforts that have contributed to
the establishment of the Institute, ’

The ultimate goal of the Iastitute is to coordinate food safery rescarch, such that the
incidence of foodborne illness is reduced to the greatest extent feasible.

September 22, 1998 DRAFT #68 (without DHHS comments)
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I INTRODBUCTION

On July 3, 1998, President Clinton diracted the Secretary of Health and Humean Services and
~ the Secrstary of Agricultur¢ to repont back to him within 90 days on the creation of 2 Joint
Institute for Food Safety Rescarch (*lastitute*s. The Institute will:

*{1} deveiop a straregic pian for conducting food safety rescarch activities

consistent with {the President’s National] Food Safety Initiative; and

{2) efficiently coordinate sll Federal food safety research, including with

the private sector and academia.”

As the President’s memomandum directed, the Secretary of Health and Homan Services snd
the Secretary of Agriculture will joirly lead the Institute, which will cooperate and consul
with all interested partics, including other Federal sgencies and offices -« such as the
Environmental Protection Agency, the National Partnership for Refnventing Government,
and the Office of Science and Technelogy Policy - as well as State and local agencies
focusing on research and pubilic bealth, snd consumers, producers, industry, and acadenia.
The Institure will make effos to build on ongeing privats sector research, Ehmugh the use
of pubtic-private partnerships and other appropriate mechanisms.

This document articulates the concept of the Institute and provides a proposed structure,
operating principles, goals end outcomes, and an implementation schedule for the Institute.

Ths ultimate goal of the Institate’s rescarch agenda is to reduce the fncidence of sdverse
Human health effects associated with the consumption of food. The objective of creating the
Institute--and all other Administration food safety activities — is to reduce the incidence of
foodborne illness 1o the greatest extent feasible. Scientific information about prevention of

foodborne illaess and deteciion of organisms that may cause it is critical to further reduce
the tncidence of feodborns illuess.

This report will serve as a sturting rather than ending point for development of the Institute,
The report will be publishied in (he Federal Rogister for comument during October-November
of 1998 with a public meeting in Novembsr/Deoceynber of 1998, A drafl propossl, based on
tha public comuaznts seceived, will be ennounced in the Federal Register in Febroary/March
of 1999, with a public meeting in March/April of 1999, The final proposal will be submitted
to the National-Science and Tectmology Counsil of the Office of Science and Tectmology
Policy (NSTC/OSTP) in June, 1999 for final review. A final report, which will serve as the
detailed blueprint for the Inglitute, will be annoonced in the Federal Register in July of 1995
The Institute will officially begin its spemtions on Getaber 1, 1959,

Septernber 22, 1998 IPRAFT #5B (without DHHS conmments)
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1. BACKGROUND
i

A, The I:{aiianai Food Sa'ety Initiative

Inhis Jarveary 25, 1997 radiz address, President Clinton announced he would request $43.2
wiillion in hig 1998 budget to find a nationwide early-waming system for foodhome iliness,
increase seafood safety iuspections, and expand food safety research, training, and education.
The President directed throe Cabinet members~-the Secretary of Health and Human Services,
the Secretary of Agriculture. and the Administrator of the Environmentaf Protection Agency
{EPA}--to ideniify specific actions to bnprove the safety of the food supply. He further
directed them to consult with stakeholders {consumers, producers, industry, states,
universities, and the public) end to report back to him in 90 days. The President emphasized
the need to explore opportunities for public-private partnerships to mmprove food safety,
particularly in the areas of surveillence, inspections, research, risk assessment, education, and
coordination ameng local, state, and Federal health authorities. Through a sedes of
interagency and stakeholder mestings snd consultations, the May 1997 Report to the
President entitled “Food Safsty from Farmm fo Table: A National Food Safety Inltiative” was
developed and issued. {See Appendix B}

While the American food supply is the safest i the world, the Administration divected the
National Poad Safety Initistive (FST) beceuse there are still millions of Americans siicken
by illness every year caused by the food they cat. The FS) recognized that research provides
new information and techaologies essentinl to successful implementstion of six key
sotivities:  standard . setting and rulsmeking, inspection and compliance, education,
surveillance, and risk assessment, To ensure that current research investments are adequately
supporting the six key sctivitfes identified by the FSI, Foderal ressarch sgencies are working
on a soordinated, interagency research plan. Fedeoral agencies that condugt foad safety
research have recently completed a major step in the development of this plan by creating
2 Federal inventory of food safety research projects, active or planned, for Fiscal Year 1998,
including the scientific and fiscal resources that supported the research. DHHS and USDA,
in collaboration with NSTC/'OSTR, will use this information to identify additional priority
food safety resesrch areas that are not currently addressed in the FSI and will devslop futare
food safcty initiatives and thelr budgetary requirements. The Institute will become the
~vehicle for coordinsting thess activities to create a seamless, | mmgcacy food saf&y rescarch
pianmng, budgeting, and prioritization mechanism,

it
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The FS1 identified five broad arens in which significant knowledge gaps require 2 concerted
interagency research effort:

. Improving detectian metiods

* Understanding microbial resistance to traditional preservation technologies

v Understanding antitdotic drug resistance

. Dieveleping prevention techniques for pathogen avoidance, redustion, and
elimination .

» Understanding the contribution of food handling, distribution, and siorspe

pathogen contamination of food and developing preventions

The FS1 also identified the reseacch poal to develop methods and scientific data that would
enhance the ability of Federal ngencies to condact microbial risk assessments. Two
additions! research areas, critical for addressing this goal, are:

, Developing and validating microbial exposure models, based on probabilistic
methodology

. Developing angd velidating dosc-response asseasment models for use in risk
assessment

When the FSI was developsd in 1997, these irnmediate noeds were given priority within the
research mnd risk assessment agenda because raicrobial contarnination of foods by pathagens
haes increasingly been linkedd to increasing incidence of foodbornie iliness and to high rates
of morbidity and mortality. As these rescarch and risk assessroent activities progress and
improvements in preventative measures are developed, the Institute will provide leadership
for identification of other research and risk assessment prionities, which will receive
increased attention from Federal food safety research agencies in funare years.

AR

0L NAME AND STROCTURE OF INSTITUTE

The Secretary of Health and Human Services and the Seeretary of Agriculture propose that
the official name of the Irstitute be the *National institute for Food Safety Research
(NIESR).*

. “he Food and Drug Adminfst-ation of the Department of Health and Human Services (DHHS) ateeady hat 4
resgarch facility snd program which is oumed fhe Jolot fnstitute for Pood Safety and Applied Nutitlon (IESAN;.
Several prominent univessities alyo have food safely institutes a3 part of desir vegearch programs, To avoid

confusion, DHIS and the Deparhinent of Agriculture (USDA) have proposed 3 new name, the *Natjonal Instinue
for Food Safety Rescarch®,

Septeraber 22, 1998 DRAFT #6B (without DHHS comments)
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The Institute will report to The President’s Council on Food Safety (see Appendix C}, which
is chaired by the Secretaries of Agriculture and Health and Human Servicas and the Assistant
to the President for Science and Technology/Director of the Office of Science and
Technology Policy. The Institute will be led by an Executive Ditector, who will be 2 highly
recognized food scientist, “ointly recruited, appointed, and supporied by the USDA und
DHHS. The Executive Director will supervise a ssoall, permaneot Institute staff of no more

than 10 employees, and oxisting siaff resowrces of USDA and DHHS will support the
Institirte and its aperations.

The Executive Director will repert to an Executive Research Commiittes and be advised by
a Federa] policy and budget committee and the National Instituie for Food Safety Research
Advisory Conmumitice. The Executive Research Committes will coroprise one senior research
ificial appointed by cach of the co-chairs of the President’s Counneil on Food Safety. The
Executive Research Commnittee will report to the President’s Council on Food Safety.

The Federal policy and budget committee will be comprised of Federa! food safety policy
officials and agency heads, representing both research agencies and regulatory agencics.
This conunittes will serve a5 8 mechanism by which the government’s chief scientific and
public health experts can iuteraet with the Institute Director aud the Executive Research
Comminee to ensure the posds of the [nstitute are achieved. This commitiee will also be the
vehicle for consultation and coordination across all Fedoral food safety agencies, and its
membership will represent agencies of the USDA, DHES, the Environmental Protection
Agency, the National Science Foundation, and other relevant federal agencies.

The National Institite for Food Safety Research Advisory Commitiee will have

16 stakeholder members, with § menbers appointed by the Secretary of Agriculiure, 6
members appointed by the Scoretary of Health and Human Services, and 4 members
eppointed by OSTP/NSTC. Members of this committee may be chosen from existing
sdvisory commiitees to thes USDA, DHHS, and OSTP/NSTC. USDA DHHS, and
{)S’I’PZNSTC will jointly susport the Advisory Committee,

The work of the Institute will be acconaplished through temporary interagency task forces
that form and close as specific issues are resolved and through a small, permanent Tustitate
staff, which will provide technics!, administrative, clerical and computer sugport. The
Institute will focus initially an microbial pathogens, in keeping with the President's Nations!
Food Safety Initiative. In fsture years, based on the divection of the President’s Food Safety
Couneil, advice of the National Institute for Food Safety Research Admary Comsmitiee, and
on other public input, the lastitulc may expand its scope progressively to include other
lzown or potential contributors to foodbome iliness and/or food safely, such as chemical
contaminants, natiral toxine, pesticide residues, animal drug residues, food addinves, and
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nutiittonal safety and heslth. Alf of these lopitfs already are foui for important food safoty
vesezsch activities thet warrant coordination by the Institute. With an expanded scope, the
{nstituze wou?é develop broad-based stratepic planning with input frorn stakebolders and

¢oordinate the resoutces adininistered by the numerous Federal agencies that participate in
food safety research. (See Appendix D).

V. ORGANIZING PRIMCIPLES

The DHHS and USDA havs developed the following principles as the foundation for
estabiishing and operating the Tnstitute,

A. Qptimize Current Investraent and Infrastructure

The Institute’s mission includes optimizing the effectiveness of eurrent food safety
research investments and infrastrusture to maximize funds going to conduet research,
ruther than for construction or maintenance of additional research fasilities. For this
reasou, the President’s directive is not intended to result in construction of new research
or adeninistrative facilities: The Institute will be "virtual® f.2., it will focus on
coordinated planning for research programs and budgets and on enhnced
communications among existiog organizatienal entities working widiin existing facilitics.
. The Institute will be supporied by a small staff and will draw on current resources within
the responsible food safety agencies. The Institute will assist in fulfilling the
Administration’s farm-to-table sieategy by relying on acoess o existing Federsl rescarch
izboratories throughout the sountry.

B. Provide Centralized Communication with Stakeholders

Effective communication between the Federal food safety research providers and the
nsers of the knowledge gained is critical to establishing priority-based research programs
that are tesponsive to pational needs. More than & dozen Federsl agencies actively
contribute to food safety research offorts, Food safety researchers have numerous criticsl
constituencies: (1) regulatory ageacies that rely on scientific information for the
protestion of public kealth; (2} industry and producers, including rewailers, who design
and implentent effective food safety programs; and (3) conaumers. While cach agency
makes a criticel contributior, providing their unique expertise, pergpective, and
infrastructure, this array of ectivilies can be daunting 1o stakeholders. Bffective
interchange~not only among Federal laboratories and the menagers of Federally
supperted extramural research programs, but also their counterparts in industry and
academia--is critical to developing cost-efective programs that maximize the benefits to
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public health. Therefore, the Institute will serve us a centralized focal point for
commumication between stkeholders and the appropriate members of the Federal
research community by facilitating public input into priorities through public meetings
and advice from the Nationi! Institute for Food Safety Research Advisory Committee,

C. Use Current Intramural and Extenmural Research Progravs in Innovative
Ways

Leveraging Federal researcly dollers for maximumn public health benefit is critical 1o
effective implementation ol the FEI fanm<to-table strategy. To better feverage current and
future funds, the Institute will foster development of joint program asnouncements
mvolving multiple Federal research programs and multi-center trials to demounstrate the
cost-effectiveness of prevention stratagies and 1echnologies., Particnlar emphasis will be
pisced on *on-farm® research for the development of new wehnologies and tools to
prevent microbial contamination of raw foods.

© D Mobilize Resourcees to Minimize te Impact of Current and Emcrging Food
Safety Problems

Yood safety souncems are ysually complex, involving the interaction of factors associated
with agricultural productivity, public health, food procesting and distribution practices,
market econorries and interaational trade, and consumer preferences and perceptions.
The research needed o solve food safety problems is equaliy complex, requinng
contributions from both basic and upplied researchers in physical and biological sciences,
and equally important advances in ecopomis and behaviors! research, and food
technology and engineering. The itapact that new food sufety problems have, both in
relation to thraats {o public health and the economic well-being of fndustry, is oflen
dependent on how rapidly research resources can be mobilized. o the absence of 2
sentralized coordinating me shanism to provide leadership, such as (he Instituts, the
timely mobilization of resowrces among diverse groups of scientific disciplines hus
historicelly been a barrier to effective problem identification and resolution. The lostitute,
threugh advanced communisations and coordination systems, will realize increased
efficicncies’in bringing to bear research cesources when they are needed to mindmize the
impact of current and emerging food sa.fety problems.

E. Increase Accousntability for Fﬁdera! 'ﬁr:search Priorities #nd implemmigtion of
Strategles to the Public T

One of the Administraﬁen *s highest priorities liag been to make Pederal agencies more
responsive to the needs of the nation through transparent decision-making, To effectively

September 22, 1998 DRAFT #6B (without DHHS corunents)
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encompass the nation's foad safety research needs, the Administration Lo date has

focused on joint research planning and prioritization, with the participation of numerous

Federal agancies. Establishment of the Institete will build on this planning process,

thereby increasing the transparency of federal food safety research efforts, to better assure
- the publie that Federa! investments are strategic and not redundant.

¥, GOALS/OUTCOMES OF THE INSTITUTE
A. Coordination in Research Flanoing, Budgeting, and Prioritization

The uiticnate goal of the Institute’s research agenda is to reduce the incidence of adverse
burnan health effects associated with the consumption of food. Research planming, budgeting,
and prioritization will be a consultative process among food safety research and regulatory
agencies, with a primary parpose being to fulfill the informational noeds of foed safety
regulatory sgencies. As stated above, DHHS and USDIA will caoperate to lead this effort,
in consultation with the National Science snd Technology Council of the Office of Science
and Technolegy Policy (NSTC/OSTP). The goals of this effort are: (1) to maximize the
public heaith benefit to the American peaple for resources devoted to basic and applied
research, by assuring that the information acquired is applicable o the development of
effective food safety guidunce, policy, and regulation; (2) to maxindze the return-on-
investment to producers, processors, and the public for resources devoted o ressarch by
developing cost-effective prevention technologies; (3} to effectively commumicate and
operate together with Federal, state, and local public health, agriculture and research agencies
and government partners; and (4) to develop partnerships among the Federal, state, and local
governments and industey or scedeme to identify and solve, scientifically, food safefy issues,
The Institnte will also coordinate and monitor activities that agencies undertake to further
these goals and to provide penodic assessments of research accomplishments,

B. seieatiﬁc Support of Foud Safety Regulation

The Nation's collective food safety yesearch capabilitics must be responsive to the rgk-based
public health priorities of the food safety regulatory agencics. Science and technology are
required to develop effective food safety guidance, policy, and regulation. The Institute will
identify cescarch needs to (1) achizve public health goals; (2) support guidance, pathogen
reduction regulation, and hazard analysis and eritical contral points (HACCP) systems
spproaches to regulation (e.g., meat, poultry, scafood, fresh juice); and (3) shift research
orientation to & risk-based epproach, Through the Fedfmi policy and budgst commitiee,
which advises the Institte Director, food safety regulatory sgenciss will play an integral role

in the Institute’s aperaﬁon ard ity development of regearch strategies to foster public health
goals,

Septembar 22, 1998 DRAKRT #6F (without DHHS conments)
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C. Communication/Links with Other Food Safety Agencies

Through participation in the Institute, »il Federsl food safety reseacch agencies will
coordinate, complement, aml boister research efforts on related and multifaceled fuod safery
tssues. The Institute will coordinate the use of existing mechanisms, such as interagency
agrocments, contracts, and the development of seientific conferences, and the development
of new mechanisms, such as jointly fnded pragram announcements and other innovative
approaches to Rurther the achieverment of the Institute’s goals.”

D. Comzigunicatieni[.ini(s with Indastry and Academic Partners

The Insfitute wilt encourage the development of public-private partnerships with industry and
academia to efficiently develop and ansfer new information and technologies. Techuology
transfer piechanissns for couperation between Federal agencies and indusiry exist throngh
the Cooperative Research and Development Agresment (CRADA) process. This mechanism
protects the fmellectual property nights of the parties involved and is designed to aveid
conflicts of intzrest, which are of particular concem within regulatory agencies. The Institute
will foster and build on existing technology transfer mechanisms,

Several food safety research consortia, which include Federal, state, academic, and industry
panners, afready oxist and ave supporied in part through competitively awarded Federl
exteamurnl rescarch grants. These institutes can optimize and combine resources to performs
stronger and more cost-oficctive research programs in food safety than can a single
university. The USDA and DHES research agencies will continue 10 uge grants, contracts,
and cooperative agresments in partnership with academia. -
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Vi, IMPLEMENTATION SCHEDULE
Qct. 1, 1908 Present report o the President

October/November 1998 Annource report in Federal Register for comment
and sotice of public mesting

November/December 1998 Host public meeting

January 1999 . Analyze comments and develop
) a more detsiled draft proposal for the Instituie

Marel/April 1999 Announce draft proposal in Federal Register for comment

ApeilMay 1999 " Host public meeting

Jime 1995 Submit fina! proposal to National Science and Technology
- Council for review

July 1999 Anncunce final report in the Feders! Register

August 1999 Nasional Institute for Food Safety Rescarch advisory

{ommitice Members are sppointed by Secretary of Health
and Human Services and Secretary of Agrculture and Office
of Secience and Technology Policy

Cetober §, 1999  Institute begins operation

¥
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Appendix A

THE WHITE HOUSRE
WABKINGTON

July 3, 1998

MEMORANDUM FOR THE SECRETARY QF HEARLTH AND HUMAN SERVICES
~THE SECRETARY OF AGRICULTURE

SUBJELT « Joaint Isstitute for Food Safety Remsarch

americans enjoy the most bountiful and safe food supply in:

the world., #My Administration hac made substantial imoprovewents
in the food safety system, freom codernizing meat, seafood, and
poultry imspections to creating & high-tech carly warning aystem
to detect and control cutbreaks of foodborne illness,

Qury succegs hasg been built on vtwe quiding principles:
{3) engaging all concerned parties including consuwers, farwmers,
industry, and acadesiz, in an open and far-ranging dislogue

Aabout Anproving food safety; and (2} grounding our effuorts in

the bast sclence available. We have made progress, but more can

be done to prevent the many foodborne illnesseas that still ogcur
in our country.

Ae we look to the future of food safety, science and technelogy

will play an indreasingly central fole. An expanded food gafety
research agsndn is easgentisl to continued ilmprovements in the
gafety of America‘s food. We need new tools to detact more
guickly dangevous pathogens, like E. call QLS7:H? and campylo-
bactar, agd we need betterx interventions that reduge the risk
of contaminatios during food production.

Food gafety resecavrch is a oritical pisce of my Pilacal Year

1999 food safety lmitiative; and I have urxged the Jongress to
revise the ngrmmam bille it curyently is eongidering to
provide £ull furnding for this initiagive. I alue have urged
the Congress to pass two oritical pieces of legislation to bring
our food pafety system inteo the 2ist century: (1) legielation
ensuring that the ¥Food and Mrinietration halts ixportsd’

of fruite, vegotables, and other food products that come £rxom
countries that <o not mest 7.5, food safety requirements ox ‘that
do not provide the same level of protection as is regquired fox
U.8. producte: and (2) legimiation giving the Department of
Agriculture the authoriry te impose ¢ivil penalties for viola-
tions of meat and poultry regulations and to issue mandatory
recalls to remove unsafe meat and poultry from the warketplace.
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Arn thelsame time, we need to make every eoffort o maximize ouyx
current resources ang authoritissa. One very important way Lo
achieve this objective ia to lwprove snd coordinate food safety
regearch activitien acrosg Che Fedaral Government, with Bgape
and lacal governments, and the private sector., 8Solid research
can and wil) help us to identify foodborne hazards wore rapidly
and accurately, and to develop more effective’ interventiaon
machanisms to prevent food conctamination.

I theréfore direct you Lo report back te me withirk §0 days on
the creation of a Joint Institute for Food Safety ReE

will: (1) develsp a ctrategic plan for conducting food safery
regearch activicies congistent with my Food Safety- Initiative;
and {21 efficiently coerdinate 2ll Federal food safety reseaveh,.
including with the private sector and academis., This Instivute,
which wilil cperate undey your jeint leadership, should cocperate
and copsult with all interested parties, including other

Pederal agencies and offices -« particularly, the Envivonmental
Praotection Agency,. the Bational Partnership for Reinventing
Government, and the 0Ifice of Sclence and Technology Poll .o
Scate and logal agencies focusing on research and public health,
and on conaumers. producers, indusiry, and zcadenia. The
Institure thould make special sfforts to builid on efforts of che

private sestor, through the use of public-private partnerships
or other appropriste mechanisms,

These steps, taken together and in cooxdinstion with our pending
legislation, will ensure to the fullest excent possible the
gsafery of food for all of Americas fawmilies.
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‘ APFENDIX B
FOOD SAFETY FROM FARM TO TABLE:

© A NATIONAL FOOD SAFETY INITIATIVE
REPORT TO THE PRESIDENT
MAY 1997

EXECUTIVE SUMMARY

While the American food supply is amoag the safest in the world, there are still millions
of Americans siricken by iliness every year caused by the food they consume, and some
5,000 a year--mostly the very young and elderly--dio as a result. The threats are
numerous and varied, ranging from Escherichia coli (E. coli) O157H7 in meat and
apple juice, to Salmonelis inn eggs and on vegetables, 1o Cyclospora on fruit, to
Cryptosponidivm in drinking water--and most recently, to hepatitis A virus in frozen
strawberries,

In his Japuary 23, 1997 radio address, President Clinton announced he would request
$43.2 miltion ia his 1998 budget to fund & nationwide carly-warning system for
foodborne {liness, increase seafood safety inspections, and expand food-safety research,
training, and education. The President also directed three Cabinet members--the Secretary
of Agriculture, the Seeretary of Health and Human Services, and the Administrator of the
Environmental Protestion Agency--o identify specific steps to improve the safety of the
food supply. He directed them to consult with consumers, producers, indostey, states,
universities, and the public, and to report back to him in 90 days, This report responds to
the President's request and cutlines a comprohensive new initiative to improve the safety
of the nation's food supply.

The goal of thiz initiative is to further reduce the incidence of foodbome iliness to the
greatest extent feasible. The recosamendations presented in this report are based on the
public-health principles that the public and private sectors should fdentify and take
preventive measures 10 reduce risk of iliness, ¢hould focus our efforts on hazands that
present the greatest risk, and. should make the best use of public and private resources,
The initiative alse seeka to finther collaboration between public and privete organizations
and to improve coordination within the govemment as we work fowsrd our common goal
of improving the safety of the nation's food supply.
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Stx apencies in the federal government have primary responsibility for food safety: two
agencics under the Departiient of Health and Human Serviees (HHS)--the Food and
Drog Administration (FDA} and the Centers for Disease Control and Prevention (CDC);
three agencies under the Department of Agriculince (USDAJ--the Food Safety and
Inspection Service (FSIS), the Agricultural Rescarch Sarvice (ARS}, and the Cooperative
State Research, Education, and Extension Service (CSREES); and the Environyuental
Protection Apency (EPA). Over the last 90 days, these agencies have worked with the
many constituencies interested in food safety to identify the greatest public-health risks
and design strategies to reduce these risks. USDA, FDA, CDC, and EPA have worked
1o build consensus and to identify opportunities & better use their collentive resources
and expertise, and to strepgiben parterships with private organizations. As directed by
the President, the agencies have sxplored ways o strengthea systems of coordination,
surveillance, inspections, research, risk assessment, and education.

This report presents the resnlts of thal consultative gwcasé. It outlines steps USDiA,
HHS, and EPA will take this year to reduce foodborne illness, and spells out in greater
detail how agencies will use the $43.2 million in new funds requested for fiscal year

1998. 1t also identifies issursthe apencies plan to consider further fhrough a public
planming process.

The 2actions in this report build on previous Administration steps to modesmize cur
food-safety programs and respond to emerging challenges. As part of the Vice President's
National Performancs Review (NPR), the agencies bave enoouraged the widespread
adoption of preventive conbols, Specifically, the NPR report urged inmplementation of
Hazard Analysis and Criticel Control Point (HACCP) systerns to ensure food
manufecturers identify points where contamination is likely to occur and implement
process controls to prevent it. Under HACCP-based regulatory programs there is a clear
delineation of responsibilitios between industry and regulatory sgencises: Inclustry has the
primary responsibility for the safety of the food it produces and distributes; the
goverment's principle role is to verify that industry is carrying out (s responsibility, and
to initiate appropriste regulatory sction if necessary.

The Administration has put in place science-based HACCP regulatory programs for
seafood, meat, and poultry. In lats 1995, the Administration issued pew nules 16 ensure
scafood safety. In July 1996, Presidont Clinton announced new regulations to modemize
the nation’s meat and poultry ingpection system. The Early-Waming System the President
. sapounced in January will gather eritical scientific data to further improve these

prevention systems, Additional actions outlined in this report will encourgge the use of
HACCY principles throughout the food industry.

H
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The need for further action (s clear. Our understanding of many pathogens and how they
contaminate food is limited; for some contaminants, we do not know how much must be
present in food for there to de anisk of illness; for others, we do not have the ability to
detect thelr presence in foods, The public-health system in this country has had 2 liniited
ability to identify and wack the causes of foodbome iliness; and federal, state, and local
food-safety agencics need to improve coordination for more efficient and effective
response to outbreaks of illiess, Resource constraints increasingly limit the ability of
federa] and stats apencies to inspact food processing facilities {e.g., years can go by
before some plants receive i federal inspection.) Increasing quantities of imported foods
flow into this couniry daily with limited scrutiny, Some food processors, restauranteuss,
food-service workers, supermarket managers, and consumers are unaware of how to
protest food from the threat of foodbome comtaminants. These snd other deficiencies will
be addressed by key Administration sctions outlined in this report and deseribed below.

Eubance Surveillance and Build en Eariy-Warning System
As the President announced in January, the Administration will build g new national
cariy-warning system to help detect and respond to ontbreaks of foodborne iliness earlier,

and to give us the data we nzed to prevent future outbreaks, For example, with FY98
funids, the Adrinisiration will:

Enhance Surveilfance. The Adminisiration will expand from five to eight the

" number of FoodNet active surveillance sentinel sites. Persannel at these sentinel
sites actively fook for foodborne diseases. Existing sites are in Oregon, Northern
California, Minnesots, Connecticut, and metropolitan Atlanta, New gites wil be in
New York and in Maryland, with an eighth site to be identified, CDC will also
increase surveillance nctivities for certain specific diseages. For example, CDC will
begin d cass-control study of hepatitis A to detenmine the proportion of cases due
1o food contamination, FDA will strengthen surveillance for Vibrio in Guif Coast
oysters; and CDC will strengthen surveillance for Vibric in people.

Equip FoodNet sites and other state health departments with

state-of-the-art technology, including DNA fingssprinting, to identify the source

of infectious agents and with additional cpidcmwlegzsts and food-safery scientists to
trace outbreaks to thelr source.

Create s national electronic network for rapid fipgerprint comparison. CDC

will equip the sentined sites and other stats health departments with DNA
fingerprinting technology, and will link states togethier o allow the rapid shading of
information and to quickly determine whether outbreaks in different states bave g
COMMNON SOUTCE,
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Y¥mprove Responses to Foodborne Qutbreaks

At the federal Tevel, four agencies are charged with responding to outbreaks of foodborne
and waterborne illness: CDC, FDA, FRIS, and EPA. States and many local governmenty
with widely varying expertise and resources also share responsibility for utbreak:
response. The current systen does not asswre 8 well-coordinated, rapid response (o

interatate gusbreaks. To ensure « rapid and appropriate response, with FY 98 funds,
sgencies will:

Establish an intergovernmental Foodbome Outbreak Response

Coordinating Group. Federal agencies will form an inlergovetnmental group, the
Foodberne Qutbreak Responge Coordinating Group, to improve the approach to
interstate vutbreaks of foodbormne illness. This group will provide for appropriate
participation by represertatives of stale and (ocal agencies charged with respending
ta outbreaks of foodborme illness. It will also review ways to mors effectively
nvolve the appropriate state agencics when there is 2 foodborne outbreak.

Strengthen the infrastructure for surveiliance and coordination at state
health departments. CDC, EPA, FDA, and FSIS will assess and cafalogue
available state resources, provide financial and technical support for
foodhome-disesse-surveillance programs, and other assistance (o better investigate
foodbome-diseass cutbreaks,
3
improve Risk Assessrhent
Risk assessment is the procuss of detormining the likelihood that exposure to & hazand,
such as a foodbome pathogen, will result in harm or disease. Risk-assessment methods
help characterize the narure and size of risks to hurman health associated with foodbome
hazards and assist reguiatoru in making decisions about where in the food chain to
" altocate
resources ta contral those hazards. To improve risk-assessment capsbilives, with FY98
funds, the agencies will: .

Establish an interagency tisk assessment consortium to coordinate and guide
overarching federal risk-ussessment research related (o food safety.

Drevelop better data and modeling rechiniquss to assess expeszzra 1o ruicrobial
contaminants, and simulete mictobial variability from farm to table. Such techmiques
will help scientists estimate, for example, how many bacteria are Iikely to be

present on a food at the point that it is eaten (the end of the food chain), given an
initia] Jevel of bacteria on that food as it entered the food chain.
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Develop New Research Methods

Today, many pathogens ro ood or animal feed cannot be identified. Other pathiogens
have

developed resistance to tim 3-tested controls such as heat and refrigeration. With FY98
funds, the agencies will focus research inunediately to:

Develop rapid, cost-effective tests for the presence in foods of pathogens
such as Salmonells, Cryatosporidium, E. coli O157:H7, and hepatitis A vinus in
a variziy of foods, especially foads atready associated with' foodborne itiess,’

Enhancs understanding of how pathogens become resistant to

. food-proservation technizues and antibiotics.

Develop technologies for prevention and control of pathogens, such as by
develaping new method: of decontarmination of meat, poultry, seafood, fresh
produce, and eggs.

Improve Iuspectious and Compllance
With Y98 funds, the agencies will pursue several sirategies 1o increase inspections for
higher-nisk foods; the agencies will, among other things:

Implement seafood HACCE, FDA will add seafood inspectors to iplement

new seafood HACCP repdations, and will work with the Commerce Departiment
to integrate Commerce's voluntary seafood-inspection programn with FDA's
program, ’

Propose preventive measures for fresh fiuit and vegetable juices. Based on
the best science available, FDA will propose appropriate regulatory and
non-regulatory options, 1ncluding HACCP, for the manufacture of fruit and
vegetable juice products.

Pm’po;c pfevmtive measures for egg products. Based on the best science
available, FSIS will propose appropriate reguiatory and non-regulatory options,
including HACCP, for egg products.

Identify preventive mess res to address public-health problems associsted

with produce such a3 those recently associated with hepatitis A virus in frozen
strawberries and B, coli 0157:H7 on Iettuce. Theso measures will be identified
through a comprebensive roview of current production and food.-gafety programs
including inspection, sarpling, and analytical methods.
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Improve coverage of imported foods. FDA will develop additional muwal
recogaition agreements (MRAs) with irading partners, initiate a federsl-state
communication system covering iroported foods, and FDA and FSIS will provide
techmnical assistance 1o countnes whose products are imphicated in & foodbome
tliness,

Furthey Foad-Safety Education
Foodborne iliness remmns prevalent throughout the United States, in part because food

preparers and handiers at esch point of the food chain are not fully informed of visks and

related safe-handling practines. Understanding and practicing proper food-safety

techniques, such as thoroughly washing hands and cocking foods to proper temperatures,
could significantly reduce fxodborne illness. The Administration--working in partnership

with the private sector-will use FY98 funds to, among other things:

Establish a Public-Private Partnership for Food-Safety Education. FDA,

USDA, CDC, and the Dopartment of Education will work with the food inddustry,
consumer groups and the states to launch a food-safety public awareness and
education campaign, The Partuership will develop, disseminate, and evaluate 2
single food-safety slogan and several standard messages. Industey has pledged
$500,000 to date to support the partnership's activities and plans to raise additional
funds.

Educate professionals and bigh-risk groups. Ageocies will better educate
vhysiciang to diagnose and treat foodbome iliness; steengthen efforts w educate
producers, veierinariang, and state and local regulaiors sbout proper animai drug
use and HACCP principles; and work with the Partnership to bstier train retail-
and food-service workers in safe bandling practices &nd o inform high-tisk groups
about how 16 avoid foodborne iliness, e.g.. in people with liver disease, illness that
may be caused by consuming raw oysiers containing Vibrio vuluificus.

Enhance federal-state inspection partnerships. New foderal-state partnerships
focuscd on coordinating inspestion coverage (particularly between FIDA. and the
states) will be undertaken, in an important step towards cnsiring the effectivencss
of HACCP and ensuring that the highest-risk food plants are inspected at least
ORLS per year, ’ '

Continue the Longdlauge Planxing Process

Through this initiative, and

carefully implement the inivative's programs, and 10 consider how to apply preventive
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measures in other arcas of concermn. A strategic-planning effort is needed to build on tlus

. common ground, and to tackle some of the difficult public-heaith, resource, and
management questions faciag federal food-safety agencies. The federal food-safety
agencies ars commitied 1o continging to meet with stakeholders, ultimately to produce &
strategic plan for improving the food-safety system,
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August 25, 1998 Placeholder until official version is available
EXECUTIVE ORDER

THE WHITE HOUSE

Qffice of the Press Secretary

(Martha?s Vineyard, Massachusetts)
i

For Immediate Release hugust 25, 1998

EXECUTIVE CRDER

PRESTIDENT'S COUNCIL ON FOOD SAFETY

By the authority wveasted in me as President by the Constitution and
the laws of the United Jtates of America, and in order to improve the
safety of the food supply through science-based regulation and
well-coordinated inspec:iion, enforcement, research, and education
programs, it is hereby ordered as follows:

Section 1. Establishment of President's Councal on Food Safety.
{0) There is established the President's Council on Food Safety
{"Councii").' The Council shall comprise the Secretaries of Agriculture,
Commerce, Health and Human Services, the Director of the 0ffice of
Management and Budget {OMB), the Rdministrator of the Environmental
Frotection RAgency, the Assistant to the Preaident for Scisnce and
Technology/Director of :he Office of Sclence and Technology Folicy, the
Rasistant to the President for Domestle Policy, and the Director of the
Naticonal Partnership fo,; Reinventing Goverhment. The Council shall
consult with other Federal agencies and State, local, and tribal
government agencies, and consumer, producer, scientific, and industry
groups, as appropriate.

tb}i The Sccretaxiuns of Agriculture and of Health and Euman Services
and the Aasistant te thne President for Science and Technology/Director of

the Office of Science and Technelogy Policy shall serve as Joint Chairs
of the Council.

Sec. 2. >rurpose. The purpose of the Council shall be to develop a
copprehensive gtrategic plan for Federal faod safety activities, taking
into consideration the findings and recommendetions of the National
Academy of Sciences report “Ensuring Safe Food from Production to
Consumption" and other :nput from the public on hew to imprcve the
effectiveness of the cuirent food safety system. The Council) shall make
recommendations to the President on how to advance Federsl
efforts to implement a comprehensive sclence-based strategy to improve
the safety of the food =Hupply and te enhance coovdination among Federal
agencies, State, local, and tribal governments, and the private sectaor.

The Council shall advise Federal agencies in aetting priority areas for
investment in fosd safety.

Sec. 3. Specific netivities and Functions. (a) The Council shall

hetp://library. whitehouse. gov/ThisWeek.cgitiype=p& date=3&briefing =0 8/28/9%8
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dovelop a cmmprehensivt strategic Federal food safety plan that contains
specific recommendations on needed changes. including meszurable cutcome
guala. The pringipal gosl of the plan should be the ecstablishment of a
seamiess, sclencecbagec food safety system. The plan should sdursss the
. steaps newessary Lo achkieve this goal, insluding the key public health,
respurce, end managenant iszzues regarding food safety. The planning
process should conside:r both Shoert~term and long-term lssues including
new and emsrging thrasts and the special needs of vulnerahle populations
such =8 children and the elderly.  In develsping thig plan, Ehe Couactl
shall coasult with all interested parties, including Stats and lacal
agencies, tribes, consumers, producegs, industry, angd academla.

more

: IGVER]
f
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(b} + Consiastent with the Comprehensive umtrategic Federzl food safery
plan described in section 3({A) ¢f this ordesr, the Councll shalli advise
agencios of pricrity acrens for investment in food safeny and ensure that
Federal agencies annually develop ooordinatad food satety budgets for
submisaion to the OMB that sus-tain and strengthen existing vepacities, '
eliminate duplication, end snsure the most effective use of rascurces fox
Improving food safety. The Council shall alec ensure that Pedersi
sgancies annuslly develosp & unified hudget for submissich te the oMB for
the President's Foed Safety Initistive and such cother food safsty igoues
as the Counclil detzrmines appropriats.

{; The Council snall ensure that the Joinht Institute for Food
Ssfery Reseazch {JIFER), in consultation with the Natisnal Science and
Technology Council, estabilisnes mechanisme te guide Federal reseazch
effoxts toward the highsst priority f{ouwd pafety neséds. The JIFSR shall
Teport to the Counsii on a gegular basis on lts efforus: {1} %o develop
a strateyic plap for coadugting foed safety zesealch asbivigies
congistent with the President’s ¥ood Safely Initiativa snd auch other
food safaty activities x5 the JIFSR determines appropriate; and {ii} to
gserdinate sfficiently, within the executive branch and with the private
sector apd scademia, sil Federal food safety resesrch.

Sec. 4. Qooperation, All sctions taken by the Council shall, as
appropgidste, promete pactnapships and cosperation with States, tribes,
and other publie end private segtor efforts wharever possible to impiove
the safety of the Isod supply.

Sec. 5. General Provisions. This order Ls interndad only te improva
the internel managenment of the exescutive branch and is not intended to,
noY dmes if, creste any right or bensfic, substantive or procedural,
enforceable at lsw by a party against the United Steates, its agencies,
ite ¢fficers or any peraocn. Nething in this croder shell affect or alter
the statutory responel-hilities of any Federsl agency chasged with fopd
safaly rosponsibiliCies.

WILLERM J. SLINTON

THE WHITE nOUSE,
Auguast 2%, 1998,
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APPENDIX I
Federal Food Safety Agencies
Twelve mml sgencies have food safety responsibilities:

ﬁgncultura[ Markctmg Service, (AMS), U.S. Department of &gncnimm (USDA}

Animal and Plant Health Inspection Service, (APHIS), USDA

Agricuitural Reasearch Service {ARS), USDA .

Centers for Disease Control and Prevention (CDO), i}e:;zmem of Health and Human
Services (DHHS)

Cooperative State Rasearch, Education, snd Fxtension Service (CS?.Z&E‘E‘; USDA

Foonomic Research Service, (ERS}, USDA ’ ,

‘Buvironmental Protection Agency, (EPA)Y .

Food and Dirug Administration, (FDA), DHHS

Food Safety and Inspection Service, (FSIS), USDA

Grain Inspection, Packers and Stockyards Administration, (GII”SA) USDA
National [nstitutes of Health, (NIH), DHHS

%azmnai Marine Fisheries Service (NMFS), Department of Corrumrce
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AMS
- APHIS -
ARR
ChDC
CRADA
CSREES
DHES
EPA
ERS
FDA
¥81
FSIS
GAPs
GIPSA
OMPs
HACCP.
JSIFSAN
NIFSR -
NIH
NMFS -
NPR
NSTC/OSTP
USDA

““““““

APPENDIX E
(lassary of Acronyms

Agriculural Marketing Service

Animal and Plant Health Inspection Service

Agricuiturs] Research Sarvice

Centers for Disease Control and Prevention

Cooperative Research and Development Agreement
Cooperative Sute Research, Education, and Extension Service
Departiment of Health and Human Services
Environmemal Protection Agency

Economic Research Service

Food and Drug Administration

National Foed Safety Initiative

Food Safety and Inspection Service

Good Agricultural Practices

Grein Inspection, Packers and Stockyards Administration
Good Manufacturing Practices

Hazard Analysis Critical Control Point

Joint Instituts for Food Safety and Applied Nutrition
National Institute for Food Safety Research

Nationa! Institutes of Health

National Marine Fisheries Service

National Perormance Review

National Science and Technology CouncilZOffice of Science and Technology
0.8, Department of Agriculture
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CDC system allows official
to track dangerous bacteria

By Frag Hayles
| USA TODAY
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THE WHITE HOUSE

Office of the Press Selretary
iMartha's Vineyard, Massachussbis)

For Immediaste Releaae August 25, 1998

EXSCUTIVE ORDER

- = o m = = =

PRESIDENT 'S COIMCIL ON FOOD SAFETY

By the asuthority vested in me as President by the
Conatitution and the laws of the Unitaed Btates of America,
« and in order to improve the aafery of the food supply through
soience-based regulation and well-coordinated inspection,
“enforcement, research, snd education programs, it ia hereby
opdered as follows:

Bection 1. Ezpabli S ;
Safery, {a) There is established the President's Council
on Food Safaty [(*Couneil®}. The Coungil shall comprise vhe

Secretaries of Agriculbure, Commerce, Health and Human Services,
the Digsctor of the Office of Management and Budgst (OMR), the
administrator of the Bnvivonmastal Protegiion Agency, the
hssisrant to the President for Seience apgd Tachnology/Dirsotor
of the Office of Science and Technology Policy. the Assistant
te the President for Domestic Policy, and the Director of the
National Partnership for Reinventing Governmani. The Coungil
shall consult with other Federal agencies angd State, local, and
trinal goversment agencies, and consumer, producer, scisntific,
and industry groups, ag appropriate,

‘ {H} The Secrssaries of Agriculiure and of #Health and
Human Services and the Assistant to the President for Science
and Technoiogy/Director of the O0ffice of Scienge and Technology
Policy shall serve as Joint {hairs of the Coungil.

Bez. 2. Puxpese. The purpose of the Council shall be
to develup a comprenengive strateylc plan for Faderal food
safery activirisas, taking into congideration the findings and
regommendations ¢f the Navional Academy of 8ciences zeport
"Bneuring Safe Food from Production to Consumptliont and other
input from the public on how 1o improve the effectivensass
of the current fosd safety syvatem. The Council shall make
recommendationg to che President on how to advance Fedgral
efforts Lo implement & comprehensive ssience-based strategy
to improve the safety of the food supply and te sshance
noordination among Fedaral agencies, Stave, local, and tribal
govermments, and the private segior., The Council shall advise
fgderal agencies in metting priority arsasz £or invesiment in
fond safevy.

Sec. 2. chivisies and Funccions. {a] The
Council shall ﬁeveleg a comprehangive sbrategic Federal. food
safety plan that gontains specific recommendations on nesded
changes, including measurable outoome goals. The principal
geal of the plan should be the establishment of a3 sgamless,
aclence-baged foodd safery aystam, The plan should address
the steps necepsary tn achiasve this goal, inwluding the Key
public hesalth, resourge, and management issues regarding food
gafety. The planning process should consider both shgri-term
and losg-term i#sues inciuding new and gmerging threacts and ohe
special needs of vulnerable populationa such ag ¢hildren and che
gliderly, In developing thilz plan, the Council shall soosuio
with all interested parties. ingluding Stare and )lesal agencies,
tribes, consumers, producsrz, industry, and academis.

oy
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i} Consistent with the comprehensive smuratsgic Federal
foed safery plan described in section Y{a) of this order, the
Council shall advise agencles of priority areas for investmens
in food safety and enpure that Federal agenciss annually
develiop coardinated food safety tudgets for %ubmissian ta the
DHE that sustalin and strengthen existing zapacities, sliminate
duplication. and ensure the most effective use of resburces
for improving food mafety. The Council shall alse ensure
that federal agencies asnnually develep a unified budget for
submissicn to the OMB for the President's Pood Safeny Initiative
and such other food safaby isgucs as the Councilt determines
approprists,

# The oungil shall ansurs that the Joini Instituce for
Food Baferty Ressarch {JIFSR!, in consultazion with the Nagional
Soignce and Technology Council, estsblishes mechanisms to guids
Federal research effovts taward the highest prioriuvy food safery
needs. The JIFSR shall report o the Council on & regular basis
on itg effarts: (I} fo develop z stravegic plan for conducting
food safety research activities consistent with the PBregident's
Food Safety Initietive and suck sther focd gafaty activitiss
an the JIFSR determines appropriate; and {ii} t¢ coordinate
sfficlently,. within the executive branch and with the private
sactor and academia, all Federal food ssfety ressarch.

Sep. 4. Cooperabinn. All actions taken by the Council
ghall, as appropriate, promote partnerships and cooperabiom
with States, tribss, and other public amdd privare saogfar efforts
wharevar peagible o improve the safety of the foed supply.

gar, 5. Gensral brovigions. This order is intended only
te improve the internal management of the execubive Branch and
i rot intended to, ner dess v, oreate any right or benefin,
subatansive or procedural, enforceakle av law by a party against
the United States, its agengies, its officers or any person.
Nothing irm thig order shall affzcr or alteyr che statutery
x&apqnazozliti@a of any Federal agency chargsd with food
palaty respongibiliviss,

HILLIAM J. CLINTOH

THE WHITE HOUSE,
hugust 25, 195a.

# 8



ACTIVITIES OF THE COUNCIL (with reference to executive order)

A, an. This plan is referenced in two sections of the

{. 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 safely system. The Council shall make recommendations to
the President on how to advance Federal efforts to implement a
comprehensive science-based sirategy to improve the safety of the food

b supply and to enhance coordination among Federal agencies, State, local,
and tribal governments, and the private sector. The Council shall advise
Federal agencies in setting priority areas for investment in food safety.”

) 2. Section 3(a} states in pertinent part: “The Council shall develop a
comprehensive strategic Federal food safety plan that contains specific

, recommendations on necded changes, inchuding measurable ouicome
goals, The principal goal of the plan should be the establishment of a
seamless, science-based food safety system.  The plan should address the
steps necessary fo achieve this goal, including the key public health,
resource, and management issucs regarding food safety, The planning
process should consider both short-ferm and long-term issues including
new and emerging threats and the special needs of vulnerable populations
such as children and the elderly.” -

8. Budget Activities, The Council will help coordinate the budget for food safety
activities in two respeets: (1) coordinated food safety budgets; and (2) a unified
budget for the President’s Food Safety Initiative,

L. Section 3(b) states in pertinent part: “[TThe Council shall advise agencies
of priority areas for investment in food safely and ensure that Federal
agencies annually develop coordinated food safety budgets for submission
to the OMAB that sustain and strengthen existing capacities, eliminate
duplication, and ensure 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 performed by the agencies.



THE WHITE HOUSE
WASHINGTON

August 25, 1998

-

MEMORANDUM FOR THE ?RES%DE&T S COUNCIL ON FOOD SAFETY

SUBJECT . ﬁatzanal Acadenmy of Sciences Report

"My Administyation is committed to enguring that the American
people enioy ths safest fond possible. We have made great
progress by implementing science-based prevention control
systeme for seafooed, meat, and poultry; developing a compre-
hensive initiative to ensure the safety of domestic and imported
fruits and vegetables; and launching an interagency food safety
initiative that focusges On key food safety issues from the farm
to the table., We can and must continue to build upon these
efforts.

Under our ourrent food safeby system, several Aifferent Federal
agencies have responsibility for improving food safety. Within
the framework of cur interagsncy initiagtive, we have taken a
number of gteps to improve the coordination of cur food safety
efforts. Mast recently, we established a Joint Institute for
Food Safety Research to develop a strategic plan for conducting
fond safety ressarch activities and to coordinate all Federal
food safetry ressarch, inciuding with the private sector and
academia,

Today, I signed an Executive Ovder establishing the President’s
Council on Food Safety. To strengthen and focus cur sfforts

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,
engure the most effective use of Federal resources through the
development and submigsion of coordinated food safaty budgets,
and oversee the Joint Ingtitute for Feod Safety Research.

The National Academy.of Sciences (NAS} recently issued a
thoughtful and highly informative report on food safety issues,
anuztl&d “Bnsuring Safe Food frem Production to Consumpiion.®
This réport recommends additional ways to enhance coordination
and improve effectiveness in the food safety system, including
through reform of current food safety legislation.

1
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I hereby dirsct the Council teo review and respond to thisg
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'& recommendations. In developing this report, the
Council should take into account the comprehensive strateglﬁ
Federal food safety plan that it will be developing.

I thank the Council for its efforts to improve food safaty, and
I look forward bo the continued leadership of the President's
Council on Food SBafery.

4
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THE WHITE HOUSE

¥

office of the Press Secretary
{Martha's Vineyard, Massachusebts)

For Immediave Releasse August 25, 19838

' | EXECUTIVE ORDER .

PRESIDENT'S CQURCIL ON FOOL SAFETY

By the 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 suppiy through
scisnce-based regulation and well-coordinated inspection,
enforcement, research, and sducation programs, it is hereby
ordered as follows:

Sectzon 1. -3 : : 1 LG wiwle]
{&) Thare i$ &stabllgneﬁ the Pr&szdenﬁ % Caanazx

on Food sSafety {("Council®). The Council shall comprise the
Secretaries, of Agxicultur& Commerce, Health and Buman Services,
the Direccor of the Office of Management and Budget (OMB), the
Administrator of the Environmental 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 Pederal agencies and State, logal, and
vrikal government agencies, and congumer, @rwducer, scientific,
and industry groups, as appropriate. .

(k) The Secretaries of Agriculture and ¢f Health and
Human Services and the Assistant to the President for Science
and Technelogy/Director of the Office of Science and ?&ahnology
Pelicy shall serve as Jeint Chaixg of the Council.

gec. 2. Purpoese. The purpose of the Council shall be
to develop a comprehensive stratvegic plan for Pederal food
safery activities, taking inte consideration the findings and
recommendations of the National Academy of Sciences report
"Ensuring $Safe Food from Production to Consumption® and other
inpur from the public on how to improve the effectiveness
cf the current food safety system. The Council shall make
recommendactiong to the President on how to advance Federal
efforts to implement & comprehensive science-based stravegy
to improve the safety of rthe food supply and to enhance
coordinarion among Federal agencies, 8tate, Local, and tribal
governments, and the private sector. The Ceouncil shall advise
Federal agencies in setiing priority areag for investiment in
foud safery. _ L

m ;& “Rg % ¥ 4 y 4 oy gy (a} Mhe
Council shall d&v&lop a ¢amprehenszve stra»agmc Federal food
safetcy plan that contains specific recommendations on needed
changes, including measurable cutcome goals. The principal
goal of the plan should be the establishment of a sesamless,
science-hased food safety svstem. The plan should address
the steps necessary o achieve this goal, including the key
public health, rvéscurce, and management issues regarding focd
safety. The plannzrg process should consider both short-term
and long-term issues including new and emerging threats and the
special needs ¢of vulnerable populations such as children and the
elderly. In developing this plan, the Council shall consult
with all interested parties, including State and leocal agencies,
trihes, congsumers, producers, industry, and academia.

moxe
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(b} Consistsnt with the comprshensive strategic Federal
fcod safety plan described in section 3{a} of this order, the
Council shall advise agencies of priority areas for investment
in feood safety and ensure that Federal agencies annually
develop coordinated food salety budgets for submission ac the
OMB that sustain and strengthen existing capacities, eliminate
cduplication, and ensure the most effective use of rescurces
for improving food safety. The Council shall also ensure
that Federal agencies annually develop a unified budget for
submission to the OMB for the President's Food Safety Initiative
and such other food safety lssues as the Council determines
appropriate.

{¢) The Council shall ensure that the Joiat Instizute for
Pood Safety Research (JIFSR), in consultation with the Narional
Science and Technology Council, establishes mechanisns 1o gulde
Federal ressarch efforts toward the highest priority food safety
needs. The JIFSR shall report to the Council on a regular basis
on ite efforte: (1) to develop a strategic plan for conducting
food safety research activities consistent with the President’'s
Food Safety Inidtiative and such other food safety activities
as the JIFSRK determines appropriate; and (ii) to coordinate
efficiently, within the executive branch and with the private
sactar and academia, all Federal food safety research.

e, A " -3l All actions taken by the Council
shall, as appr&griat&, pr@mbte partnerships and cooperation
with Starves, tribes, and other public and private sector efforts
wherever possible o improve the safety ¢f the food supply.

S ; B 3l B NS This Q*der iz intended only
ok zmgvav& the iﬁz&xnaz management of the executive branch and
is not intended vo, noy dces it, create any right or henefit,
subgstantive o prac&ﬁaraé, enforcesble at law by a party against
the United States, its agencies, its cofficers or any person.
Nothing in this ordey shall affect or alter the gtatuLory
respongibilities of any Federal agency charged with food

safety responsibilities.

WILLIAM J. CLINTON

&

T THE WHITE HOUSE,
August 25, 1998, ' .
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' THE WHITE HOUSE

% Office of the Press Secretary
(Martha's Vinevard, Massachusetts)

For Immediate Release ‘ Augusi 25, 1%&8

N Auvgoust 25, 1358

MEMORANDUM #OR THE PRESIDENT'S COURCIL ON FOOD SAFETY

SUBJECT: | Naticnal Academy of Sciences Report
i

My Administration iz committed to ensuring that the American
people enjoy the safsest food pessible. We have made great
progress by lmplementing science-based prevention control
systems for seafood, meat, and poultry; developing a compre-
hensive initiative to ensure the safety of domestic and imported
fruite and vegstablies; and launching an interagency food safsty
initiative that Zocuses on key food safery issues from the farm
te the table. We can and must continue vo build upon these
gfforts.

tnder cur current food safety system, several different Federal
agencies have responsibilitcy for improving food safety. Within
the framework of our interagency initiative, we have taken a
nunber of steps te improve the coordination of cur food safety
efforta. Most recently, we established a Joint Institute for
Food Safety Research o develcp a strategic plan for conducting
fond safety research activities and to coordinate all Federal
food safety research, including with the private sector and
acadenia,

Today, I signed an Executilve Ovder 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 dsvelop a
comprehensive strategic plan for Pederxal food safety activities,
ensure bthe most effective use of Federal resources through the
development and submission of coordinated food safety budgets,
and oversee the Joint Institute for Food Safety Research.

The National Acadenmy of Sciences (NAS) recently issued a
thoughtful and highly informative report on food safety issues,
entitled "Ensuring Safes Pood from Production to Consumption.?
This report recommends additional ways to enhance coordination
ang improve effectiveness in the food safety system, insluding
vhrough reform of current food zafety legislation.

I hereby direct the Council to review and respond to this
report as one of its first orxders of business. After providing
opportunity for public comment, including public meetings, the
Council ghall report back 1o me within 180°'days with its views
on the NAS)s recomuendations. In developing this report, the
Council should take into account the comprehensive strateglic
rederal food safety pilan that it will be develcoping.

oo .
I thank the Council for its efforts to improve food safsty, and
1 lock forward to the continued leadership of the President's
Council on Food Safety.

WILLIAM J. CLINTON

# 8 %



THE WHITE HOUSE

WASHINGTON '
| = . Jhe?

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 1s 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 nsed for Congress to pass the. Safety of
inported ¥ood Act, which I called for in October 1987, wnich
Senators Mikulskli and Kennedy, and Representatives Esnhoo and
Pallone have introduced.
This important legisliation will do what the CGAO szays 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.8. food safety regquirements or
otherwise achieve the level of protection reguired in the United
States. . It will give FDA the authority it urgently nesds,
* 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.

¥ have taken several further steps to begin inplementing
standards to ensure the safety of imported food. My FY ‘9% budget
commitied approximately 8§25 milidion to enabling the ¥DaA 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 Healih and Human
Services, 'in partnership with the Secretary of Agriculture, and in
cogperation with the agricultural community, will develep guidance
on good agricultural and manufacturing practices that will apply to
both domestic and farelgn producers.

? May 11, 1998 M
vy g
{

Dear Mr. S}?'eaé{er: ,,Oﬁqgﬁ%/ ! é

There is no more important task our government faces than

egnsuring the safety of the American food supply. That is why last
year Vice President Gore and 1 announced my comprehensive. new
initiative, “¥Food Safety from Farm to Table” -~ which detailed a

comprehensive program including surveillance, sutbreak response,

i
!
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The Honorable Newt Cingrich
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 prompily.

!

Sincerely,

The Honorable Newi Gingrich
Speakér of the

House of Representativas
Washington, D.C. 20515

¥

A m e pmeth, T



£ THE WHITE HOUSE . .
WARBHINGTON

May 11, 1598

¥

Dear Mr. L@adgr

- The rep&rt to be released today by the General acaountxng'

Office (GAO} c¢alls on Congress to g¢ive the Food and Drug
Rdministration (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 iplace in the United 8tates: This report is further
confirmation of the need for Congress to pasg the Safety of
Imported Food Act,” which I called for in October 19%7, which
Senators Mikulski and Kennedy., and Representatives Eshoo and
pallone have introduced.

this important legislation will do what the GAC says is
necessarys lt will ensure that the FDA denies the entry of imports
of fruzts,;vegetables, or other food from a foreign country or
facility that does not meet U.S. foed safety resquirements or
otherwise achieve the level of protection reguired in the United
States. It will give FDA the authority -it urgently needs,
. conmparable 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 sat.

I have taken several further steps to begin implementing
standards to ensure the safety of imported food. My FY ‘89 budget
committed approximately $25 million to enabling the FRA to
dramatically expand its dinternational food inspection force in
order to implement the pending legislation. . In March of this year,
1 released a report on how the Secretary of Health and Human
Services, in partnership with the Secretary of Rgxicultur&, and in
cooperation with the agricultural community, will develop guidance
on good agricultural and manufacturing practzces that will apply to
hoth domestic and foreign producers

; ‘

There iz no more important task our g&ver&m&nt faces than
ensuring the safety of the American food supply. That is why last
year Vice President Gore and I announced ny comprehensive new
initiative,’ “Food Safety from Farm to Table” ~- which detailed a
comprehensive program including surveillance, outbreak response,



The Honorabia Thomés A. Daschle
Page Two f

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

; Sincerely,

The Honoralxle Thomas A. Daschle
Democratic Leader

United States Senate
washingtan,iﬁ.c. 20510

w
'
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THE WHITE HOUSE
WASHINGTON

May 11, 1998

Dear Mr. Leader:

: E

The report to be released today by the General Accounting
Office (GRO) 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 ‘provide the same level of protection as the safety
systems in place in the United States. This vreport is further
confirmation of the need for Congress to pass the Safety of
Imported Food Act, which I called for in October 1297, which
Senators Mikulski and Kennedy, and Representatives Eshoo .and
Pallone have introduced. :

This important legislation will do what the GAO says is
necessary: it will ensure that the FDA denles the entry of imports
of fruits, vegetables, or other food from a foreign country or
facility that does not meet U.S. food safety reguirements ox
otherwise achieve the level of protesction regquired in the United
States. It will give FDA the authority it urgently needs,
comparable to the Department of Agriculture’s existing authority to
prevent the importation of unsafe meat and pouliry, to protect the
safety of the food Americans eat.

1 have taken asveral further steps to begin implementing
standards to ensure the safety of imported food. My FY 39 budget
committed approximately $2% 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 goond agricultural and manufacturing practices that will apply to -
poth domestic and foreign produgers. ’

There is no more important task our government faces than
ensuring the safety of the American food supply. That is why last
yvear Vice'! President Gore and I announsed my comprehensive new
initiative, “Food Safety from Farm to Table” -~ which detailed a
cemprehengive program including surveillance, outbr2ak response,

H
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™e Honarab}e Trent Lott
Page Two j

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

§incereiy,

The Honorable Trent Lott
Majority Leader

iInited Statgs Senate
Washington,: B.C. 2051¢

b
i
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THE WHITE HOUSE
WASHINGTON

May 11, 1998

Dear Mr. Leader:

The report te be released today by the General Accounting
office {GAD) ¢alls 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 provide the same level of protection as the safelry
systems in place in the United States. This report is further
confirmation of the need for Congress to pass the Safety of
Imported Food Ackt, which I called for in October 1897, which

Senators Mikulski and FKennedy, and Representatives Eshoo and | |

PaLlona‘havg_introdaced.
!

This important legislation will do what the GRO says is
necessary: it will ensure that the FDA denies the euntry of imports
of fruits, vegetablesg, or other food from a foreign country or
fagility that does not mnmeet U.5. food safety requirements or
otherwise achieve the level of protection required in the United
States. It will give FDA the authority it uargently needs,
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 ‘8% budget
committed approximately $25 miliion Lo enabling the. FDA to -
dramatically expand its international food ingpection force in
order to implement the pending legislation. In March of this vear,
I released!a report on how the 3Secretary of Health and Human
Services, in partnexrship with the Sscretary of Agriculture, and in
cooperation with the agricultural community, will devalop guidance
on good agricultural and manufacturing practices that will apply to
“hoth 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
yvear Vice President Gore and I announced ny comprehensive naw
initiative, “Food Safety from Farm to Table” -~ which detailed a
comprahensiy& program including surveillance, outbreak response,

!



The Honorable Richard A: Gephardt

Page Two |
H
¥

education ahd research. The Safety of Zmborted Food A¢t is another
vital step in protecting the safety of all the food Americans eat,
and 1T urge you to pass it promptly. . '

Sincexely,

The Honorable Richard A. Gephardt
Demaoratic Leader

House of Representatives
Washington, D.C. 20815

H
i
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May 6, 1998

MEMOR %Ni}ﬁ\{ FOR THE CHIEF OF STAFF

FROM: | ELENAKAGAN
; SALLY KATZEN

SUBJECT:

In 1990, Congress passed the QOrganic Food Praduction Act, which required the
Department of :Abriculture {(USDA) to establish a government certification program and national
standard deﬁnm g the use of the term “organic™ for use on food products. The legislation was
strongly supported by the organic industry which sought to invalve the federal government in
creating a unifh ed organic standard, rather than the myriad of private and state-endorsed:
definitions. }

In I)wémi}er 1997, USDA published a proposed regulation w establish a national organic
standard, [t has been the USDA position that the standard is solely a marketing description. The
Senretary has emphaszzed that the organic destgnation is not intended to convey information
about the safety, nutritional value, or envitonmental benefits of organic products and practices.
In some tension with this approach, the Administration has kg promoted foad safely and there
is a serious question whether an organic label will be construed as an indication of {hé improved
safoty of the pr;:zéaci‘

" Since the publication of the proposed rule, it has been the subject of extensive criticism.
LISDA has received almest 200,000 comments regarding the proposed rule, the most ever
received for a USDA rulemaking. The rule has also been the subject of unfavorable editorialg in
many newspapers including the New York Times, the Washington Post, the Chicago Tribune,

- and the Los szgies Times. Finally, 47 members of the House and 31 Senators have stgned
fetters 1o Secretary Glickman expressing concern about the proposed rule. The primary
complaint has been that the proposed rule does not explicitly prohibit the use of genetically
moditied organisms, irradiation, and biosolids (sludge) in food that could be labeled Yorganic”
In the preamble to its proposal, USDA had requested comments on these products and practices
hecause of their possible safety benefits and consistency with Administration policy.

Current Status‘
Secmtary Glickman plans to issue a press release this F r;dav {attached}, indicating that
USDA will rcpmpme the rule and “make fundamental changes in the new proposed rule on
organic starlards.” Specifically, the statement would indicate that biotechnology, irradiation,
and bioselids © w;ll not be included in our revised proposal, and food produced with thess
products and prautxces will not be allowed to bear the organic iabei ¥ Articles last week in USA
oo
|
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: TODAY and the Washington Post have indicated that USDA is preparm;, such a statement.

Represen:atwet; of OMB (Don Arbuckle), NEC (Sally Katzen), and DPC (Elena Kagan)
have been concerned about USDA’s approach to this issue. OMB has argued that consumers
will likely vzew a product labeled as organic as safe, even though there is no evidence to
demonsirate ihdt arganic food is any safer than non-organic food, or that genetically modified,
irradinted, or food grown using shudge is unsafe. To the extent that consumers read an organic
labe] as é@mw}bir&{mg safety, they may be misted. OMB points out that organic material might’
be even worse than non-organic food in tenms of some microbiological hazards. Organic foods
fertilized with manure have been and may in the future be linked to illnesses such as oceurred in
the Odwalla juice outbreak. By contrast, foods using the three disputed techniques (e.g.,

. frradiation} may have actual safety benefits. OME and NEC therefore have suggested that
USDIA consider modifying the organic label o include a provision stating something along the
lings of “{}fgazzzc food may be no more or less safe than non-organic foed” or that USDA
conlinue s mmmwi review process and nol prematurely prohibit using the term organic for
food using any of the three disputed techniques,
{

US{}&E&R strongly that the label should not be modified and that a statement announcing
a reproposal nceés to be made promptly. USDA states that the organic label is not intended to
signify the overall safety of the food, only the methods by which the food was produced, and that
it will not advertise the label a5 having anything to do with safety. USDA notes that the disputed
technigues are clearly not in keeping with the public’s expectation of what constitutes organic.
The Food and Drug Administration has expressed general support for USDA’s position,

Recommendation

We recognize the need for UISDA to clarify iis position on organics, and recommend 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, OSTPE, 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 & survey on consumer attitudes towards drganic 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 National Organic Standard Board
should report regularly 10 the Secretary on possible uses of new technologies and whether they
might meet an organic standard.

e e e



THE SECRETARY OF AGRICULTURE %@
WALHINGTON, D. 6. t
S0AS0 D100

MEMORANDUM TO BRUCKE REED AND GENP™
From: Secretary Dan Glickman
Subjecet: National Organic Standards Regulagiof

Over the past few months, the Department of Agriculture {USDAY bas received extensive
griticism in the national media regarding USDA’s propesed rule establishing a nattonal organic
food standard, several examples of which I am attaching for your review. There is also a
widespread national grassroots campaign against the proposed rule which has generated over
130,000 comments to date, nearly all of which are negative. The public comment generated by
this rule has exceeded any that LSDA has received on any rule for decades. There has also boen
significant bipartisan congressional concern raised about this proposal.

With 44 different State and private standards in place, the organic industry wants to establish a
uniform pational standard to ensure consistency as well as to promote international trade in
organic food products. In 1990, Cengress passed the Organic Food Production Act {OFPA),
which _lrequires the Department of Agriculture (USDA) to establish a natienal standard defining
the use of the tenm organic on {ood products.

URDA began the process of drafting 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 of organic producers, processors, amd
consumers, On December 16, 1997, USDA published a proposed regulation to establish a
national organic standard.

Mugch of the criticism is focused on the fact that the proposal does not explicitty prohibit the use
of genetically modifted organisms, irradiation, and biosolids (sludge) in organic production,
While these three issues have received the bulk of the attention, a number of other substantive
concerns with the proposal have been raised, such as the use of antibtotics in livesiock. Another
fundamental issue to be resolved is whether the {inal rule should be a highty detailed,
prescriptive regulation, which the organic industry seems to support strongly, or whether it
shoutd merely provide flexible performance standards along the lines of the proposed rule, which
the Qffice of Management and Budget has i general advocated.

In essence, the organic industry views the proposal as weakening or undermining oxisting
standards in a way that threatens the meaning of the organic label, thereby endangering the
viability of organic production and the profitability of their markets. Perhaps even more
significant, however, is that the organic community also views the proposal as a breach of rust



by USDA and the Administration.

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

[ 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 embrace. However, | 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
proposed 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 mtend to issue the attached press releasc the week of May 4. 1998. My office has submitted the
release for i 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.

ce:' Jack Lew
Sylvia Matthews

Larry Stein
:
Attachments

b



DRAFT -- NOT FOR DISTRIBUTION -- DOES NOT REPRESENT USDA POLICY
USDA To Make Fundamental Changes in New Proposed Rule On Organic Standards

Washington, May X, 1998 .- Secretary of Agriculture Dan Glickman announced wd:;y that the
Department of Agriculture (USDA) will make fundamental revisions to its proposed national
organic standards as a result of the {170,000} comments USDA received on the initial proposal.

“USDAis committed to developing national organic standards that organic farmers and
consumers will embrace,” Glickman said. “Thousands of commenters requested that USDA
issue new proposed standards, and we intend to do so. Most importantly, the new proposal will
contain fundamental changes from our initial draft.”

The earlier draft, published on December 16, 1997, proposed standards for growing, processing,
labeling, importing, and certifving 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 ii}e e’(traordmz%xy number of comments opposed including the products of biotechnology,
the use t}f‘ irradiation in food processing, and the application of biosolids (municipal sludge) in

otganic food production.

“Biotechnology, irmadiation, and biosclids 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, “”i“f:crcfore these
three issues are being taken off the table and will not be included in our new proposal.”

Simi}aﬁy, many of the {170,000] comments asserted that national organic standards must be
rigorous and credible. Qtherwise, consumers will lose faith in the organic label.

“If organic farmers and consumers reject our national standards, we have failed. Our task is to
stimulate the growth of organic agriculture, ensure that consumers have confidence in the
products that bear the organic label, and develop export markets for this growing mdtzszry, said
Glickman.

In
Before pubhshmg the new proposal, USDA will evaluate the comments submitted in response to
the December 1997, propasal. This record will guide the drafting of the new proposal, which
USDa wzii issue later this year and which will also be available for pu&iw comment. “This
addmonai o;xpormmty for public comment will assist us in crafling a rigorous, credible national
standards for organic farming and handling that organic farmers and consumers can support,”
declared Glickman.
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®) Ofganic Politics

HAT IS IT with celebrities and food
8 bfore Congress o
: eep (eatifyi ore Longress oo
" Alar, stoking ap apple-salety panic and the

“veggie
¢ caused such trouble for QOprah Winfrey, Now

i proposed
tfood in recently iasued reguirtiona. The rule,
‘Agriculture Sacretary Dan Glickman told the
Associated Press, has drawn “more comaments
... than mﬁwﬁzﬂmﬁ in MMM of the
Departinent jeulture in modern times.*
Country music stars may have Jittle wsefid to
gay about the fine points of what foeds should
be permitted to be labeled “organie,” but their
presence does serve as index for an issue that
has achisved what marketers call “breakout.”
The organic labeling fight has drawn a star-
tling amount of attention, with denunciations
. in many media of a rule that, in this drafl at
feast, would have allowed foeds to be labeled
organic even if they were genetically engh
peered or irradiated. The label also could be

v
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‘sure, sounds less organic

used for foods grown in “sludge,” which, o be
than “fertilizer,”
though that's basically what it ia.

The agriculture department is caught in #te
customary bind between regulating the Libel-
ing of food'indudamé representing the
interests of agricuiture industty, which
includes many large growers and packagers
that engzge in theee and want a piece
of the "orgunic” et. Its inftial sofution, to
define the word foosely enough 90 that the big
companies could tee it oo despiie differences
between their method and the competing
ones, f»ll fiat with ar andience of Americans
who manifestly want to know exactly what
they are eating. . -

The poiut here is not whether genetic
engincering, irradiation or the use of "sludge”
is good or bad for you, nor whether the
beutique all-natural or frec-range foods actual-
Iy are enough superior to warrant their higher
cost (the very cost the big companies keep low
hy the use of chemicals and other less “natural®
methoda). The Issue at this stage is merely
whether people are being told what they want

to koow about the food they buy and eat. So

ia!.itlockaasifmﬂareg't.

{
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Revisiﬁng the Rules on Organic Food

. In mid-Trecemter, the Department of Agricul
ture publistied its Matioral Organic Program regu-
lations, & set of proposed rules for prodiuction of
organic food that would be the basis for a national
arganic certification program. The depariment also

invited public comment untd! April 30. Reaction has |

been sharply oritical, particuiarly trom those most
directly alfected, like arganic growers, ¢rganic pro-
cessors and consumers who prefer srganic 1ood,

For decades, organic growers have endurad
virtual neglect by the Agriculfure Departmient
That pattern remains unchanged, The hew rules
make it plain that the department lstenedd harder to
the voice of agribusiness, which has aiways derided
arganic agriculture, than it ¢id 1o the people whe
have proved s incontestable worth,

If the rules enter law as they siand now, it will
he a maior sethack for the organic commanity.
Growers who try o distinguish their srganic prod
ucks from products grown under a less stringent,

but nationally certitied standard will be prevesnted
{rore ysing the word “‘organic”™ — a word whose
meaning has been defined by their practices. Con-
sumers Wikl find thal “erganic” has comse to mean
something quite different from what they thought.
The niles allow practices that no one calls organic,
including irradiation, the use of sewage shudge as
fertilizer and genetically engineered crops.

There is nothing wrong with a national organie
certification program. But with these riles, tere is
plenty wrong. Over the last 50 years, the Agriculs
ture Depariment, in tandem with agribusiness, has
been nudging American farmers toward 38 s6t of
agricultural practices that are as uniform as the
piants in 2 field of soybeans. But a cardinal tenet of
otgamc farming i3 that diversity is as essential to
biological health a8 it ig 16 cultural heaith. i the
organic rules are passed as they stand, organie
farming will ceriainly go on, buc under & different
name and with renewed bitterness,

45/,/?“@ Sitlaceis Y3/ 7y A30




Readiog the Origan ic Rules

1

Editorial " Ehe New Hork Biaws
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December 16, 1997

Reading the Organic Rules

gsterday the Department of Agricultuee announced a proposed set of Pederal
Y standards for organic food production and processing, Organic food has become
big business in the last few years, but the definition of what "organic™ means has
been erratic. Some states, like Califomia, have strict certification procedures for organic
farmers. Others have none. The new National Organic Program will now provide a single
set of rules, following guidelines developed over seven years by the National Qrganic

© Standards Board in consultation with organic farmers and the pubtic,

© Consumers commonly assume that the word "organic”™ describes 2 product -- 2 sprar of

organic asparagus, fur instance, or 2 peck of organic Winesap apples. Hut the word
acrually describes a system of agriculture, 2 set of practices that is roughly outlined by the
L1.8.0.A."s new National Organic Program regulations. Organic agriculrure excludes the
use of synthetic fentilizers and pesticides. Mere imponiant, it strives for low
environmental impact and enlists the interdependence of natural biological systems -
using cover crops, {or instance, to inercase soif fertility. The supermarket is full of foods
whose labels tel] the consumer 3imost nothing about the way they were produced. A food
lubeled “organic” under the National Organic Program rules will assure consumers that it
was produced gnder 9 siringent set of guidelines, The very purpose of the label ix to

. inform conswmers about agriculniral practice,

= R o Ve b e el b o i wam

But the otganic standard is only as good as the regulations that define it {n the Mational
{rganic Program's proposed mle, there are some troubling signs of vaciilation and,
perhaps, of industry or political pressure. The Agriculture Department, calling for further
public commentary, has put off a firal decision on several practices that the Nationa)
Organic Standards Board had rejected afler extensive public consullation. These include
irradiation, the use of sewage sladge as fertilizer and the use of genatically engineered
erops. Whatever the vahie o these techinelogices and practices may be, none are part of
accepied organic practice, and each offers a beachhead within the program for major
nog-argenic agriculioral corporations,

Even the potential acceptance of these practices within the National Organic Program

threatens to vitiate what is otherwize a commendable proposal. That would be 5 shame,
for the Agricoiture Department's new recognition of organic practices is indeed historic.

Home | Sertions | Contente | Search | Forums | Help
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- " EDITORIALS
Bowing to pressure

More comment sought on organic rules

The U.S. Departmpent of Agriculture’s proposed rules for organic foods so far
have drawa 6,000 public comments, many of them negative. In fact, the reac.
tion has heon g0 heavy that the agesey has exiended the comment period until
the end of Aprit, Story, 3A

The proposal, which will set national standards for organics and esteblishs |
regulatory framewark, is in trouble, None of the organie organdzations seeras to
Like it. They are deeply troubled by the fact that the USDA, and specifically the
Agriculturel Marketing Service, wants to allow irradiation, genetically engis
neered plants and pmgudé, end municipal sewage sludge t5 he used in organie
production, ]

Many in the srganic community feel betrayed by this, They believe these pro
cesses and products ars “foreign” to organic principles and will turn off consums
2rs,

They may be right. While genetically enginesred produce, and even irradia.
tion, have becoma a part of the "eonventional® food industry, the organie indus-
try’s whols reasen for being has beens based on low tachnology, envireamental”
friendliness and an imags of “purity” and simphicity, It doesn’d take much imag.
ination to understand consumers could be aliepated if the "srganic” produce has
bfe;in grown with sewer residue, altered with “slien® genes and then zepped with
radiation, ‘ ' -

Some of these technologies will ba a part of cenventional sgriculture, But the
USDA sught to look closely al its erganie propesals and modify them in tght of
atreng eppusition Why approvs finad zegu?aﬁczzs that are unpopular with these
belng regulated?

 Trade 9“5
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Revise organic label proposals

The organic food movement has roots in both philosophy and
science, and especially in the zone of belief 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 environmeant.

But philosophy and food science can also diverge, and in the fight
over new national standards for what may be called arganic, 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
sorporations; new rules will shape the future of competition in the
industry. Producing an organic potato is no longer simple.

The national standards, being prepared by the 11.S. Depariment of
Agriculture, are intended to replace the current system in which
organic foods are certified by any of 33 industry groups and 11 states
{not including Minnesota), each using different definitions. The
argument for a national approach is persuasive: Consumers are
entitled to a uniform, reliable assurance of what they're getting when
they buy “organic” food.

As a first step in preparing its rules, USDA tock recommendations
from a national panel of indusiry representatives, scientists and
gonsumers. As a second step, it proposed major departures,
prompting a storm of protest.

Some in the industry are calling for USDA to start over, gven
abandon the effort entirely. This would be a regrettable and wasteful
outcome. The rules are not whoily wrongheaded, but they do need
significant revision to ensure that in updating and broadening the
standards for organic food, USDA does no harm to essential
principles.

The foremost of those principles -- no synthetic additives — is
threatened by potential redefinition of permissible agricultural
chemicals and residues, by a loosening of the rules for livestock feed
and by s more tolerant approach to pesticide "drift” from nearby
nonorganic farms. Similarly, USDA takes the wrong approach in
proposing to change the safety standard on certain farming practices
-~ permitting them until shown to be harmful, rather than prohibiting
them until shown to be safe. '

Of the four major areas in which USDA has reserved judgment, two
are especially troublesome. Fertilization with sewage sludge of
unknown chemical content is plainly offensive to the notion of
organically grown food; sa is a liberalized rule for nonmedical use of
drugs in Hvestock,

9:37:57 AM
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But in the other two arcas - genctic enginecring and irradiation --
organic purists are relying more on philosophy than science, and
their arguments are unconvincing. lrradiation has been shown to be 2
safe and effeetive, if "unnatural,” tool for preserving foed. And
genetic manipulation of food is arguably an extension of such
centuries-old techniques as sclective propagation, hybridization and
grafting.

Of course, some shoppers may prefer 1o aveid irradiated or
genetically engineered food, and USDA should not interfere with
that choice. Nothing in the new national standard should prevent
food preducers from adhering to still stricter principles, and labeling
their products accordingly.

£ Copyright 1638 Star Tribure, All fights resarved.
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BOSTON —This is not your
everyday political event. How
aften does 4 grass-1o0ts mave.
mant ask the governmen
teguiste its own entzrprise?

en was the last time small
operators rose up o bitterly
complain  that government
rules and regulations weren't
strict enough?

But this is the upside-down
wature of a feod fight that has
grupted between the 11L.S, De-
partment of Agriculiure and
the organic farming commu.
nity. :

Ever since December when
the USDA released the first-
gver proposais for minimum
standards for organic fpods, 2
full scale debate has been rag-
ing about the meaning of the
“0" word. Now, an astonish-
ing 101.000 farmers and chefs,
and consumers and environ-
mentalists have developed an
&¥pctiit for protest. In the face
of an Aprii 30 desdiime for
comments, they have regis-
tered deep disapproval of the
agency's taste. '

This story of *0” began, in
the best biblical tradition, with
an appie. In the alar scare of
1986-90, people became
alarmed about chemicals. Sud-
denly, a bumper crop of appies
appesred on the market gearA
ing the Iabel "organic.”,

COrganic  farming,  which
once exuded the aura of a hip
pie enterprise with lethargic
and overpriced vegetabies, was
just becoming a full-fledged 2l
ternative. The appies of dubi.
ous  “organic” . origin  con-
vinced many in the disparate
commusnity that they needed a
national standard to prevent
fraud. and maintain consumer
condldence.

These farmers were always
wary of involving the [JSDA, an
agency which, 1o put it gently,
has been a bastion of conven.

Nitwi Yot Times

Organic tarmer Goorgs Bosa, of Hubbardston, Mass, In the barn with s Rhoos laland Red chickens.

tiopal farming and a buddy of
agribusiness. But with the help
of Yermont's Sen. Patrick Lea-
hy, the Organic Foods Produc-
tisn Aot was passed in 199010
determine minimum stan-
dagds. Farmery, consumers,
scientisty and environmental-
ists spent fowr years working
out an agreement on the defi-
nition of organic,

Then the USDA stepped in,
1o fulfill thelr worst fears. inthe
tradition of the “fox guarding
the henhouse,” the pro-

ta tower these standards.

The USDBA rules would, for
example, aliow lewuce fenil-
ized with sewage siudge, ge-
netically engineered pigs and
irradiated radicchio W canry
the label “orgamic.” They
would aliow a chicken thai had
never seen the light of day, let
alane a free range. 10 carry an
“pryanic” tag.

These giant loopholes inthe
*0" are Big enough 1o drive a
truck through, “We'd have Ty-
son’s Organic Chickens before
you coultd Blink an eve.” says
Margaret Melion of the Union
of Concorned Scientists, "It

wonid doom the werd organic.”

if the Department of Agri-
culture is surprised by the
huge outrage, that in bself is
not surprising. The depan-
meat’s bias toward conven.
tonal farmin? is long and
deep, Organic lanming is nowa
%4 billion business grewing by
20 percent a year, But i85 suc-
cess §s taken as 4 rebuke (o the
factory-farming, supermarket-
ta-the-world agribusiness that
is now the rule. .

Ivis widely believed thaz the
folks marketing sludge, pro-
maoting genetic engineering or
irradiation got the USDA's eay
because they want to piggy-
back ento the good name of
“organic” o mule controver-
sles here and abioad.

We can debate the safery of
genetic engineecing ! the
cloned cows come home, but
it fits no imege of srganic
farming. This food Aght is not
just about safery of the prod-
yct 1t's about the process of
Barming,

As Kathleen Merrigan of the
Nationgl Organic Standards
Board puts it. “We want a label

that connecis peopie 10 how
their food is produced. We
want 1o give people a way to
be sure their food was pro-
duced by people who are walk-
ing lghily on the earih.”

Americans have a nosialgic
and primal relationship 10 the
farm. But now agriculnure, iike
sa many ather parts of the
economy. i3 going in two di-
rections. )

The larger trend s to con-
solidate fammland as if it were a
megabank. It's o industrialize
farming. and mass produce
idenrical products on a land
factory. The ssurdy but smaller
trend s toward diversity,
toward sustaining the land,

Today organic farms are not
iust food boutiques, trendy -
te supply centers for people
who are willing 1o pay more
for mesclun greens. They are
the iabs, the models, the alter-
natives, ‘

The USDA has done iittle to
promote organic farms. But i
these propesals are put info
taw, prganic will have lost any
meaning, The "0 in the
Q-word will stand for Zexo.



http:constl.llif!.fJ

Stare of New York
Legislative Resolufion

Wt
*

Assnmbly N 1438

A 7
WMW
8. M. aof & Gromack, Farmen Phafie:, Greisiensen, Hochbarg ang Prenliss

CALLING upon e Secratary of e Umited Staiey
Degiarimant of Agricullurg o rowark he preposed rules
tor v Nanonal Oiganic Progiam 1O mew the nesds asg
intecasty oF Ngw York SUe CONSmars, argams larmars
and tood businesses

WHEREAS, This Assembled Sody calts upon the Segrotary of the Uniled Slales
Depariment of Agriculture (LSIA) to rework the proposed ndes for the National QOrganic
Program to maal the noeds ardd interasts ol Now Yok State consumers, arganic larmars
ang tood Butingssas: and

WHEREAS, Sonsumais choose arganic toods becauss of thair hoighlenad concorns
about food, the aaviroamaent and health: the currgnt proposed fideral organic loogd rulea
woulkt atow soif application of sawige siudgy, tracialion, genatically mogifiad organisma,
and althde praducts and procasses at ae uaaccee}abfe 1@ the mzjouty of oth conzumars
and producars of orgare food in ik Stalg of Mew York: and

WHEREAS, The USDA gropossl would aise npose signficant lest on New Yotk
OIGENC Cestfping RQRNTANGES Ang smal grovesrs (el Gould sorisusly gamaga his
axparding segenent of the Mae York agocwtuee 3nd fosd ety (he Slasderas gul forh
in the LEOA ruigs wauld 0ol meel most siaimahonal requiremaenty and ergfors imd axport
oppariuniies lor rganic ool bugaestss g

WHEREAS, The siardyrds onginally Sowainoed Oy lm USDA Nationyt Croapie
Standares Bnard, wiioh was oemed ax pan of e 1950 t&sgam Foeds Peaduction Ach ace
fargely docoplatda 10 WMo Sigamd Communly and e Sasratery of e Unteoe Stales
Depariment of Agrculiury $HoVd Lonsioer uaing thewn for he fnaf rylos: snd

WHEREAR, ? the fodara! sUindargy ais nof ghanged 10 ment the New York grganic
£ Ay’ 8 tenOMmmend iris Assanbied Body reauesis hat B Sngl fogaat suies
afiow tor the csiabiishment 6f & S0 Lrghait program Bt wit be accopaiie: and

WREREAS, Degani tond sEies aro e asinst growmg segmant of e food industry
an0 here iy & ooeg i SRASHISRAton W dliow conupeers 0 Make infaimed (hoicny)
Rowever, Crgsnic fo0d COASWBES, QEPRTRNGHS (rowers And arganizations fegresesling
Consumers and $itwars should havs e most signficaal inpeg 0lo legeral guigemes hai
wii gelorming the msaning of QA fir yeard 10 COme: 60w, Tigraidre, ba ¢

RESOLVED, That itis Lejisiaten S0dy pause in i DJekboraions 10 wipe tha Secrelary
of v Unded Slates Departmani of Agrculure 10wtk the praposed ruls for the Naspna?
Organic Program 1o mee! the needs and inrests of Mow Yok Siale consumers, arganss
farmars 3N ool busingsses; ard be st harther

RESTLYED. Thal 3 copy of fus Fesoktion, sudably engrooled. be traasmttsd 1o the
Secreiary of the Unidee Siates Dsesriven of &grfcuhum

ADDPTED IH ASSEMD
Apnl 1, 1598

LY ON . By oider of e Assembly,

AL, rn 7)] (2% Y-
Frangne M, Misasi, Cfak
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HEARD ON THE BEAT / FARMING AND FOOD

A Growing Controversy
& Organic Food Folks Fight Federal Plan

By MARTHA (GROVES, Times Siaff Writer
Y he verdict is in, and the state's farmers and

nivironmentalists have found the U.S, Department of

o mam s

RELATED Agriculture guilty,
1 Guilty, that is, of proposing regulations for the nation's organic
gﬁg% . food business that ignore the industry’s practices, philosophy

ARTICLES and desires.
) At a rally Thursday in Sacramento, leaders of the state's

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 California’s 8-year-old crganic farming law,
one of the nation’s strongest. ‘
"We don't want them to amend this proposal,” said Joan
Clayburgh, 2 spokeswoman for Californians for Pesticide
Reform, a San Francisco organization that espouses organic
farming methods. “We want them to throw it out.”
Organic activists in California aren't alone in their opposition.
The USDA has been swamped with more than 100,000 letters,
pestcards 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
f reassuring grower groups that changes will be made.
The USDA published its proposal in December after seven
years of haggling and information-gathering. The outpouring of
opinion prompted the ageacy to extend the public-comment
period for the rules to Apnl 30,
About 70,000 of the respanses are form letters, including
16,000 from readers of Organic Gardening magazine and
34,000 from customers of Working Assets, 3 San Francisco
company that selis long-distance phione service and gives part
of its revenue to socially responsible groups.
The agency has also heard from leading organic food
comparies, including Pavich Family Farms, growers of organic
grapes, raising and nuts, based in Terra Bella; Horizon Organic
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Dairy in Boulder, Colo.; and Cascadian Farm, 8 producer of
frozen desserts, vegetables and other items, based in
Sedro-Woolley, Wash.
And it has gotten an earful from the growing ranks of
customers of natural food chains such as Wild Oats and Whole

, Foods Market(®vorecom SERRRR), which have distributed

o pamphlets to mobilize grass-roots 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 of the
industry. Activists have charged that the rules were designed to
acconunodate agribusiness concerns, which see the $3, 5-billion
organic food industry as a hot growth area.
Industry leaders say the agency could save itself time and
trouble by adopting the recommendations of the National
Organic Standards Board, 2 gwei established by law in 1990 to
advise the USDA. In preparing its proposal, the agency largely
ignored the board's suggestions,
in a letter to Glickman early this week, California Agriculture

. Secretary Ann M. Veneman said the state Depariment of Food

f and Agriculture would be submitting records from four public
hearings held on the issue throughout the state in January,

f February and March. She urged the agency to "revise the rule
1o ensure a strong organic program.”

Wihline
e retailers are puzzling ove

Mail-Ord?

California w\ e latest wrinkle in

over the regu!ation 3
comment, the court ] rulings that rejectcd Florida's
effort to sue in federal &pftt to stop what state officials call

At least one Southerpf Califgrnia wine retailer was hopeful that
the action would ph
| customers.
Not so. Tt simg igh court is leaving the

has a law making it a felony

proprigfor of three Wine Club retail shops' Cafifornia.

' Florida had sued Wine Club (which is a retailer, not a wine club
per se) and three other vendors over direct shipments, saying
they failed to pay various state taxes and fees. A federal judge

|
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* QOrganic is as organic says

{

N Now that organic farming has mushroomed from a -

T hippy-dippy diversion into 8 glant industry with

.~ annual sates exceeding $4 billion, conventional food

processors also want a siice of the market. They
& Shouid de welcome to it-.but not at the cost of dilut-
ing proposed government guidelines defining the term

X organic™ and its legitimate use on foodstuffs.

: Organic food reguistions were first proposed by the

W industry.itself in 1988, Four years later, Congress

}‘passed the Organic Foods Production Act. which In
furn creatii the Natlonal Organie Standards Board
\3(NOSB) and assigned to It the task of drawing up
» guidelines to govern the production, handiing and
g(rxmrl;e;:ms of organic foods
k. Is an important mission: As the market has grown,
s0 has the promiscuous use of "“natural” “organic”
~and other New Age mumbojumbo and sdvertising
Leimmicks., Even the most discerning consursers sre
iy baflied, a situation complicated by conflicting stain-
duards and definitions established different states
and local organizations, .

Meanwhile the organic market ls growing like
kudzu. For the past seven years it has postxi saiss
growtih of 20 percent or greater, according lo the
Organlc Trade Assoclation. Clear, nationaily recog
nized standards are essential for domestic consumers
as well as the export market, y since the
Europeas 9men adopted iis own organic food guide.

iines in 1992,

In 1995, the NOSB proposed 2 sef of definltions and
standards. But late iast year—under pressurs from
cogﬁtgiongisfqgg processors and agriculiral inter
es e U5 Department of Agriculture proposed
cunsiderably looser requlations. '

Consumers have until April 3 to comment on the
revised guidelines; they should urge the USDA to
stick with the previous, more stringent. rules,

The disagroements generally revalve around the use
of genetically engineetred hormones and other organ.
tams, food irradiation, municipal sewer sim
fertilfzer and synihetic antibictics {n farm
’E;he NOSB bannied themn: the USDA proposes to allow

em

Consumer safety {s not Lhe main point here. There
is. for sxampie, no scientific evidencs that lrrediated
food 1s harmful or unsafe. But is it “organic™?

What's af stake {nstesd is the integrity of a set of
regulations drawn up by experts and representstives
of the organic food afier lengthy discussion.
It's most unusual, in fact, for an industry to impose
such g 1 standards upon {self .

If the term “organic” is to mean anything atf the .
supermarket t0 the rapidly growing number of con-
sumers, the USDA should abida by the recommmenda-
Hana of a board of experts that was, after sll, created
by the federal government.
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THE WHITE HOUSE
WABSMINGTON

March 3, 1598

R

‘ FOOD SAFETY EVENT
DATE: March 4, 1998
LOCATION: Roosevelt Room

BRIEFING TIME: 136 pm - 1:20 pm
EVENT TIME: 1:45 pm ~ 2:45 pm
: FROM; Bruce Reed

)
PURPOSE

Fo highlight the introduction of legislation in the Senate that you propesed to ensure the
safety of imported fruits and vegetables, and to receive 3 progress report from USDA and
HHS on the development of guidance on good agricultural and manufacturing practiscs.

BACKGROUND

You will be speaking fo an audience of approximately 40 consumer advocates, food
industry representatives, families, and Members of Congress.

i f
You will be making the following announcements:

Chatlenge to Congress fo Enhance FDA Oversight for Imported Foeds, You will
chalienge Congress 1o pass the food safety legisiation to be introduced by Senators
Mikulski and Kennedy to require the FDA to halt imperts of fruits, vegetables, and other
food products from any foreign country with food safetly systems and standards that are
ndt equivalent to those of the United States. The legislation alse will require the FDA to
halt imports from countries or facilities that do not allow FDA inspections to oceur. This
legislation, which you proposed last fall, was previously inoduced in the U.S. House of*
Representatives by Reps. Eshoo and Pallone. You have committed o providing
approximately $27 million in your Fiscal Year 1999 budget to enable the FDA to
dramatically expand its imternationa! food inspection foree,

Agency Report on Guidance on Good Agricoitural and Manufacturing Practices.
You will announce that you have reccived a report from Secretaries Shalala and
Glickman on the progress they have made i providing gardance on Good Agriculivral
eu}c{ Manufacturing Practices to domestic and international growers, harvesters, handlers,
and transporters of fresh fruits and vegetables as requested in a Presidential Directive on
Cet. 2, 1997, This report outlines the progress made -- and the steps still to be taken - to
develop the voluntary guidance by October 1998, The guidance - the first-ever specific
sufety standards for {ruits and vegetables ~ will address potential food safety problems



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

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

l; !'3ﬁ§ Ef.;ﬂ%gxzaaﬁssx

The Vice President

Senator Barbara Mikulski

Gloria Dovle, Chevy Chase, MDD, who became ill after cating imported raspberries.

Mt AL T L
Secretary Shalala

Seeretary Glickman

Lead Deputy Commissioner, FDA Michael Friedman
Congresswoman Eshoo and other Members of Congress

IV. PRESS PLAN
Open Press.

V.  SEQUENCE OF EVENTS 1
" “The Viee President will make welcoming remarks and intreduce Senator Mikulski.
- Senator Mikulski will make remarks and introduce Gloria Doyle.
- Gloria Doyle will make remarks and introduce YOU.
- YOU will make remarks and then depart.

2

Vl. REMARKS

?emaﬁ;s Provided by Speechwriting.
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Q& A for Presidential Announcement on Food Safety Legislation
and Repore to Ensure Safety of Imported Fruits and Vegetables
. March 4, 1998

What did a;‘i;e President announce today?

The Presidint announced the intreduction of Tood safety legislation in the Senate that will
ensure that’the FIDA denics the entey of imports of fruits, vegetables, or other food from
any forcign country or fucility that does not meet ULS. food safety requirements or
otherwise achiove the level of protection required. The legislation also permits FDA to
consider refusal of inspection as a facior in halting imports from a facilily or country.
This legiskition was imroduted n the House in November of last year. The President
atso announced the release of a report on how the Secretary of Health and Human
Services, in cooperation with the Scerelary of Agriculture and the agricultural
community, will develop guidance on good agricultural and good manufacturing
practices for any fruits wd vegetables that are sold in the 118, market.

H
Why is ym}r Administrution propuving these actions?

]
There have been drumatic chuanges m the produce department of the grecery store. Thirty
years ago, most preduce seetions anly had around a dozen ems year round, increasing to
as many as 30 i the sununer. Today, the chances are that there are 400 or more items in
the produce section and they are theve all vear round. Last vear, 38 percent of the fruit
and 12 percent of the vegetables Anericans ate were imporied.
We have changed as well. Amertcans are eating more fresh fruts and vegetables than
ever before. and our nation’s health experts el us we will live longer, better quality lives
as a result. Our environment is also changing, We are finding “new” exotic bugs such as
cyclospora and . colf (157 H7 ey our food that onee were not there,

We must ensure that these changes e not increase the risk to American consumers of
foodborne illnesses. Although raw produce - including that imported from foreign
countries -- is now sufe, experts have suggested ways to make further improvements, and
my actions accord with their recommendations, '

Are you saving thot imported produce is unsafe?

There is no data indicating that imported fruits and vegetables are more ensafe than
domestic preducts. But some recent outbreaks of foodborne illness have been traced back
to imports, and it is imporiant to easure that foreign fruits and vegetables meet U.S. food
safety requirements or otherwise achicve the level of protection required. The steps we
are taking today arc adding «dditional layers of protection. We ant making sure that there

H
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are no gaps in our food safety sysiem -- that high safety standards apply to imported as
well as domestic food, and to frutts and vegetables as well as to meat, poultry, and
seatood.

What stepT is the Administration taking to improve food safety?

Last year we launched @ new Presidential food safety initiative, and added more than $40
million to the FY “98 budget. With that money we started putting in place new science-
based preventive systems to improve the safety of seafood, meat and poultry and began
work on a new early warning system to help detect and respond to outbreaks of
foodborne illness. This vear. our budget seeks an even more substantial increase in
resources, $101 million. o improve food safety. The resources will go to a variety of
initiatives, including: giving FIDA authority to prevent the import of produce from
countries without safcty precautions equivalent to our own, hiring FDA inspectors to
improve the safety of our nation’s fruits and vegetables, both domestic and imported;
developing new ways for federal inspectors to detect food-borne illnesses in meat and
poultry and'determine the source ol contamination; improving educational outreach on
proper food handling: and further expanding our carly warning system and strengthening
state Survcilllzmcc activities lor foodborne illnesses.

Questions on Food Safety Legislation

What does the legislation do?

1

!
This legislation helps ensure that the FDDA will refuse imports of any food regulated by
the FDA, including [ruits and vegetables, from any country or facility that does not meet
U.S. food safety requirements or otherwise achieve the level of protection required. The
legislation ulso permits FIDA to consider refusal of inspection as a factor in halting
imports from a facitity or country.

How is this different from current authority?

This legislulicm increases the 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 protection required. Currently. the FIDA can only refuse imports afier inspection or
testing at the border when the FDA determines that the food appears to be unsafe or
otherwisc violates U.S. law. This new legislation will enable the FDA to ensure that food
products entering this country were grown and processed in conditions that meet U.S.
food safety requirements or otherwisce achieve the level of protection required. This
authority is nccessary beeause experience has shown that inspection and testing of
products at the border may not be sufficient in all cases to ensure the safety of food
products. It inay be necessary to identify and address the source of potential

}
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contamination to ensure that products otfered for sale in the United States meet domestic
food safcty requirements or otherwise achieve the level of protection required. FDA
currently has such authority with respect to domestic production.

Does this legislation give FDA additional authority to inspect in other countries?

No. Forcign inspections will continue to be done by consent. In making the
determination that ¢ foad offered for import into the U.S. is adulterated, the legislation
does permit the Sceretary 1o consider whether FDA has been refused access to conduct
inspection ol the places where such food has been prepared, packed or held. The
Secretary may deny importation to foods from such location or establishment on the basis
of such refusal and other relevant factors. Because denying reasonable access is one
factor in making that determination, the exporting country and the food establishment
both have a strong incentive o allow such access.

There is concern that this legislation is the first step in providing FDA with the
authority to inspect farms in the U.S. Is that next?

Under current law, DDA already has authority to inspect establishments where food is
prepared, packed, or held, which would include places where food is grown, such as
domestic furms. While such ingpections 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 ariginate on a farm, the agencey's focus generally is on identifying the
source of the problem and removing the unsafe food from commerce.

Doesn’t thii legislation impose trade barriers to food imports at a time when you are
saying you want to lower them? I this legislation consistent with free trade?

.
This legislation is consistent with free trade and all our treaty obligations. We have no
obligation to open our borders to imports that pose a greater risk than domestic products
to American consumers. As long as we are not imposing any greater requirements on
foreign countrics -- as long as we are only holding them to our standards -- we are acting
consistently with our trade policy and ternational obligattons.

What makes you think this new legislation can be effective? Do you seriously think
$) :
you are going to be able to put FDA inspectors in every country abroad?

The new lcgisiulion would give the FDA the same kind of responsibility that the USDA
already has for meat and poultry. The USDA system has worked well to ensure that
unsale meat and poultry. produced in foreign facilities which do not provide the same
level of protection that is required in domestic facilities, will not be imported. The FDA"
should be ablc to run a similarly ¢ftfective system that ensures food safety and prevents
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imports from any foreign country or facility that does not mect U.S. food safety
requircments or otherwise achicve the level of protection required.

Questions,Related to Report an Guidance
Why has this repert been prepared? .

On October 2. 1997, President Clinton announced an initiative to ensure the safety of
imported and domestic fruits and vegetables which included the development of good
agricultural practices and good manufucturing practices for fresh fruits and vegetables
that would,include ways to prevent potential contamination.  This voluntary guidance
will address potential food safety problems throughout the production and distribution
system and help ensure the sanitation and safety practices of all those seeking to sell
produce inthe U.S. markel. The guidance effort will include outreach and education,
reflecting the Administration’s commitment to direct resources toward improving food
safety and the availability of food safety technologics.

] .
The President requested this status report about progress made toward providing industry
with good agricultural and good manufacturing practices guidance for fresh fruits and
vegetables. 1t also presents a plan for outreach to the domestic and foreign industry.

When you say good agricultural practices (GADPs) and good manufacturing
practices (GMPs), are vou talking about mandatory GAPs and GMPs?

1 .
No, the GAP/GMYI® guidance is voluntary. We are developing this science-based
guidance with input from USDA, states. the agricultural community, industry, academia,
consumers, and orpanizations representing the foreign produce industry, The guidance is
intended for approprinic use by growers, packers, manufacturers of minimally processed
products and produce distributors, Because the guidance is broad-based, it may be used,
where applicable, by both (he domestic and foreign preduce industry to reduce the risk of
microbial contamination. )

3
Docs the report give a timeline for publishing the guidance?

[ ' :
Yes, we anjlicipulc publishing the draft guidance in late March with a 75-day comment
period. We anticipate that the guidance will be available in final form in October 1998.

This may come up because the deadline for the importation of Guatemalan
raspberries is March 15,

What is the status of the Guatemalan raspberries?



H
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On N{;vea‘:bcr 20, 1997, FDA notified the Guatemalans that fresh raspberries will not be
allowed ontry inte the ULS. during the period of March 13 through August 13, 1998,
However, i;f‘ the sowree of Cwelospora conamination is found and corrected or if
interveniion technologios we developed that will provent cyclosporiasis in humans, we
will revisit this decision. FDA has assisted Guotemalu in seeking a resolution to this
problem sinee 1996, In fuet we currently huve people in Guatemala reviewing the
interventions they have repurtedly put in place.

t
i
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PRESIDENT CLINTON:
SAFE FOOD, HEALTRHY FAMILIES

Muoreh 4, 1908
“Fuud sufeey s prart of the busle vonteat heiween American consumers aud their
government, Ay foad that doesy’t mevt aur clear and strict stmdards shouldn 't make it imto the
United Staies. "1ty tha vimple. "
¥

g President Bill Clinton
March 4, 1998

Today, President Clinton ¢alls for legistotion casuring the safety of all imported foods, including fruits and
vagetables. This begislation will enbance the Foad and Drug Administration’s authority to prevent the buport o
fruits, vegetables, and other food products that do net meet U.S. food satety requirements. The Presidont also
announces the release of a report thie provides a blueprint on how the Department of Health and Human
Services (HHS) and the Deparunent of Agniculure (USDA) will work cooperatively with the agricultural
community to develop guidanee on good ageicaitaral and manufacturing practices for fruits and vegetables.

ENHANCING FDA Overscur FOR EMporTED FOODS, President Clinton is calling on Congress to pass food safey
legisiation that gives holFDA greater asthority over imported foods. This fegistation will ensure that the FDA halk
anports of fruits, vegutables, and siher Rkausd products from any foreign country with food safety systems that do ot
provide the same level of protection required for U S, products. The legislation also permits the FDA to consider
refusal of inspection as i facrs in halitng impons Gom a conntry orfacility. The President already has committed
approximately $25 million in hus Fiscal Yenr 99 budget o enablethe FDA to deamatically oxpand its inteenations
food mspection force iz{mic;‘ o impiemient this fegisiation.
£

IMPROVING AGRICULTUILAL AND MANURALITURING PRACTICES, The Prosident is announsing the release of a
report outlining the progress abready mde < nod the inessures that must still be taken — to develop guidance for
the growing, processing, stipping, mul markeiing of truils and vegetables by October 198K, The guidance - the
first-ever specific safery standards tor fraits wid vegeinhles — will address potential food safoty problems throughod
the production and distribution system aid help cnsure the sanitation and safety practices of alf those seeking o
sell produce in the LS, maket,

BUILBING ON A STRONG RECORD OF ACCOMPLISHMENT. The President’s announcement builds on a strong

record of ford safasy nitintives, ensuring thim Americans eat the safest possible food. The Adminisieation has put

nto place improved safery standards Tor meat, pouliry, and seafood products, and hag begun the process of
developing enhanced standards for fruit and vegetable juices. The Administration also has expanded research,
education, and surveillance activitics throughout the food safety system, Major accomphishments include:

* Announcement of the FY99 prepesed Toud safety budget, including an approximate $101 millon increase
for food safcaty mitiatives,

;

, A comprehensive mow Biriliative 1o improve the safety of nation’s food supply - “Food Safety from Fanm
to Table” « detailing n $43 snillion food safety program, Including messures to improve surveillance,
outbreak response, education. and research,

* Safe Drinking Waler Act of 1996, reypiving drinking water systems o protect against dangerous
contaminants ke ervplesporidisnn, amd giviag people the right to knov about contaminants in their water.

’ Announcement o new regeiations that modernize the nation’s meatand poultry inspection system for the
first time in 90 veurs. New standards help prevent E.coli bacteria contamination in meal.

!
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THE SECRETARY OF AGRISULTURE
WAGH NGTON, T. ¢,
2HABGOI0G

MEMORANDUM TO THE CHIEF OF STAFF gcT 2 3 1997
FROM: SECRETARY DAN GLICKMAN @;M/ Cum_\
Subject: Country of Origin Labeling

Senator Bob Graham recently wrote you a letter regarding 8. 1042, which would require
country of origin Iabeling of imported perishable agricultural commedities. You may be aware
ihat Congressman Sonny Bono has iniroduced identical legislation in the House (H.R, 1232).

The bill would apply anly to 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. While flexible in how its {abeling requirements are met, the bill does require that
domestic retailers inform consumers at the final point of sale of the country of arigin of
perishable agricfaitum products and subjects them to fines for failing to do so,

1 'want to make several points. First, country of origin labeling is not a food safety issue.
Food safety experts throughout the Administration belicve that country of origin labeling would
ot improve our ability to detect and control outbreaks of foodborne illness, It is passible that a
sophisticated system of bar coding would help from a food safety perspective, but mere country
of arigin labeling would not. .

1f the Administration were 1¢ support country of origin labeling, it should not da so on
the basis of food safety, One porential justification could be that consumers have the right to
know a product’s country of origin. However, some groups have expressed skepticism that
consumers do in fact believe that country of origin is important information. Other groups have
raised concerns that such tabeling will be used to stigmatize imported food products through
negative advertising campaigns. Finally, a consumer right to know argument could have
implications for other labeling disputes, such as our current disagreement with the Evuropean
Union over the labeling of products of biotechnology.

I

Second, at the request of Senator Daschie, the Administration has recently agreed (o
develop guidelines to assist the domestic meat and poultry industey in voluntarily labeling their
products as being of U.S. origin. We would prefer that a similar voluntary approach be
developed for perishable agricultural commeodities. If the Administration were to support
Senator Graham’s legislation, it would be difficult not to support similar mandatory labeling
requirements ft}}i‘ imported meat and poultry products.



Third lindusiry and the retail sector are strongly opposed 1o country of origin legislation
because of the costs it would impose, While many agricultural producers support such
legislation, others do net, in part because of concern that counlry of origin labeling would be
used unfairly agazzzst L5, exports. As you know, the U.S. exports nearly 60 percent more

agricultural pmduets than it imports.

?eunh the A{imzmstz‘atwn has generally objected to country of origin labeling when it
has been mnmdareé by our trading pariners. If the Administration were to support country of
origin ahclmg, it could be seen as proieetiomsz by our trading partners and would obviously
limit our ability to object to such requirements in the futyre,

}

Fifth, it is possible to require country of origin labeling of imported products under our
GATT and WTQO obligations, provided that all imports are ireated similarly, the difficulties are
reduced to a minimum, and the labeling does not seriously damage the product or unduly
increase Hs costs or decrease its value.

in general, Senator Graham’s legislation appears o be consistent with U.S. rights under
Article 9 of the WTQ 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
legistation, as well as any similar legislation on meat and poulury, without any additional
personne} or funding. At a time of limited budgets, we question whether this would be the most
effective use of our resources, particulatly given the need 10 more effectively address food safety.

I appreciate the concerns that have given rise 10 this legislation, but [ am concemed about
its potential adverse cffects in terms of costs on domestic industry, possible export problems, and
resource implications with respect 10 food safety. I have directed USDA officlals to develop
alternative legisiation that would minimize these potential problems should the Administration
decide to support country of origin labeling. ! expect this drafi legislation to be ready for
interagency clearance by the end of next week.

£

?icase; let me know your thoughts. Twould like to discuss this issue with you further.



DEFARTMENT OF MEALTH AND HUMAN SERVICES
ang
U5, DEPARTRENT QF AGRICULTURE
Washingion, D.C.

FEB 24 1998

H

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

|
Prear Mr, Bresident:

Attached is our report, as requested in your October 2, 1997 Directive, on progress made on the
Instiative to Ensure the Safety of Imported and Domestic Fruits and Vegetables, The report is a
synopsts of the progress we have made in providing Good Agricaltural Practices and Good
Manufacturing Practices guidance 1o 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 1o 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,

H

_? - Sincerely,
]
@q.‘; Sl
Donna E. Shalala an Glickman
Secretary of Health and Human Services Secretary of Agriculture

Enclosure

H
H



Initiaéive to Ensure the Safety of Imported and Domestic Fresh Fruits
and Vegetables: Status Report

Backzround

American consumers enjov one of the safest food supplies in the world. However, over the last
several years there has been an increase in reported outbreaks of foodborne illness associated with
both domestic and imported fresh fruits and vegetables, In May 1997, as part of the President’s
Food Safety Initiative, the Department of Health and Hurnan Services (DHHS), the Department of
Agriculture {USDA}, and the Environmental Protection Agency (EPA) sent to the President a
report that identified produce as an area of concern. On Qctober 2, 1997, President Clinton

announced a new initiative (o ensure that our fruits and vegetables, including those tmported from
other countries, meet the highest health and safety standards,

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

In addition, the President directed the Secretary of Health and Human Services and the Secretary of
Agriculture 0 work together in close cooperation with the agricultural community to develop the
first-ever safety guidance for the growing, processing, shipping, and selling of fruits and
vegetables. This voluntary guidance will address potential Tood safety problems throughout the
production and distribution system and help ensure the sanitation and salety practices of all those
seeking to sell produce in the U8, market. This second component of the President’s Directive —
voluntary guidance — is an important outreach and education effori, reflecting the Administration’
commitment to direct resources toward improving food safety and the availability of food safery
technologies.

o

The President’s FY 1999 budget includes funds necessary to expand FDA’s international
capabilities; full implementation in FY 1999 will be contingent on receiving adequate
appropriations.

This Renort

The President asked the two Secretaries to report back to him with a plan and schedule for
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 accomplish 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 Departments
will develop voluntary Good Agricultural Practices (GAPs) and Good Manufacturing Practices
((GMPs} guidance for produce {(henceforth referred to as guidance). GAPs cover production
practives Including growing, harvesting, handling, and transportation. GMPs primarily address
harvesting and transportation, but also include aspects of manufacturing such as processing and
packuging. GAPs and GMPs by necessity, overlap and are interrelated.
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This report also describes interdependent activities that will help industry successfully apply the
voluntary guidance. For example, the domestic and foreign industry may require technical
assistance from U8, agencies to effectively apply the voluntary guidance. Education and outreach
efforts will be provided to the domestic and foreign industry and these activities will be based on a
strong underlying, accelerated research program. In the long-term, research and risk assessment
on fresh produce will be incorporated in the multi-year Food Safety Initiative research planning
process. Development of this interagency research planning process is being facilitated by the
White House Office of Science and Technology Policy.

The U8, produce industry, states, and many countries exporting fresh fruits and vegetables to the
U.8. have already taken significant steps to develop and implement improved agricultural practices
and guidelines. Activities in this initiative, particularly in developing the volumary GAP/GMP
guidance, recognize this effort and build on 1.

1. Good Agriculivzal Practices/Good Manufacturing Practics

Status: FDA, working with the USDA, is preparing a general GAP/GMP guidance document,
FDA plans 1o publish the document as proposed voluntary guidance with opportunity for public
comments. This guidance, titled *Guide 10 Minimizing Microbial Food Safety Hazards for Fresh
Fruits and Vegetables”, describes science-based good agricultural practices that {armers and
producers may use for water quality, manure management, sanitation (both field and facility
sanitation, as well as worker hygiene}, and handling and transportation. The guidance also
describes use of producer identification and information on the flow of the product through
distribution channels. This information can facilitate source identification, should a comimodity be
associated with a foodborne illness cutbreak. This guidance can be used by both domestic and
foreign fresh 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 microbial contamination, but
caution that excessive or inappropriate use of these substances does not tuke the place of
GAP/GMPs.

FDA and USDA sponsored, with states, a series of public meetings from mid-November to mid-
December, 1997, in which the agricultural commuanity, 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
comuments, techmcal information, and suggested modifications 1o the draft guidance. The NMational
Advisory Committee on Microbiological Criteria for Foeds” Fresh Produce Subcommities (a
USDAKDA advisory commitiee) was present at the first public meeting, Based on information
exchanged at that first 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 agricoltural comumunity, These “grasstoots” meetings were held at six regional
locations around the country during December, The agencies also presented the draft guidance to
representatives of embassies and individuals associated with importing produce into the ULS, at an
interrational meeting in December.  Foedback from the agricultural community through the
“grassroots” meetings and other fora is essential to be sure that the guidance being developed iy
practical and applicable. Development of the final guidance will draw on scientific data and
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otherinformation that describes the fresh fruit and vegetable industry domestically and in countries
gxporting products 16 the U.S.

FDA, with USDA, will oversee a task force {with representation from other federal agencies and
states) to 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.. £ coti O157:H7, Cyclospora) and o
reduce contamination associated with particular hazards {e.g., microbially-derived toxins) and
cammaodities. This type of guidance can also be designed to minimize microbial contamination
thraugh particular pathways, such as control of water quality, worker sanitation and health, field
and facility sanitation, and transportation and handling of produce. Options are being explored to
determine the most efficient ways to provide indusiry with effective guidance that yields the most
benefit for the resources expended. -Any additional guidance will be developed through an open
process involving industry, consumers, academin, states, and public health professionals,
including the FDA public review and comment process.

The general guidance may be augmented as information sbout scientific advances and rigks
associated with fresh produce received from a variety of sources, {(e.g., foodborne tilness
outbreaks and research) indicates the need for targeted guidance or refinement of the general
guidance.

Timeline:
- Short-term — Ogtober « December 1997
a. FDA drafied proposed voluntary GAP/GMP gurdance
b. FDA and USDA held a public meeting and a meeting of the National
: Advisory Commiitee on Microbiologival Criteria for Foods 1o solicnt
’ cornrments and recommendations on the guidance
c.  FDA and USDA conducted grassroots and international meetings o receive
! cornments and informatton from the public

. Mid-term — January - May 1998
a. FDA, working with representatives from USDA, EPA, Occupational Safety
; and Health Administration {OSHA), and the State Depariments of Agriculture
and of Health from California, Florida, and Michigan, will analyze comments
and information from the public, grassroots, and international meetings and
revise guidaace incorporating that information
b. Publish revised guidance as a proposal in the Federal Register
c. Comment period of 75 days for public to submit comments and information
periaining to the guidance

Long-term — June 1998 and beyond
a.  Evaluate comments and revise guidance ino {inal guidance
b. Publish final guidance in the Federal Register by October 2, 1998
c.  Create an interagency comumitiee to evaluate the need for additional guidance
and, if addiponal guidance is needed, oversee and direct the development of
that guidance
d. Develop a strategy 1o refine existing guidance, incorporating advances in
science and knowledge about produce safety and information about new risks
e. Develop risk assessment techniques to use in evaluating the effectiveness of
| and refining (based on that evaluation) implemented food safety control
strategies
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Supporting Information: To complement data and information being developed
domestically, comparable data and country information, such as epidemiciogic 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. will be compiled by mid-Jaly, 1998,

Timeline:

. Short-term — November 1997 - June, 1998
a. Identify and compile current data concerning primary sources of {resh fruits

and vegetables

: b. Identify and compile available data abowt domestic agricultural practices and

= foreign food safety legislation and regulation for selected countnies that expont
produce to the U.S. This information will support the scientific {including

i evalpation of risks} approuch.

- ¢, Identify gaps in current data

. Mid-term ~ June - August 1998
Federal and state government agencies will develop a proposal to il data
gaps in consultation with industry

~ Long-term ~~ September 1998 and beyond
Using available funding, implement a plan ¢ fill gaps.

on and Outreach

Technical Assistance and Educat

Technical Assistance:

Technical expertise and resources must complement the voluntary guidance to achieve
improvement in the safety of fresh fruits and vegetables. The gusdance witl be most effective when
safety is bolstered at every step in the process, from in-field operations through distribution to the
consumer, LS. government agencies, FDA and USDA in purticular, will work with appropriate
U.5. and foreign govemment pubdic health and agricultural agencies, ¢ well as with industry
groups, 1o provide technical assistance needed 1o support appropriate application of the guidonce
by the produce industry. If a foreign government is interesied in learning more about the U.S.
guidelines and systems for assuring the safety of domestically produced and imported fresh fruits
and vegetabies overseas personnel from USDA and State Department will collaborate as necessary
to facilitate these visits. Likewise, in order to provide technical assistance or followup to
foodborne iliness outbreaks, these overseas personnel will facilitate visits of FDA and/or Centers
for Discase Control and Prevention (CDC) investigators or scientists to foreign operations to
asceriain the source of problems that may pose a safety hazard in produce exported {o the 1.8,

USDA and FDA plan to work with a broad spectrum of representatives from the public and private
sector in foreign countries and in the U.S, to promote appropriate application of the guidance and
improve production and processing practices. These include officials from the health and
agriculiure agencies in foreign countries, the Food and Agriculture Qrganization, the World Health
Organization, and subsidiary organizations {e.g., Pan American Health Organization), as well as
exporter associations and multinational banks. In the U5, the agencics will work with
appropriate fand grant colleges and universities, state agencies, and industry associations. In
working with domestic and foreign groups, it is eritical that in addition to technical assistance, we
provide clear guidance on the legal requirements for offering fiesh food for sale fn the U.S, With

this understanding, the foreign and domestic government, industry, and scademic groups can
!
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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, USDA and FDA
will share new technologies as they are developed to enhance the safety of fresh fruits and
vegetables, such as improved manure treatosent methods, more sensitive analytical methods, and
post-harvest treatments to reduce levels of or eliminate pathogens on praduce.

Timeline:

Short<term — November 1997 - September 1998
a.  Form an interagency cadre to establish procedures 1o develop technical
assistance and education outreach programs, 10 identify gaps in data (0
% understand agricultural practices, and fo assess effectiveness of the programs
j’ b.  Identify ongoing programs providing technical assistance to domestic
i producers and selected foreign countries that export {o the U.S. related 10
produce safety
i c. Integrate the goals of the President’s Directive into ongoing programs where
) appropriate
d. Identify gaps where technical assistance may neol be available

Long-term —September 1998 and beyond
a.  Develop and implement a strategy to provide lechnical assistance necessary to
achieve the goals of the President’s Directive
b. Evaluaie effectivensss of GAP/GMP guidance and update the guidance
accordingly

Education and Outreach: Education and outreach programs are essential to foster appropriasie
application of the guidance by the domestic and itemational fresh fruit and vegetable industry.
These programs are pivotal to industry’s understanding of the essential principies of the guidance,
as well as the scientific and practical reasons for application of the guidance as everyday production
and processing practice, Qthers in the distribution chain from the fruit and vegetable producers ©
the final'user— the consumer - must be reached by these programs in order to assure that the care
taken to prevent microbial contamination in growing, harvesting, processing, and ransporting is
not thwarted by later mishandling.

LSIIA, through its partnership with State Cooperative Extension Services in the United States,
will provide leadership for the Directive’s producer outreach and educational strategy. LISDA,
FDA and CDC will plan 2 sational food safely scientific and education conference in 1998

to share current scientific and educational information on foad safety risks that can further enhance
the microbiological safety of frésh fruis 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 focal
exiension agents can play a2 vital role in the successful application of the guidance, since they are
knowledgeable about on-farm production practices and can provide expert advice on how
producers can incorporate interventions recommended in the guidance 1o reduce the risk of
microbial contamination at the farm level.
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To reach the domestic produce industry workforee, the guidance and associated educational
muaterials must be available in native languages and must use ierms understood by this diverse
community. Multi-lingoal materials are also needed for use in foreign countries. To meet these
needs, FDA and USDA will work with indusiry and foreign governments to provide transiations
of the guidance documents, as well ag associated training and information materials, as the
documents are finalized.

We mltiéipate that education and outreach activities will reach beyend the immedinte needs of the
growers, harvesters, processors, and distributors of {resh produce te the wholesale and retail
segments of the industry and 10 the consumer. Expanded education efforts will be directed to
increasing awareness of how to enhance the safety of fresh fiuits and vegetables, as well as about
use of safe practices for handling and storing fresh produce,

The information provided at the grassroots and international meetings will help the agencies
prioritize outreach activities and preparation of materials. FDA and USDA anticipate drawing on
the resources and expertise of other agencies and indusiry 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 depariments and the indusiry to begin discussions of how best
to meke available needed training and information. We anticipate that industry itseif will be a

pri mary, vehicle for cutreach and education activities.

In the international arena, USDDA will be instrumental in facilitating the development of education
and rramning programs, The USDA’s International Cooperation and Development staff can
facifitate development of cooperative training programs on the guidance, in collaboration with other
agencies capable of providing funding for these activities. The State Department will facilitate FDA
and USDA contacts with foreign governments and industey groups to inform them of the goidance
and provide technical assistance. USDA will also explore mechanisms o obtain the resources and
expertise 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/GMP cducation programs
ardd materials needed to educate foreign governments and organizations, factoring in information
provided at the international meeting: .

Timeline:
§
| Short-term --- March - May 1998
! a.  Working with industry, develop a program to provide growers, harvesiers,
| distributors, and other aspects of the industry with background and
i information about the hazards, particularly microbial, associsted with fresh
: produce
; b. FDA and USDA will convene a National food safetv and education
g conference on fruits and vegetables to discuss the draft guidance
¢.  Pending finalization of the guidance, take preliminary steps to determine
mechanisms for providing information and assistance (© the domestic
industry in applying guidance, Likewise, preliminary steps will be taken to
. develop a program targeted (o foreign producers.
Mid-term — july - September 1998
a.  FDA and USDA will develop a sirategy to educate producers and promote the
appropriate application of the final voluntary general guidance which inveolves
federal agencies, states, and the industry.
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b.  Work with other groups (foreigh governments, foreign industry groups} to
develop a strategy for promoting the appropriate application of voluntary
guidance

|
i
H
¥
'r Long-term — October 1998 and beyond

: a. Develop a strategy for refining cutreach efforts to meet needs identified by
. specific producer and industry sectors.

f

1. Focused Inspections- and. Verifying ication of Guidance

Inspection and Testing: Inspections of fresh fruit and vegetable operations in combination
with sampling and testing provides FDA and USDA with scientific information about the microbial
quality of both domestic and imported producis. Identification of microbiological problems allows
implementation of prevention or intervention measures before illness occurs. [t also aids in

targeting educational outreach and technical assistance,

FDA will expand its fresh fruit and vegetable inspection and testing program for domestic and
imported produce. Additional resources will be tocused particularly on sampling products from
areas, in the U.S. and abroad, where there is evidence that 2 potential hazard cxists and preventive
measures are lacking.

Verification: Verifying the application of the guidance, particularly in segments of the industry
where microbial foodbome illnesses have ocourred, is integral to determining its effectiveness in
reducing the risk associated with fresh fruits and vegetables. The USDA and FDA will use
evaluation of risks and survey techniques, such as USDA’s Fruit Survey and Yegetable 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 of produce-associated ilinesses. The
first ﬁarvcy will be conducted to determine curremt practuccs specifically those practices that bave
the most impact on public health and those that are covered in the general guidance. This baseline
information will be augmented with information Trom other sources, such us foreign governments
and state agencies, on current practices. A second, more extensive, survey on practices will be
copducted at a later date. This information — from the surveys and other sources — will be used
to evaluate application of the guidance and to make necessary adjusiments in the GAPIGMP
prograrn, including refinements of the guidance.

t

Timeline: FIDA’s inspection and sample collection and analysis activities will be
f . expanded. Increased inspection and testing effonts are budget dependent and
2! would be desirable to help evaluate the effectiveness of the general and
' additional guidance. The verifying activity will begin in FY 1999,

Successful implementation of this initiative relies on scientific research and chuaracterization of the
risks to public heaith posed by microbial contarpination. The overall research goal identified in this
initiative is development of cosi-efiective intervention and prevention strategies to reduce the
incidence of foodborme illness. Research will also support development of improved detection
methods useful in a variety of environments and targeted to sources of contamination. These
methods will be used to sepport long-tern surveillance and monitoring of both domestic and
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imparted produce at the point of production and harvest {e.g.. methods for detection of Cyclospora
and Hepatitis A on produce} and to support development of control and prevention strategies that
augment use of general and additional GAP/GMP guidance.

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 polential
subsequent contamination of fruits and vegstables through irrigation practices.

FDA and USDA are individually and collectively reviewing their respective FY 1998 research
projects related 1o fresh fruits and vegetables to identily specific research that can be accelerated,
USDA and FDA have held research planning meetings with other agencies conducting food safety
related research, including the CDC, EPA, Department of Defense, Department of Energy.
National Science Foundation, and National Institutes of Health (NIH). In addition, the agencies
have met with industcy and consumer representatives to determine what food safety research is
currently ongaing ot in the developmental stages outside the govemment acd 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 in early 1998, Four specific areas for rescarch focus
have been identified as: improved detection methods, resistance to traditional preservation
techniques, antibiotic resistance, and development of intervention strategies. Research is currently
underway in all these areas. Among the areas to be further investigated are: packaging, storage,
and preservation technologies; production practices; and use of post-harvest treatruents to reduce
levels of upavoidable microbial contamination. NIH rescarch on pathogesnicity and clinical human
disease will support both development of detection methods and the risk assessments necessary to
evaluate [contmi strategies for the target pathogens.

Research and charucterization of risks is a high priority. Rescarch on preventive technologies and
infervention strategies 1o reduce or eliminate microbial contarnination is a specific priority. Work
will be conducted on manure treatment or composting technigues to assure that the manure is
acceptable {or application to a specific commodity. Post-harvest chemical {such as use of
antimicrobiad 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 minimally processed produce during storage and transportation.  Another area of research that
will be accelerated is methods development, specifically methods to detect Cyelospora and
Hepatilis A on produce. Studies of chemical pattern recognition {trace-element fingerprints) to
identify where specific foods were grown or processed will also aid in tracebacks 10 determine
both the source of foods and the pathogens imphcated in foodbome illness outbreaks.

¥
Timeline:
t
. Shont-term — September 1997 - Muarch 1998
a.  Initiated interagency review of research related to safety of fresh fruits and
vegetables
b.  Research plan will be available in sarly 1998 that will identify fresh fruit and
vegetable-related research

— e bk e v
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" Long-term — April 1998 and beyond ‘

a.  Develop an ongoing process for interagency review of research progress and
identification of new research needed

b.  Develop schedule for making the updated research plan available periodically

V. Participants in this Initiative -

The following agencies are contributing to this initiative: the Food and Drug Administration, the
National Institutes of Health, and the Centers for Disease Control and Prevention in the Department
of Health and Human Services; . the Agricultural Markettng Service, the Agricuitural Research
Service,'the Animal and:Plant Health Inspection-Service, the Cooperative State Research, .
Education, and Extension Service, the Economic Research Service, the Poreign Agricultural
Service, the Food Safety and Inspection Service, the National Agricuitural Statistics Service, the
Natural 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
Departinent of Labor’s Occupational Safety and Health Administration: and the Departrment of
Defense’s U.S. Army-Natick Research Development and Engineering Center are also working on
segments of the initiative.

i
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MEMORANDUM FOR THE SECRETARY OF HEALTH AND HUMAN SERVICES
! SECRETARY OF AGRICULTURE

SUBIJECT: !' Initiative to Safeguard Imported Fruits and Vegetables

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 systems
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, vegetélbles, 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 abroad, the FDA will be able to determine when to halt the importation of fruits and
vegetables from foreign countries.

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

First, I direct the Secretary of Health and Human 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 especially urge you to
consider the best ways to target inspection and testing resources toward those foreign areas
where problems are especially likely to occur.

Second, 1 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

1
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within one :year guidance on good agricultural practices and good manufacturing practices for
fruits and vegetables. This guidance should dea! 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.
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"We have built a sofid foundation for the health of America’s famifies. But clearly
we must do moare. No parent should have 1o think twice about the juice they pour
their children at breskiast, or a hamburger ardered during dinner out.”

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

Taday, Vice President Al Gore accepted a major report -« "Food Bafety From Farm
to Table” -+ on how to reduce the incidence of foodborne linesses from Health and
Human Services Secretary Donna E. Shalala, Department of Agriculture Secretary
Dan Glickman, and Enviranmental Protection Agenoy 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 1988
budget.

Working with consumers, producers, industry, states, universities, and the public,
the Administration has developed measures to reduce foodborne iliness from
microbial contaminants: the Administration will:

o Improve inspections and expand preventive safety measures: FDA will use
$8.5 mi%iion of the new funds, in part, 1o hirg additional Food and [f)rug
Administration {(FDA} inspectors for geafood plants and to expand the Hazard
Jf%srisaigfsisE and Critical Control Point {MACCE! approach 1o the fruit and
vegetable juice industries. U.S. Department of Agriculture {USDA)] will
propose!preventive measures, including HACCP, this year for egg products.

t] increase research to develop new tests to detect foodborne pathogens and 10
assess risks in the food supply: The agencies will target $16.5 million 1o
crinical research needs, such as giving federal, state and local food safaty
foiciaisénew tools to detect these pathogens, some of which - ke the
Hepatitis A virus and cyclospora -- ¢annot now be detected in many foods.

) Build 2 national Early Warning System to detect and respond to outbreaks of
foodborne fllness earlier, and to give us the data we need to prevent future
cutbreaks: With $13.7 million of the naw funds, USDA, FDA, and Centers
for Disease Control and Prevention will increase the number of active
“sentinel sites” across the country from B 1o 8 {current sites are in Northern
California, Oregon, Minnesota, Gecrgia and Connecticut; new sites added
this year are in New York and Maryland, and the eighth will open naxt year}
and will'equip these sites with new technology to identify the dissases and
their sources and to communicate these findirigs nationwide rapidly.

o Establish a national education campaign that will improve food handling in
homes and retail outlets, FDA, USDA, CDC, and the Department of
Education will launch a new public-private partnership with industry,

;
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praducer and consumer groups, and states to raise public awareness of safe
food practices. Using public and private funds, the partnership will develop,
disseminale, and evaluate a single food-safety slogan and several standard
messages. USDA and FDA will use 34 million of the new 1898 funds to
support this and other edupation activities.

)
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Birengthen coordination and improve efficiency: USDA, CDC, FDA and EPA
will form a new intergovernmental group to improve federal, state and local
rasponses to outbreaks of foodborne linesses. Working with all
stakaholders, the agencies will develop a strategic plan to further improve
coordination, use rasources mare sfficiently, and measure progress toward
nur common goat of reducing foodborne.

1

Building on Qur Accomplishments

Food safety is a major public health challenge: millions of foodborne #inasses 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,

)

Building on the recommendations of the Vice President’s National
Performance Review, the Prasident pul in place new science-based, hazard
prevention systems for seafood, meat, and poultry. in late- 1988 ths
Administration issued new rules to ensure seafood safety. In July, 1886
President Clinton announced new regulations to modernize the nation’s meat
and poultry inspection system for the first time in 90 years. The rew Early
Warning Systemn will gather critical sciemtific data te further improve these
prevention systems '

in August, 1996 President Clinton signed the Food Quality Protection Act - a
comprehensive overhaul of our laws that regulate pesticides in food putting
in place 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
provisions to protect the health of infants and children from pesticide risks.
Last Atégust, President Clinton also signed a new safe dirinking water law
that strengthens protections 1o ensurg that American families have clean safe
tap water - improvements that the Clintan Administration has called for
since Septemhber 1993,

- 30 -
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Food safety initiative final version carries provisions for enhanced seafood {
surveilance, food safety councli, education partnership, mantre regulation

and more | (%{Lf"

The ssafood mdus?.:y will see inersssed governmant attention on Vibrio vulnificus L
and the Norwalk virus if Congress approves funding for the multi-agency food Mﬂ-{“‘q
safety initiative, sources told Food Chemical News. The final version of that /\7
initiative calls for increascd wurvsillance for Vibrio vulnificus by CDC, FDA and 3
states t}imugh boosts in pexgonnel and epidomiological and lab rescurces. i _

§
Clinton, weuld comprise an enhancement of the Gulf Coast Vibrio vulnificus (K‘
surveillance program. The yaport, which is about 80 pages long, calls for research

to devalop new dacontamination methods for such contaminants as Vibrio and ’
Norwalk on seafood, as well as for hepatitis A on strawbarries. The antire report
eniphasizes the noed for research o find and improve pathogen detection methods.

The federal agancies mvaive& in the initiative are CDC, FDA, USDA and EPA. -

fﬁf"wkh

That effort, detailed in & Bnrl version of ths initiative submitted to President wY

Une source close to the mttmtswe noted that even if the government had known
ahead of time about the hepatitis A racently linked to Mexican strawberries, the .
hepatitis A could not have been detected because the government lacks reliable
methodology for such detaction, Pathogen datection in the food supply is
complicated by the fact that detection is different for almost every typs of food.
That is, detection of pathogem in milk is different fmm detect:ca in berrics, which -
i different from detection in meat, etc. . '

Tha White House was scheduled to announce the final version of the initiative
. April 28, but that wag postponed due to conflicte with other White Houae press

gvants. AL press time, sources said that an a.zzzwzmeemnt of the initiative by Vice
President Al Gore was scheduled for May 12, but that date ~ and Gore's
availability for the event ~ could ehange again,

{See FSI, Page 37}
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“If ... improved chjsctive performance standards

-can be ¢rafted through additional, scientifically

based rulemaking,” Boyle added, “AMI will
gupport and participate in those efforts.”

Consumer groups not satisfled
with spinal cord safety

On Monday, April 28, Billy and his colleaguesin
FSIS held another mesting focusing on AMR,
this one with representatives from the consumer
advocncy groups Public Voice, National
Consumers League, Center for Science in the
Public Interest, and the Safe Food Coalition.

The meeting was prefaced by an April 22 lctter
from NCL's Linda Golodner to Billy and
Agriculture Secretary Dan Glickman. NCL
appears o be backing off its earlier demands

. that back and neck bones be kept cut of AMR

systema altogether, an action taken by Britain
more than.a year ago, Inatead, Golodnar
suggested that USDA impose bone scoring
requirements, “an iron limitation of not more

. than £ mg per 100 g,” & cajcium test porformed
“after ssparator and befam the desinewer” for a

maximum level of 20 mg per 100 g, and a
prohibition on presizing.

“Resolving the spinal cord and marrow izsues
through lengthy rulemaking procedures ia
unnecessary legally and representsa an
unacceptable abdication of responaibiiity,”
Golodner wrote. “The British waited much too
long to act decisively and have paid a very daur.
price.” NCL and othér consumer groups are

. concerned that spinal cord in AME meat may

exposs maypy Amsrican citizens to a higher risk
of transmissible spongiform encephalopathies,
Britain's deadly “mad cow disesse.”

At their meeting, the conaumer groups
reiterated these issues, focusing on the BSE risk
from spinal cord. They cited risk factors,
including the imports of British cattle into the
{1.5. in the 19803, the imports of Mexican cattie
into the U.8. that continue cvery year, and the
limited resources FDA will have to enforce its
proposed mammalian-to-rummant fesd ban,

According to one of the consumer group
participaats, the spinal cord directive will be
“cinsing the bara door afler the horso is out,”
Since apinal cord is only an gecenomic

adulterant, not & health hazard, suspect product
would go into distribution evep if some of it is
sent off for tests.

“We're not convineced that the directivs itself will
provide s complate assurance that spinal cord
won't get into end products,” one consumer
advocate explained. The advocate noted,
howevar, that the directive may be uaéful in
putting pressure on industry to keap spinsf cord
cut of AMR systams, “The next step.is for us to
meet with induetry,” ths advocats ssid.

Under the terms of USDA's 1994 reorganization,
FSIS cannot proposs a “major regulation”
dealing with human health or safety (ehanging
the definition of mesat to excluds spinal curd
would gualify) without performing a risk
asgesament and coat-benefit analysis, which
would take a minimum of six months to
complete. The entire rulemaking process would '
last for one to two years. “They're doing the best
that they can,” the consumer advocate sdmitted.

On the bone marrow isaue, the consumer groups
requested that FSIS propose a ruls aimed
against “unaccsptabdly high" marrow levels in
AMR product. Bons ecoring requirements might’
be-used. as in NCL's propoeaal. But the
perforasance standands proposed in Billy's-letter
to AMI may fulfill this requeat, one source said,

-+ "We'll wail t0 sae what they come up with.”

{MTFCN 1102, 3 pages, $5, ané RIFCN 1103,
2 pages, $5)

— Wendy Love Anderson

(#SI, continued from Page K]

The initiative is structurally the same ag ite

« draft predecasscr, 1.6, presonted in saven

sections, and most of the concepts from the draft
survivaed in the final report (See Food C&emami
News, April 7, Page 38},

Rogutatlon of manure ilkaiy

Regulation of manure is likely in the near
future, as the report cites the need to control the
various ways that manure can cantaminate the
food supply. The report does not detail any
manure regulations, but emphasizes that

ceontrois ave needed.
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The report alao calls for the setablishment of a
Natione] Council on Feod Safety, which would
includs an independent scientific board to
review food safety messsges. The board would
include representation from the scientific and
scademic vommunities and would use a riek-
based msthodology for prioritizing its work.

A publiciprivate partnership for food safuty
sducation alao would be established by the
initiative, but deteils on that effort were
gketchy. The report places new emphasis on
education of health cara professionsls, a goal
that was accentuated ropeatedly by participants
in & March 31eApril 2 publiv mesting on the
draft initiative. Health care professionals need
to recognize foodborne ilinesa, test for it and
raport it, the soutes said. The agenciee will try
to be “sppropriately multilingual” in all public
and educational efforts, the source said.

Egg and producs HACCP
appoar imminent

Ege HACCP and produce HACCP appear
imminent, as the report indicates that
regulatory options will be proposed for .
controlling pathogens in eggs and in fresh fruits
and vegetahles

Federal vutreach to states and cooperation with
siates are linchpina of the plan, and that
strategy is in line with the federal government's
need to share the rescurce burden for
implementing the initiative.

Federal agencies must maintain a dialogne with
all parties who have a stake in the initiative, in
order tc establish and follow e strategic plan for
developing, iruplementing and reviewing the
initiative’s components, the report ssid.

It remnains uncertain whather Congress will give
the agencies the $43 million reguested for the
initiative. While it ig tough for any
congressional membars to argue against the
concept of a safer food supply, Congress will be
very wary in the current budgetary climats to
approve new funding for projects. :

| e Johin Briley

:
!
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Performance standards featured in
FSIS regulatory agenda

The switeh from requircinents to performance
standarde, part of the "Reinventing
Government” effort, dominates the eemiannual
regulatory agenda of USDA’e Food Safety and
Inspection Servics, published i:x the April 26 .
Federal Regwier ’

No fewer than six proposed rules explicitly
eatablish performance standerds. In June, FSIS
plans to give notice that it is establishing
parformance standards “for the production of
certainfmeat and poultry products with
astablivhed standards of identity. ..
Performance standards apell out the objective
level of performance eatablishiments must meet
during their operations to produce safe
products, but allow the use of customized, plant.
specific processing procedures.”

1In this case, FSIS plans to sesablish food safety
‘performance standards spscific to the

atandards-of-identity products inatead of relying
on “statutory suthorities, general regulstions,
regulations {or similar products, or FSIS
dirnctives.” Similarly, FSIS is developing new
perfermanc& standards “to limit the amount of
water absorbed and retained by single-
ingredient raw meat snd poultry products to the
armount that is unaveidable in carrying out
waahing or chilling procedures.” Water-added
raw producis may have & bear a labe] attesting

to their absorbed weter content, according to the

propoeal, which was schaduled for publication in
April 1897, |

Iz other casee, however, the agency is replacing
its own specific regulationa. For instance,
preposed performance standards will replace
“command-and-control” procedures for thermal
processing of meat and poultry produsts;
irradiation of poultry to control fosdborns
pathogens; handling, chilling and freezing of
poultry; cutting carcasses into primsal parts
within an eatablishment; and preventing
physical or chemical contamination of meat and
poultry products and product ingredionts.

Documente fsgzed with s “8" can b ordered through Documents Expreas by calling 202-644.1980,

&/ 4
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NOTE TG BRUCE REED ~

Wanied to be sure you'd gotien the message that the Department cannot agree to anything
more than the expansion of five to 10 sites, and & directive agking us to report back with
other measures in 60 days. As I mentioned, this is a substantive argument, and it will
take us gt least that long 1o forge a consensus between CDC and FDA,

H
Mary Beth Donahue, who works with Kevin Thurm, is ¢ollecting edits on the radio
address now and genting them to Elizabeth Drye, but I wanted to be sure you got our first
cut,

i
We're still preparing a fact sheet, and working on the directive 100,

Muelissa
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DRAFT 11/1/96
PRESIDENT WILLIAM J. CLINTON
f RADIO ADDRESS TO THE NATION
\ NOVEMBER 2, 1996

Good moming.,

Today, 1 am pleased to announce a major new step toward protecting the health and
safety of all Americans -- especially our children,

1 believe this 15 a positive and hopeful time...an age of enormous possibility...a
chance for us to build a country and 2 world that is stronger and safer and full of more
possibility than any that existed beforg.

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 pareats deserve the peace of mind that
comes from knowing the wholesome meal they set before their children is safe.

That’s why T was 50 concerned by what happened in Washington State carlier this
week. Several children, some as young as 2, got very sick from drinking apple juice
contaminated with a deadly strain of E Coli bacieria,

I imagine pust 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 seeved them hamburgers tainted by the E Coli bacteria. 500
people became ill -~ some of them, sevesrely ill; and 4 children died.

Fortunately, we have madc progress since 1993, Because of the careful work of state
and local health authorities, and the swift and efficient’action of the Centers for Disease
Control and Prevention and the Food and Drug Administration, we stopped this week’s
outbreak of E Coli in #s 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 we put docrors and
hospitals across the country on watch for symptoms of E Coli infection. Now, of the §
children who were hospitalized, all are expected to make a full recovery.

This guick 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 1o 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
years. 1 signed o law legislation that protects pur fruits and vegetables from harmiful

i
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pesticides - and legisiation that keeps our drinking water safe and pure,

And, jizst a year ago, 1 stood with America’s families to fight off efforis 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,
I am anwouncing new steps to keep our food safe and to pratect 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, vs}e will put in place a nationwide early-warning system for food-borne illness.
Right new, the CDC sponsors S centers across the country whose mission is to post a look-
out for food-borne ilinesses -~ like E Coli and Salmonella. Working with state and local
governmentts, these "sentinel sites” stand watch over our public heatth, Today, 1 am
announcing that we will double the number of these sites from 5 to 10. This national system
will enable us 10 catch outbreaks sooner, and give us the data we need {o prevent outbreaks
- from happening in the first place.

i

Second,. I am directing the Secretary of Health and Human Services, the Secretary of
Agricolture; and the Administrator of the Environmental Protection Agency to report back o
me within 60 days with additional measures fo further improve the safety of our foed.

These recommendations should tell us how we can further improve inspections,
research, education, and coordination among local, state, and federal health authorities. 1
want the agencies to look at ways (o increase the number of expert disease detectives ©
investigate and control food-borne disease outbreaks,..to give health officials state-of-the-art
technology 1o trace infectious agenis to their source.. 1o use advanced communications
networks 1o speed outbreak information to health authorities across the country.

With this new early-warning system to track food-borne illness, we are saying,
foud and clear, that we will do everything in ocur power o make sure that the world’s
mast beuntifal food supply is also the safest.

By protecting the public health, by bringing our people together around our basic
valugs of opportunity, responsibility, and community, we will surely make this an age of
possibility for all' Americans.

Thanks for listening.

1
%
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-, PRESIDENT WILLIAM J. CLINTON
_’ . RADIO ADDRESS TO THE NATION
'} NOVEMBER 2, 1996

(yood morning.

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

1 believe this is 2 positive and hopeful time. . .an age of enormous possibility., a
chance for us to build a4 country and a world that is stronger and safer and full of maore
possibility than any that existed before,

The way we will master this moment of change is the way we always have: By
holding fast 1o 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 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 why [ was so concerned by what happened in Washington State earlier this
week. Several children, some as young as TK, got very sick from drinking apple juice
contaminated with a deadly strain of E Coli bactetia.

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 ainted by the same E 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 of state and
tocal health authorities, and the swift and efficient action of the Food and Drug
Administration, we stopped this week’s outbreak of E. Coli comamination in iis tracks, As
soon as we got the news, working around the clock, we worked with the manufacturer to get
its juice off supermarket shelves in all 7 siates where it was available. We put doctors and
hospitals across the country on alert for symptoms of E Cell infection. Now, of the 4
children who were hospitalized, all but one has gone home. And XX is expected to be
released any day.

This quick response is part of our larger effort (o 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 projections 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. | signe'd into law legislation that protects our fruits amd 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. .

Tuday; we add to the solid foundation of health security weve huilt for our
families. 1 am announcing new steps to Keep our food safe and te protect our children
from deadly bacteria.

First, we will put in place 3 nationwide early-warning system for food-borne illness.
Right now, the Centers for Disease Control sponsors 5 centers across the country whose
mission is to post a look-out for food-borne ilinesses -~ like E Coli. Working with state and
focal governments, these "sentinel sites” stand watch over our public health. Today, T 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,

Secamfi we will use state-of-the-art technology 1o 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 10 use revolutionary new DNA
fingerprinting methods to trace infectious agents to thelr source, and create a permanent
fingerprint library, so we can immediately recognize an Hiness if it reappears. And we will
use cutting-edge communications netwaorks (o speed outbreak information from these centers
to hospitals amﬁi public health agencies all across the country.

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 back
me 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 tood supply safer than ever before for our
families and our children,
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Clinton Targets Tainted Food Imports;

Recent Outbreaks Cited: Measure Aims to Prevent Port Shopping’

Aszaciated Press

Prealdme Clinton annousced a
mew measure dmed &t warding of
ooitaminated fored imports while Re-
publicans advocated a $1 hillion
taxcut proposal yesterday in thewr
weekly radio sddresves,

iinten s instructing inspectorg at
American ports to brand food pod
uets refented for headth or safety
repsns with 2 “Refused US> o
assure that sach products are oone

slipped past istpectors at another

UX, port-—a freactios kaowen 23 "port. -

gwm;‘

{lindon aloo 19 ordering the Cus-
o Service and the Food amd Drug
Adinisteation o “dgorously em-

Soree and expand our policy of de
- ghroying imported food that peses 2
serious health thioat rathwer than sk -

jetting it reach our grovery stores or

the global market.”
But be gl he docs ot want to be

unduly shwmist "Theres s v

dence that these fnilts and vesatabling
are less safe than those prown here,”
Clrton said. “Bat some recent out-
breaks of foodborne sy have
been traced in imported foods ™

. The president sald be is acting
becanse imprted food I8 now on
more American menus han ever
bedore. f1 s sevon 1o the secretaries
of the Treasury and Hesith and
Human Services departments, (i
ion nofed that food fgwets have
doubied over the past seven years
and that a farther 30 petoent incvegoe
18 expecied by 2002,

The president called em Congress
to grast the Agricalture Department
authority o impose ¢ivil penaliies
and order mandatory recalls of v
saes yrveat and poltyy,

A foud mduatrngmezx!aﬁveob wi.n

jecteﬁzathazpmgmi Gmm

inoentive fo act swiltly sodd respeist
biy" ts protect the food supely. -7
Ciinton. nloo asked Congressits
approve the $72 million he cequested
tamm%iaemmofmmﬁm
of highrish food products in'
{kﬂmd&a{waﬁéd&admvdm
aroend the world. .
i the Republicin waekly address,
Rep. 31, W{MW!
$1 filfon fax o,
Pun‘thei}u&wimamﬂfm“ﬁ?zu
cial indepevsdonce™ for US, families t
T
o 50
spposedly domore* he said, 5%

}'4
Reprihlicans say the federal
m@m sarplus is o0 biy 2hat Con
"iess can cut taxes by nearly $1
Wonm%mwmﬁ
WM@WWWWW
erg, Democrats and some moderite
Republicans, however, sy the sur

hzs should first be used to increase
programs ofee Medicane and Sodial

Security are safepuarded and the

national debt is eased,

A tax parkage to be drafied within

the next two weeks by the House
Ways aed Means Commiitios will
incude reduction of the socwlled
mareisge penalty, 2n end to the death
tax and safeguards so that Americans
apent penalizidt for investing and
seriiors don't suffer for worldng past
age 53, Hayworth said,

Hayworth, who is 2 Ways and
Measss member, oriticized Chnton’s
plin to provide a prescription drug
beuelit to 88 Mediears recipions,

Republicans  have  questioned
whether such 3 henellt &s needed by
all 39 rillion Medicare beneficlaries

sumnce oF redirement benefits bom

employers.
*Oue of ey constituents got ¢

right. when she said thet under the

yruaident’s plan she'd be subsidizing

ﬁwiﬁc&sdm&'rmmdm_h

Fered,” Haywoorth said,
Medicarn wan best be sirength

ened by stiacking waste, affowing

recizents more sondrol over their
henith care and providing prescrip-

, Hon ddrug benefits fo bweincome

seniors, Hayworth s,

£
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peint, Some will call bask and she
saicd e was Trained te sy we have
lawyers to fight s She said then
sverybody gives up.”

s 2l over the onntry, these
phory medical review services,” sald

program s say this is what they gt

Is [expietive], We think its frand.”
Another person whie will =i

Mmm:s}mhiﬁzsm

wrong |
il discharge from B3 b in Wash
gon state three years euelier, Jast”
. year, a federal judge fewed a summe. |

1y jdgment agaest Mathis in the 3

3mmlsa;gaeﬁmg

Matiis zaid that when he was in
charge of processing medicsl dhims
by State Farvn policyhalders in Wadh-
ington sizie the mouer's pogition
was “voug don't war an foutside utdl-
wtion) campany that diZ not provide

mwﬁhahm&ampmﬁm_

is headuuartored in San Dhego and s

headed by Willam J Marvin, a
former chabroue of the San Diego
County Republican Perty, CME pro-
wd&ﬁmnwdz@mpeﬁsm&x?oltz

*C&ﬁ?haﬂarzmé&t%m
going to prove 1o State Farm thay
they were z profit gachine” ssd
Mathis, who gave tegtimony i the
Kobinoon and Foltz cees "They
were goingto cut evgry B

Atternpis t5 vesch Mavin Iy

property: and cassaity insurers, said
that during the 19906 thiere has boen
“tremendous pressue o insres
redike expenses and premiums. One

£

WmmmWMa

st sy the court record but alse the
very exigtence of the casn iself,
According to Whithan, when he
visited the federal opurthouse in B
gene dast Aprdl, the oourt derk told
b that Foléz v State Farm $d ot
exist becsose it did not ehow up in
the covert’s interrsad comnprutes systam,
& physical search ter Jocatd the
thin exse fle that i public, Bui
Whitttaon said the file contained ref
erenves b sbout 450 nmotions and
gther Bems that have been sealed.
Sarah Posner, a staff attorney for

. “Trial Lawyers for Pubtic Justice, said +

that a5 recenlly as st week an
#rampt §6 locate the c2se through a

mmmm&m; mtioawids computer sysiem that -

mmmmwm& -

of the system that eralies companies

Tigh-coet fnmrance Mmftﬁmdsﬁmmmmmﬁ

reviews ave rundated by law,

Friedman, Roblnsen's iawye:
said, *Most people windd agree that
ﬂm;sapiactz‘mpapc:mwzn
hendbing fesrance Jaims, but e
any xd i can be misased.” Speaking
of the two coenponies that reviewsd
$ie Foltz and Robinsoe clams, he
added, *1 dou't think that you would
finel that theoe sre twe tad apples ot
of & healthy barysl, but that half the
trrred is rotten. What's going on, in

Orsgrons tawyer who I worddng with
the ponmanes groups. 1S anout By
the insranoes (omparsy.”

Whitrman xad other Lawyers for
the consuner grouss arjue thet the
seafing of records in the cases that
have been settied makes it diffioult to
determing if there &5 widegprend
abime i the industry and unnecessar-
Ty shieids companies Fomn public
accoumsiabiiity, They abo charge that

the extent of secrecy in the Foltz case
umprecedented, involving

Is virwally

i large monetary settiemnents. “Debbie -

Folty cammot defend the rights of
everyone to zopess ta the courts. At |
somme point the monsy gets oo big” X

Zi2

Tue Wasninsron Posr
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