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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQP

cc: Mary L. Smith/OPD/EQP
Subject: Morley Winograd and Food Safety

You asked me to check with Morley on the idea of moving inspections from FDA to USDA and
re-naming USDA. He likes the idea, particularly if it can take care of the VP's problem with
pesticides. (It might, increased inspections in fruit and veggies plants could conceivably decrease
the pesticide problem there -- I'll look into it), He asked we put together a short memo and hold a
meeting with you and Neal Lane to figure whether and how to hreak this to HHS. | said sure. I'd
like to first set up a Bruce, Elena, Neal Lane meeting for Friday to discuss this and the NAS
response. OK?
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Record Type: Record

To: Bruce N. Reed/QPD/EQP, Elena Kagan/QPD/ECP

cc: Mary L. Smith/OPD/EOP
Subject: Food Response

As you recall, HHS insisted on adding to the summary of the NAS response that the Council
evaluation of structural models will keep in mind "that the primary goal is food safety and public
health not expanded bureaucracy."

iI've told O'hara that this was unacceptable, yesterday he said he would take it up with the
Secretary. This morning he said the COS said that HHS's position was that this reflects their
position, the Secretary has used this language and should not "retreat.”

There is some chance that if one of you calls them, they may relent. Their argument is weak. This
Response document is promising an objective review of alternatives, it is not the proper venue for
HHS to indicate the matter has been pre-judged. We included language in the text of the Response
that indicates factors mitigating against a single food dgency. HHS will have plenty of opportunity
to appropriately weigh in against a single food agency when we evaluate options in the strategic
plan,

As | mentioned, Reuters has already run a small ifem indicating that we are not endorsing a single
food agency in the Response. We wa_r;_t__tg_e;r_n_p_fﬁs_i_z_ez_mgt this is a positive next step in the
process of maki e the food safety system is unified and speaks with a single voice. Caroline
Smithmr%vocate of a single food agency, has agreed to put out a release saying
the Response is a positive step.
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Record Type: Record

To: Bruce N. Reed/OPD/EQP, Elena Kagan/QOPD/EOP

cc: Mary L. Smith/OPD/EQOP
Subject: Food reorganization idea and probable reaction

FSPLAN.22  FDA.221 Attached is a one page description of a feasible food safety
reorganization plan USDA supports and how we think the major players would
react. None of them think we can realistically go for a single food agency. The
advocates and USDA do think we have a shot at centralizing the crucial inspection
function. The move would be a significant one, there are thousands of meat
inspectors in USDA, daily inspection of every plant. There are only a few hundred
inspectors in FDA, the average fruit and veggie plant may not be inspected for
many years. The crucial opposition is in HHS/FDA.
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DRAFT FOR DISCUSSION PURPOSES ONLY

[. Move food inspection and standard-setting/regulation for microbial, viral, and
parasitic pathogens to FSIS (USDA)}, including seafood, eggs, milk, fruits and
vegetables as well as FDA/State boards on milk, seafood, and the food code.

II. CFSAN at FDA has responsibility over food additives, dietary supplements,
biotechnology, chemical/pesticide/drug residues/standards, and food labeling under
NLEA (?}, including meat and poultry products. They are also given a budget
increase. Consideration is given to promoting preemption, as USDA has for meats,
and processor groups would prefer.

Ill. Inspection Resources--move small number of field personnel i.e. imports,
otherwise all inspection personnel remain for drugs, medical devices. Provide FSIS
with base increase of XX million to ensure successful transition.

IV. USDA becomes U.S. Department of Food and Agriculture (Under Secretary for
Public Health and Food Safety).

V. Underlying Statutes (FFDCA, FMIA etc) remain intact. (Direct development of
proposal to unify any conflicts in underlying_statutes?).

VI. Consider other measures to ensure independence from promotion, e.g.
statutory advisory board, statutory reaffirmations.

VIl. Public Health and Ag. Committees share full jurisdiction over food safety.
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Reactions of Interested Parties to Food Safety Reorganization

USDA- USDA would support the move. Glickman has told his staff he would
support then re-naming his agency the Department of Food and
Agriculture.

HHS- Would strongly oppose. O’hara called me to protest when clumsily
USDA suggested it in a meeting. On the other hand, FDA recognizes their
hand is weak. The Hill is unlikely to give FDA the money they need to
inspect adequately. FDA’s attempt to delegate to the states is running
into opposition from the advocates, who FDA knows they have alienated.

Consumer groups-- The two leaders, Carol Tucker Foreman and Caroline Smith
Dewall are strong advocates of a single food agency, and have each told
me they support moving inspection to USDA. Caroline says she has now
told this to FDA.

Congress: USDA is generally favored on the Hill, FDA is not, and USDA
believes it could build support. Currently, however, among most ag.
types there is a go slow attitude. For instance, while Harkin’s staff
confided that while they support a single food agency, they are satisfied
there is enough on the plate right now and don’t particularly want to go
into the issue. Among food safety advocates, Durbin has been a leader in
supporting a single food safety agency.

Producer/Processor Groups: Producer groups prefer USDA. | had a
wide-ranging conversation with the_head of the fruits and veggies
processors group in which he said they were not positive about any
governmental moves -- they are pretty conservative-- but USDA believes
they could be brought around given the association’s distaste for FDA and
the chance they might get preemption.

Internal WH: OMB, OSTP and WH are all supportive. NEC has been supportive
but we haven't talked to Sally about this recently. VP's office was
originally charged with sounding out the agencies on a single food
agency-- and backed off given HHS’s negative reaction.
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PRESIDENT CLINTON SIGNS EXECUTIVE ORDER
CREATING COUNCIL ON FOOD SAFETY
August 24, 1998

President Clinton today will sign an Executive Order to create a President’s Council on Food
Safety, which will develop a comprehensive strategic plan for federal food safety activities and
ensure that federal agencies annually develop coordinated food safety budgets. The President
also will sign a directive to the Council to review the recently issued National Academy of
Sciences (NAS) report, “Ensuring Safe Food from Production to Consumption,” and to report
back with its response to the report, including appropriate additional actions to improve food
safety. .

President’s Council on Food Safety. The President will sign an Executive Order establishing a
President’s Council on Food Safety (Council). The Council will have three primary functions,
including: (1) developing a comprehensive strategic federal food safety plan; (2) advising
agencies of priority areas for investment in food safety and ensuring that federal agencies
annually develop coordinated food safety budgets; and (3) overseeing the recently established
Joint Institute for Food Safety Research and ensuring that it addresses the highest priority
research needs.

. Comprehensive strategic federal food safety plan. The Council will develop a
comprehensive plan to improve the safety of the nation’s food supply by establishing a
seamless, science-based food safety system. The plan will address the steps necessary to
achieve this improved system, focusing on key public health, resource, and management
issues and including measurable outcome goals. The planning process will consider both

- “short 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 will consult with all interested parties, including state and local agencies, tribes,
consumers, producers, industry, and academia.

. Coordinated federal food safety budgets. Consistent with the comprehensive strategic
federal food safety plan, the Council will advise agencies of priority areas for
investment in food safety and ensure that federal agencies annually develop coordinated
food safety budgets. This coordinated food safety budget process will sustain and
strengthen existing activities, eliminate duplication, and ensure the most effective use of
resources for improving food safety.

. Oversight of federal food safety research efforts. The Council will ensure that the
Joint Institute for Food Safety Research addresses the highest priority food safety
research gaps. The Institute will report, on a regular basis, to the Council on its efforts to
conduct and coordinate food safety research activities and will receive direction from the
Council on research needed to establish the most effective possible food safety system.

Review of NAS Report. The President will direct the Council, as one of its first orders of
business, to review 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 report back to the President within 180 days with its response to the
NAS report. The Council’s report will consider appropriate additional actions to improve food
safety, including proposals for legislative reform of the food safety system.

Public Meeting to Develop Comprehensive Strategic Plan for Federal Food Safety
Activities. The Clinton Administration will publish notice of the first public meeting, to be held
on October 2 in Arlington, Virginia, to begin development of the Council’s comprehensive
strategic plan for federal food safety activities. The meeting will engage consumers, producers,
industry, food service providers, retailers, health professionals, State and local governments,
Tribes, academia, and the public in the strategic planning process.



Clinton Administration Accomplishments In Improving Food Safety

The President’s announcement builds on a strong record of food safety initiatives, ensuring that
Americans eat the safest possible food. The Administration has put into place improved safety
standards for meat, pouliry, and seafood products, and has begun the process of developing
enhanced standards for fruit and vegetable juices. The Administration also has expanded
research, education, and surveillance activities throughout the food safety system.

*July 1998. President creates a Joint Institute of Food Safety Research which will develop a
strategic plan for conducting and coordinating all federal food safety research activities,
including with the private sector and academia.

*February 1998. Administration announces its proposed food safety budget, which requests an
approximate $101 million increase for food safety initiatives.

*May 1997. Administration announces comprehensive new initiative to improve the safety of
nation’s food supply --“Food Safety from Farm to Table” -- detailing a $43 million food safety
program, including measures to improve surveillance, outbreak response, education, and
research.

*January 1997. President announces new Early-Warning System to gather critical scientific data
to help stop foodborne disease outbreaks quickly and to improve prevention systems.

*August 1996. President signs Safe Drinking Water Act of 1996. The law requires drinking
water systems to protect against dangerous contaminants like Cryptosporidium, and gives people
the right to know about contaminants in their tap water.

*August 1996. President signs Food Quality Protection Act of 1996, which streamlines
regulation of pesticides by FDA and EPA and puts important new public-health protections in
place, especially for children.

*July 1996. President announces new regulations that modernize the nation’s meat and poultry
inspection system for the first time in 90 years. New standards help prevent E.coli bacteria
contamination in meat.

*December 1995. Administration issues ncw rules to ensure seafood safety, utilizing HACCP
regulatory programs to require food industries to design and implement preventive measures and
increase the industries’ responsibility for and control of their safety assurance actions.

*1994. CDC embarks on strategic program to detect, prevent, and control emerging infectious
disease threats, some of which are foodborne, making significant progress toward this goal in
each successive year.

*1993. Vice-President’s National Performance Review issues report recommending government
and industry move toward a system of preventive controls.



QUESTIONS AND ANéWERS ON PRESIDENT’S COUNCIL ON FOOD SAFETY

August 24, 1998
Q: What did the Clinton Administration announce?
A: The Clinton Administration announced: (1) an executive order creating a President’s

Council on Food Safety, which will develop a comprehensive strategic plan for federal
food safety activities and ensure that federal agencies annually develop coordinated food
safety budgets; and (2) a Presidential directive to the Council to review the National
Academy of Sciences (NAS) report, “Ensuring Safe Food from Production to
Consumption,” and toreport back with its response to the report, including appropriate
additional actions to improve food safety.

President’s Council on Food Safety

Q: What will the President’s Council on Food Safety do?

A: The Council will have three primary functions, including: (1) developing a
comprehensive strategic federal food safety plan; (2) advising agencies of priority areas
for investment in food safety and ensuring that federal agencies annually develop
coordinated food safety budgets; and (3) overseeing the recently established Joint
Institute for Food Safety Research and ensuring that it addresses the highest priority
research needs.

In addition, the Council, as one of its first orders of business, will review 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 report back to the President within 180 days with its response
to the NAS report. The Council’s report will consider appropriate additional actions to
improve food safety, including proposals for legislative reform of the food safety system.

Q: Why did the President create this Council? Is this a response to last week’s NAS
report advocating greater coordination in the food safety system?

At The President created the Council as the next logical step in his efforts to modernize and
better coordinate federal food safety efforts. He wanted to ensure that all agencies in the
federal government with responsibility for food safety issues follow a single food safety
plan and develop coordinated budgets. In addition, the Council will provide a mechanism
to review the NAS’s proposals and determine whether any additional steps are
appropriate.

Q: The Executive Order creates a three-headed council when last week’s NAS Report
called for a single person to be in charge of food safety. Isn’t that what’s really
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needed?

The Executive Order creates the most effective mechanism possible, consistent with
current law, to achieve coordination in the food safety system. Proposals for a single
food safety czar, such as the one the NAS made, require legislation. The President has
asked the new council to review that proposal to determine whether legislation of this
kind is necessary. In the meantime, the President will take whatever executive action he
can to achieve better integration and coordination of the food safety system.

How does the federal government already coordinate its food safety activities? Why
is additional coordination necessary?

The Clinton Administration already has taken significant strides toward building a
coordinated food safety system. Most recently, the President announced the creation of
the Joint Institute for Food Safety Research, which will develop a strategic plan for
coordinating government and private food safety research activities. In addition, the
Administration announced the Foodborne Outbreak Response Coordinating Group
(FORC-G) which brings together federal, state, and local agencies to develop a
comprehensive, coordinated, national foodborne illness response system.

What this proposal does is to ensure, for the first time ever, that the entire range of food
safety activities and budgetary decisions is reviewed and coordinated by a single entity.
Although we believe that we have achieved good coordination in the past, especially in
light of the fragmented statutory framework, this new entity will make further progress in
this area by insisting on a unified food safety policy and a coordinated food safety budget
process.

Isn’t this proposal essentially procedural in nature? Doesn’t it just move the boxes
around on an organizational chart, rather than giving anyone increased ability to do
anything?

Increasing integration and coordination among the various parts of the food safety system
is vital to making sure food is safe -- just as important as providing needed budgetary
resources or enforcement authority. Our food safety system is, by law, highly
fragmented: for example, because of the way different foods are regulated by different
agencies, the frozen pepperoni pizza you buy is regulated by two separate agencies. We
must make sure that all these agencies are working together and pulling in the same
direction. Today’s executive order will serve just this crucial purpose.

Who are the members of the Council?

The members of the Council are the Secretary of Agriculture, the Secretary of Health
and Human Services, the Assistant to the President for Domestic Policy, the Director
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of the National Partnership for Reinventing Government, the Assistant to the President
for Science and Technology, the Administrator of the Environmental Protection
Agency, the Secretary of Commerce, and the Director of the Office of Management
and Budget. The Secretary of Agriculture, the Secretary of Health and Human
Services, and the Assistant to the President for Science and Technology will serve as
Joint Chairs of the Council. |

NAS Report

Q: What Does the NAS report say?

A: The National Academy of Sciences report, “Ensuring Safe Food From Production to
Consumption,” makes three basic conclusions: (1) an effective and efficient food safety
system must be based on science; (2) the current statutes governing food safety should be
revised in order to achieve a food safety system based on science; and (3) Congress
should enact legislation to establish a unified and central framework for managing federal
food safety programs, which should be headed by a single official with responsibility for
all federal food safety activities.

Q: Does the Administration agree with the NAS report?

A: The Administration welcomes the opportunity to review the NAS report and believes that
the report will play an important role in leading to further improvements. The
Administration is encouraged that the NAS report supports many current Administration
initiatives such as:

. new science-based systems to prevent contamination, including the Hazard
Analysis and Critical Control Points (HACCP) system for inspections of meat,
poultry, and seafood;

. a new science-based early warning system to help detect and respond to outbreaks
of foodborne illness; and .
. proposed legislation to ensure that the FDA halts imports of fruits, vegetables, and

other food products that do not meet U.S. food safety requirements or come from
countries that do not provide the same level of protection as is required for U.S.
products.

The report’s proposal to place a single official in charge of our food safety system, which
would require new legislation, is well worth exploring. The President has asked the new

Council to report back on this proposal and other ideas for improving the effectiveness of
the food safety system within six months.

Food Safety Budget
Q: What did the President ask for in the FY 1999 Budget request with respect to food
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safety?

The FY 1999 Budget included a $101 million increase over the FY 1998 level for the
Administration’s inter-agency food safety initiative. Of this total amount, $25 million
would finance FDA’s improved capability to ensure the safety of imported foods and $5
million would permit the Centers for Disease Control (CDC) to assist state health
departments to detect foodborne diseases and to improve foodborne disease surveillance.
Another $24 million of the Initiative would go towards: developing rapid tests for the
detection of pathogens; improving slaughter and processing systems to avoid
contamination of food products; and establishing baseline data to better assess the risk of
contamination in the US food supply. In addition, $7.8 million would be used to expand
consumer education initiatives, especially for high risk populations (the elderly and
children).

What is the status of the Food Safety Initiative in the FY 1999 Appropriation bills?

So far, Congress has failed to provide full funding of the Administration’s food safety
initiative. The Senate Appropriations Committee provided only about $3 million for
these efforts, but the full Senate voted by a large bipartisan majority for an amendment
offered by Senator Harkin to provide an additional $66 million. Senator Harkin’s
amendment required USDA’s tobacco program administrative costs to be partially funded
by the tobacco industry, and used the savings as the major offset for the cost of expanded
food safety programs for both USDA and FDA. The House-passed Agriculture
Appropriations bill would provide only $16.8 million of the requested increase: $7
million for FDA imported food safety and $9.8 million for USDA activities. The
Administration will continue to work with the conference committee members to urge
them to provide full funding for the food safety initiative. The House Labor-HHS
Appropriations Committee has approved the $5 million food safety request for CDC.

Is all of the $101 million that the President asked for necessary for food safety?

Without additional funding for the Food Safety Initiative, the federal food safety agencies
will not be able fully to develop appropriate response, prevention, and control strategies
for reducing the level of food-borne illness in the United States.

In addition to the funding requested to strengthen FDA’s import inspection and expand
USDA’s and FDA’s research and education activities, funding is requested to continue to
improve FDA’s food safety infrastructure, as started in the FY 1998 Food Safety
Initiative. Also, significant resources are targeted to strengthening both USDA’s and
FDA'’s risk assessment capabilities. Risk assessment is important in helping to identify
foods and processes that are most likely to lead to food-borne illness. Finally, funding is
requested to expand the USDA’s and HHS’s ability to identify and track food-borne
illnesses.



Legislative Proposals

Q:

What is Clinton Administration’s FDA import legislation?

The Administration called on Congress to pass food safety legislation, introduced by
Senators Milkulski and Kennedy and Reps. Eshoo and Pallone, that gives the FDA
greater authority over imported foods. This legislation will ensure that the FDA halts
imports of fruits, vegetables, and other food products that do not meet U.S. food safety
requirements or that come from countries that do not provide the same level of protection
as is required for U.S. products. The legislation also enables the FDA to halt imports
from a country or facility that refuses to allow FDA inspections. This legislation gives
FDA authority that is similar to USDA’s existing authority to prevent the importation of
unsafe meat and poultry.

What is the Clinton Administration’s USDA mandatory recall/civil penalties
legislation?

The Clinton Administration called on Congress to pass the Food Safety Enforcement
Enhancement Act, sponsored by Senators Harkin, Daschle, Johnson, and Leahy, which
gives USDA the ability to assess civil fines and to order mandatory recalls of unsafe meat
and poultry products. Currently, the USDA can respond to food safety violations only by
bringing criminal actions or withdrawing inspections; all recalls are done on a voluntary
basis and no civil penalties are available. This new legislation will give USDA additional
enforcement tools to enhance food safety.

Aren’t these legislative proposals essentially dead? Has Congress moved on them at
all?

These proposals are not dead. The Administration is working with members to try to get
these vital pieces of legislation passed and expects the Congressional sponsors of these
measures to raise the bills on the House and Senate floors.



THE WHITE HOUSE

Office of the Press Secretary
{(Martha's Vineyard, Massachusetts}

For Immediate Release August 25, 1598

August 25, 1598

MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOQOD SAFETY

SUBJECT : Naticnal Academy of Sciences Report

My Administration is committed to ensuring that the American
people enjoy the safest food possible. We have made great
progress by implementing science-based prevention control
systems for seafood, meat, and 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 focuses on key food safety issues from the farm
to the table. We can and must continue to build upon these
efforts.

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

Today, I signed an Executive COrder establishing the President's
Council on Feood Safety. To strengthen and focus our efforts

to coordinate food safety policy and rescurces and improve

food safety for American consumers, the Council will develop a
comprehensive strategic plan for Federal food safety activities,
ensure the 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 Academy of Sciences (NAS) recently issued a
thoughtful and highly informative report on food safety issues,
entitled "Ensuring Safe Food from Production to Consumption."
This report recommends additional ways to enhance coordination
and improve effectiveness in the food safety system, including
through reform of current food gafety legiglation.

I hereby direct the Council to review and respond to this
report as one of its first orders of business. After providing
opportunity for public comment, including public meetings, the
Council shall report back to me within 180 days with its views
on the NAS's recommendaticna. In developing this report, the
Council should take into account the comprehensive strategic
Federal food safety plan that it will be developing.

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

WILLIAM J. CLINTON
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THE WHITE HOUSE

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

For Immediate Release August 25, 1998

EXECUTIVE ORDER

PRESIDENT'S COUNCIL ON FOOD 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 supply through
gcience-based regulation and well-coordinated inspection,
enforcement, research, and education programs, it is hereby
ordered as follows:

{a) There is established the President's Council
on Food Safety ("Council"). The Council shall comprise the
Secretaries of Agriculture, Commerce, Health and Human Services,
the Director of the Office of Management and Budget (OMB)}, the
Administrator of the Environmental Protection Agency, the
Agsistant 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 Pirector of the
National Partnership for Reinventing Government. The Council
shall consult with other Federal agencies and State, local, and
tribal government agencies, and consumer, producer, scientific,
and industry groups, as appropriate.

(b} The Secretaries of Agriculture and of Health and
Human Serviceg and the Assistant to the President for Science
and Technology/Director of the Office of Science and Technology
Policy shall serve as Joint Chairs of the Council.

Sec. 2. Purpose. The purpose of the Council shall be
to _develop a comprehensive strategic plan for Federal food
safety activitieg, 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 zafety system. The Council shall make
recommendations to the President on how to advance Federal
efforts to implement a comprehensive science-based strategy
to improve the safety of the food supply and to enhance
coordination among Federal agencies, State, local, and tribal
governments, and the private sector. The Council shall advise
Federal agencies in sgetting priority areas for investment in
food safetry.

Sec. 3. i noti . {a) The
Council shall develop a comprehensive strategic Federal food
safety plan that contains gpecific recommendations on needed
changes, including measurable outcome gocals. 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 to achieve this goal, including the key
public health, resource, and management issues regarding food
safety. The planning 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. 1In developing this plan, the Council shall consult
with all interested parties, including State and local agencies,
tribes, consumers, producers, industry, and academia.

more
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{(b) Consistent with the comprehensive strategic Federal
food gafety plan deseribed in section 3(a) of this order, the
Council shall advise agencies of priority areas for investment
in food safety and ensure that Federal agencies annually
develop coordinated food safety budgets for submission to the
OMB that sustain and strengthen existing capacities, eliminate
duplication, and ensure the most effective use of resocurces
for improving foocd 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 guch other food safety issues as the Council determines
appropriate.

® The Council shall ensure that the Joint Institute for
Food Safety Research (JIFSR), in consultation with the National
Science and Technology Council, establishes mechanisms to guide
Federal research efforts toward the highest priority food safety
needs. The JIFSR shall report to the Council on a regular basis
on its efforts: (I) to develop a strategic plan for conducting
food safety research activities consistent with the President's
Food Safety Initiative and such other food safety activities
as the JIFSR determines appropriate;. and (ii) to coordinate
efficiently, within the executive branch and with the private
gsector and academia, all Federal food safety resgearch.

Qggpgzg;ign. All actions taken by the Council
shall, as approprlate, promote parxtnerships and cooperation
with States, tribes, and other public and private sector efforts
wherever possible to improve the safety of the food supply.

Sec. 5. Geperal Provigiopns. This order is intended only
to improve the internal management of the executive branch and
is not intended to, nor does it, create any right or benefit,
substantive or procedural, enforceable at law by a party against
the United States, its agencies, its officers or any person.
Nothing in this order shall affect or alter the statutory
responsibilities of any Federal agency charged with food
safety responsibilities.

WILLIAM J. CLINTON

THE WHITE HOUSE,
August 25, 1998.
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Record Type: Record

To: Elena Kagan/QOPD/EOP

ce: Laura Emmett/WHO/EOP
Subject: Caroline Smith DeWaal

1 just got off the phone with Caroline Smith DeWaal -- the NY Times had already called her and so
she called me. | told her about the change in the co-chairs, and she was a little apprehensive. |
told her that it would be a strong group, but she thought that this was a weaker configuration.
She is not familiar with OSTP. | tried to allay her concerns and | think | made some headway by
emphasizing that for the first time that the planning and budget processes will be coordinated;
however, | think she is still a little concerned because she is not familiar with OSTP. | emphasized
the legislation, etc. and it seemed to help a little.
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FOR IMMEDIATE RELEASE CONTACT: Christopher Gould
AUGUST 25, 1998 202/822-8060

SAFE FOOD COALITION PRAISES ADMINISTRATION’S FOOD
SAFETY COUNCIL; CALLS FOR CONGRESS TO ACT

(WASHINGTON) The Safe Food Coalition today praised the Clinton Administration for its
decision to create a President’s Council on Food Safety and urged Congress to act on
recommendations by the National Academy of Sciences (NAS) to designate a single federal
official with responsibility for federal food safety activities.

“The Clinton Administration has done an excellent job in raising the public policy profile
of food safety issues,” said Carol Tucker Foreman, Coordinator of the Safe Food Coalition and
former Assistant Secretary of Agriculture for Food and Consumer Services. “The foed safety
council will help improve coordination even more.”

Last week, the NAS released a report which recormmended revising current food safety
statutes so that they are nniformly driven by scientific estimates of risk to human health. Among
other recormmendations, the report called for designating a single federal official with both
responsibility for federal food safety activities and authority to allocate resources based on nisk to
hurnan health. The Safe Foad Coalition has long endorsed the creation of a single food safety

agency.

“The creation of the council is a productive step toward improving the safety of
America’s food supply,” said Foreman. *Tt can take steps to coordinate the use of existing
resources. However, most of the recommendations mede by the Committee to Ensure the Safety
of Food from Production to Consumnption require congressional action. The Committee was
established at the direction of Congress. Now the Committee has given Congress a clear and
appropriate set of steps that must be taken to address foodborne illness. Congress should act on
those recommendations immediately. We expect that the President Council on Food Safety will
encourage and provide leadership for the additional steps that must be taken,"

-30 -

The Safe Food Coalition is a group of consumer, public health, senior citizen and labor
organizations that have worked together since 1986 to improve the nation’s food safety system.,
The organization was instrumental in persuading the federal government to revise the hundred
year old meat and poultry inspection system.
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EMBARGOED FOR 12:00 NOON CONTACT Christopher Gould
AUGUST 20, 1998 : 202/822-8060

SAFE FOOD COALITION PRAISES
NATIONAL ACADEMY OF SCIENCES REPORT
Urges Congress to Act on Recommendation to Designate a Single Federal
Official with Responsibility for Federal Food Safety Activities

(WASHINGTON, Aug. 20, 1998) The Safe Food Coalition today praised the National Academy
of Sciences (NAS) repoxt, Ensuring Safe Food from Production to Consumption, and urged
Congress to take the steps recommended by the committec to imnprove the safety of the narion’s
food supply. Following is a statcment reparding the NAS report by Carol Tucker Foreman,
coordinator of the Safe Food Coalition and former Assistant Secretary of Agriculture for Food
and Consumer Services: ’

“The National Acaderny of Sciences has conducted its study as directed by Congress. Its
recommendations are clear and appropriete, and mostly require congressional action. The
committee has doné an admirable job in a very short period of time -- they’ve told Congress what
it must do to reduce food-bome illness. Now Congress must act.

“Every American who has suffered from food poisoning or knows someone who has —
and every mothey who has nursed a sick child through a bout of selmonelia or E. coli O157:H7
poisoning -- should demand that Congress act immediately to institute the changes that are
needed to improve food safety. The most important of those changes recommended by the
cotmnmittee are:

® Revise current food safetly statutes so that they are uniformly driven by scientific
estimates of risk to human health;

o Establish by statute a unified and central framework for managing federal food

safety programs, headed by a single federal official who has both authority and
control of resources necessary to manage fooad safety efforts; and

° Allocate the necessaty resources to carry out the programs vita] to protecting
public health.

- more -~

@oo3_
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“The Safe Food Coalition has earlier endorsed creation of a single food safety agency.
Creation of such an agency is the most organizationally effective method for achieving the NAS
recornmendations.

“Congress can respond to the NAS report this year by adding language to the FY 1999
Agricultaral Appropriations Committee Report establishing a committes to explore the details of
establishing an appropriate structure and advising the President and Congress on language
necessary to change existing food safety laws to respond to the NAS Comumittee’s report.

“In addition, Congress should act this year ta pass the Clinton Administration’s proposals
to improve the safety of imaported fruits and vegetables and to institute improved enforcement
authority, including recall of contaminated meat and poultry and institution of civil penalties in
meat and pouitry processing.”

-30-

The Safe Food Coalition is a group of consumer, public health, senior citizen and labor
organizations that have worked together since 1986 to improve the nation’s food safety system.
The organization was instrumental in persuading the federal govemmaent to revise the hundred
year old meat and poultry inspection system.
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THE CLINTON/GORE ADMINISTRATION:
WORKING TO ENSURE BETTER FOOD SAFETY

August 25, 1998

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

President Bill Clinton
August 25, 1998

Today, President Clinton signs an Executive Order creating a President’s Council on Food Safety. The Council will
develop a comprehensive strategic plan for federal food safety activities and ensure that federal agencies annuall
develop coordinated food safety budgets. The President will also sign a directive instructirg the Council to review the
recently issued National Academy of Sciences (NAS) report, “Ensuring Safe Food from Production to Consumption,”
and to report back with its response to the report, including appropriate additional actions to improve food safety.

THE PRESIDENT’S COUNCIL ON FOOD SAFETY. The President will sign an Executive Order establishing a
President’s Council on Food Safety. The Council will have three primary functions, including:

. Developing A Comprehensive Strategic Federal Food Safety Plan. The Council will develop a
comprehensive plan to improve the safety of the nation’s food supply by establishing a seamless,
science-based food safety system. The plan will address the steps necessary to achieve this improved
system, focusing on key public health, resource, and management issues and including measurable
outcome goals. The planning process will consider both short 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 will consult with all interested parties, including state and local
agencies, tribes, consumers, producers, industry, and academia.

. Coordinating Federal Food Safety Budgets. Consistent with the comprehensive strategic federal
food safety plan, the Council will advise agencies of priority areas for investment in food safety and
ensure that federal agencies annually develop coordinated food safety budgets. This coordinated
food safety budget process will sustain and strengthen existing activities, eliminate duplication, and
ensure the most effective use of resources for improving food safety.

. Overseeing Federal Food Safety Research Efforts. The Council will ensure that the Joint Institute
for Food Safety Research addresses the highest priority food safety research gaps. The Institute will

report, on a regular basis, to the Council on its efforts to conduct and coordinate food safety research
activities and will receive direction from the Council on research needed to establish the most
effective possible food safety system.

PROPOSING REFORMS TO THE FOOD SAFETY SYSTEM. The President will direct the Council, as one of its
first orders of business, to review 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 report back to the President within 180 days with its response to the NAS report. The
Council’s report will consider appropriate additional actions to improve food safety, including proposals for
legislative reform of the food safety system.
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Record Type: Record

To: Elena Kagan/OPD/EOP

cc: Laura Emmett/WHO/EOP
Subject: What's in the NAS study

The Hill was briefed on the NAS study yesterday. This is what they say is in the report:
1. Food safety should be based on science
2. The statutes governing food safety need to be modified {although there was no specific
recommendation for how this should be done)
3. There needs to be some central framework for dealing with food safety -- this can be done in
one of the following three ways:

a. a food safety czar

b. designate one of the agencies as the lead agency

¢c. create a new food safety agency
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Record Type: Record

To: Elena Kagan/OPD/EQOP, Thomas L. Freedman/QOPD/EQP

cc: Laura Emmett/WHQ/EQP
Subject: Consumer groups re: WH membership on Council

I've talked to two of the groups (Caroline Smith DeWaal from Center for Science and the Pubtic
Interest and Heather from Safe Tables Our Priority}, and they both say they would prefer that the
WH be on the Council because they think the agencies are too much wedded to the status quo.
Heather said that in the past the agencies were not particularly forward looking {particularly when
they were implementing HACCP). Caroline was particularly adamant that WH participation be on
the Council because if WH weren't on the Council, it would send a message to the consumer
groups that we were sticking with the status quo. In addition, she was concerned with deadlock
betwéen USDA and HHS.

| am still trying to reach Carol Tucker Forman from the Food Safety Coalition. | will send you the
latest draft of the executive order in a few minutes.
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CSPI FOR SCIENCE il afesy
PUELIC INTEREST

hiided Nyutrition Action Healthletter

Contact: Caroline Smith DeWaal; (202) 332-9110, ext. 366
Penelope Miller; (202) 332-9110, ext. 358

Food Safety Council Should Be A Vehicle,
Not a Roadblock, to Reform

Staiement of Caroline Smith DeWaal
Director of Food Salcly
on the Creation of the President’s Council on Food Safety
August 25, 1998

Today, the Clinton Administration announced the uppointment nf an eight-person council
1o develop a comprehensive, strategic federal food-safety plan and to coordinate the federal
Jood-safety budgets.

‘The President’s Council on Food Safety represents an important improveroent of the
existing food-safcty sysiem where 12 agencies independently implement over 35 separate laws.
However, lhe council falls short of the changes recommended by the Nationai Academy of

Sciences, which called for the appointment of a single person with both the legal authority and
budgelury control aver food safety.

The council should be a vehicle ~ not a roadblock - in the movement towurd a single
food-safety ageney. Tt will requirc ¢lose oversight from the White Housc to ensure that the
oouncil doesn’t simply rubber stamp the current ineffective system.

187S Connecticut Avenue, N W, / Suite 3100/ Wa:hfngmn. DC 20009-5728 7 (202) 3329110 / FAX (202) 265-4954
Executive Director: Michac! F. Jacobson, Ph.D.
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Record Type: Record

To: Elena Kagan/OPD/EQP, Bruce N. Reed/OPD/EOP, Mary L. Smith/OPD/EQP

cc: Laura Emmett/WHQ/EQOP
Subject: Rel2]: Thank you

fyi.

Forwarded by Thomas L. Freedman/OPD/EOP on 08/26/98 11:23 AM

cdewaal @ cspinet.org
08/26/98 12:09:44 PM

Record Type: Record

To: Thomas L. Freedman/OPD/EOP

cc:
Subject: Rel2]: Thank you

Hi again. Thanks for your call. 1 talked to the Reuters reporter and
will be talking to an editor shortly. She admitted that | did say
positive things in the first part of my remarks to her and that she
saw my statement later in the day. | wili be writing a letter to the
editor of the Washington Times to correct our position and will see if
Reuters can do something to help me get it corrected in other papers
that ran the story. | hope this heips to ciarify the inconsistency.



LRI ENCEN Y| H.,Q.Lb’ _
‘éw\rL a.‘m:../

Ll

A

AR

:4’ Thomas L. Freedman
S 08/26/98 10:59:18 AM

Record Type: Record

To: Elena Kagan/OPD/EQP, Bruce N. Reed/OPD/EQP

ce: Mary L. Smith/OPD/ECP, Laura Emmett/WHO/EOP
Subject: Food Stories

The food council got mentions on CBS and CNN. The stories in USA Today, WP, and WT were ok,
they got our headline out. | was disappointed, though, by Caroline Smith Dewall's quotes in the
papers today. FYl. 1called her and made several points: that this is not consistent with what she
has said (she had sent me an email saying "thank you, thank you, thank you, thank you"}, and that
it hurts the issue internally. She said: she was unhappy with the way she was quoted and was
writing a letter to WT, but doesn't feel confident about OSTP.



EXECUTIVE ORDER
PRESIDENT'S COUNCIL ON FOOD 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 supply through
science-based regulation and well-coordinated inspection,
enforcement, research, and education programs, it is hereby
ordered as follows:

Section 1. Establishment of President’s Council on Food

Safety. {a) There is established the President’'s Council
on Food Safety ("Council"). The Council shall comprise the

Secretaries of Agriculture, Commerce, Health and Human Services,
the Director of the Office of Management and Budget (OMB}, the
Administrator of the Environmental Protection Agency, the
Asgistant to the President for Science and Technology/Director
of the Office of Science and Technology Policy, the Assistant
to the President for Domestic Policy, and the Director of the
National Partnership for Reinventing Government. The Council
shall consult with other Federal agencies and State, local, and
tribal government agencies, and consumer, producer, scientific,
and industry groups, as appropriate.

{b) The Secretaries of Agriculture and of Health and
Human Services and the Assistant to the President for Science
and Technology/Director of the Office of Science and Technolegy
Policy shall serve as Joint Chairs of the Council.

Sec. 2. Purpose. The purpose of the Council shall be
to develop a comprehensive strategic plan for Federal food
safety activities, taking into consideration the findings and
recommendations of the National Academy of Sciences report
"Ensuring Safe Food from Production to Consumption" and other
input from the public on how to improve the effectiveness
of the current food safety system. The Council shall make

recommendations to the President on how teo advance Federal
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efforts to implement a comprehensive science-based strategy
to improve the safety of the food supply and to enhance
coordination among Federal agencies, State, local, and tribal
governments, and the private sector. The Council shall advise
Federal agencies in setting priority areas for investment in
fecod safety.

Sec. 3. Specific Activities and Functions. f{a) The
Council shall develop a comprehensive strategic Federal food
gafety plan that contains specific recommendations on needed
changes, including measurable outcome goals. The principal
goal of the plan should be the establishment of a seamless,
science-based food safety system. The plan should address
the steps necessary to achieve this geal, including the key
public health, resource, and management issues regarding food
safety. The planning 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. 1In developing this plan, the Council shall c¢onsult
with all interested parties, including State and local agencies,
tribes, consumers, producers, industry, and academia.

(b} Consistent with the compfehensive strategic Federal
food safety plan described in section 3{a) of this order, the
Council shall advise agencies of priority areas for investment
in food safety and ensure that Federal agencies annually
develop coordinated food safety budgets for submission to the
OMB that sustain and strengthen existing capacities, eliminate
duplication, and ensure the mogst effective use of resources
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 issues as the Council determines
appropriate.

{¢) The Council shall ensure that the Joint Institute for
Food Safety Research (JIFSR), in consultation with the National

Science and Technology Council, establishes mechanisms to guide
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Federal research efforts toward the highest priority food safety
needs. The JIFSR shall repcrt to the Council on a regular basis
on its efforts: (i) to develop a strategic plan for conducting
food safety research activities consistent with the President’s
Food Safety Initiative and such other food safety activities
as the JIFSR determines appropriate; and (ii) to coordinate
efficiently, within the executive branch and with the private
sector and academia, all Federal food safety research.

Sec. 4. Cooperation. All actions taken by the Council
shall, as appropriate, promote partnerships and cooperation
with States, tribes, and other public and private sector efforté

wherever possible to improve the safety of the food supply.

%3]

ec. 5. General Provigions. This order is intended only

to improve the internal management of the executive branch and
is not intended to, nor does it, create any right or benefit,
substantive or procedural, enforceable at law by a party against
the United States, its agencieg, its officers or any person.
Nothing in this order shall affect or alter the statutory
respongibilities of any Federal agency charged with food

safety responsibilities.

THE WHITE HOUSE,



THE WHITE HOUSE
WASHINGTON

o

MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOQD SAFETY

SUBJECT: National Academy of Sciences Report

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

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

Today, I signed an Executive Order establishing the President’s
Council on Food Safety. To strengthen and focus our efforts

to coordinate food safety pclicy and resources and improve

food safety for American consumers, the Council will develop a
comprehensive strategic plan for Federal food safety activities,
ensure the 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 Academy of Sciences (NAS) recently issued a
thoughtful and highly informative report on food safety issues,
entitled "Ensuring Safe Food from Production to Consumption."
This report recommends additional ways to enhance coordination
and improve effectiveness in the food safety system, including
through reform of current food safety legislation.
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I hereby direct the Council to review and respond to this
report as one of its first orders of business. After providing
opportunity for public comment, including public meetings, the
Council shall report back to me within 180 days with its views
on the NAS’s recommendations. In developing this report, the
Council should take into account the comprehensive strategic
Federal food safety plan that it will be developing.

I thank the Council for its efforts to improve food safety, and
I look forward to the continued leadership of the President’s

Council on Food Safety.
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Record Type: Record

To: Tracey E. Thormton/WHO/EOP

cc: Elena Kagan/OPD/EQP
Subject: President's Council on Food Safety

| just touched base with Roger McClung from HHS regarding who we should call. This is his list for
both FDA and HHS:

Senate
Kennedy
Jeffords
Collins
Frist
Milkulski

House

Bliley

Bilirakis
Sherrod Brown
Dingell

Eshoo

Pallone
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Record Type: Record

To; Tracey E. Thornton/WHO/EOP

ce: Elena Kagan/OPD/EOP
Subject: President’'s Council on Food Safety -- possible Hill calls

FOODA081.0 FOODQO082.0 Elena asked me to send you some information about a possible leak
of a President's Council for Food Safety on Monday. This Council would prepare a comprehensive
strategic plan on food safety, coordinate the budget process {but, not in anyway, change the
appropriations process), and review a recent National Academy of Sciences study that recommends
that there be a single federal person in charge of food safety and that the federal food safety
statutes need to be changed and streamlined.

Attached is draft paper, However, it is only draft and there is still an open question about who
would co-chair the Council -- this issue has not yet been resolved,

In terms of Hill cutreach, we haven't made any calls yet. Dave Carlin at USDA suggests that the
five key persons to call would be:

-Durbin
-Daschle
-Harkin
-Fazio
-Stenholm

There may be a few others, but these are the key five per USDA. Dave is happy to make the calls,
but let me know how you want to handie this and whether there is anything else you think we
should be doing. Thanks, Mary
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DEPARTMENT OF AGRICULTURE

\
Food Safety and Inspection Service W\OV
[Docket No. 98-045N]
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Centers for Disease Control and Prevention

Food and Drug Administration
{Docket No. S7N-0074]

ENVIRONMENTAL PROTECTION AGENCY
[Docket No. OPP-00550; FRL-6019-9]

President’s National Food Safety Initiative

AGENCY: Food Safety and Inspection Service, USDA; Research, Educauon and
Economics, USDA; Centers for Disecase Control and Prevention, HHS; Food and
Drug Administration, HHS; Environmental Protection Agency.

ACTION: Notice: public meeting; establishment of public dockets.

SUMMARY: The United States Department of Agriculture (USDA), the
Department of Health and Human Services {(HHS), and the Environmental
Protection Agency (EPA) are announcing a public meeting to discuss and begin
development of a comprehensive strategic Federal food safety plan. The purpose
of the strategic plan is to reduce the annual incidence of acute and chronic
foodborne and waterborne illness by further enhancing the safety of the nation’s
food supply. USDA, the Food and Drug Administration (FDA), and EPA are
also establishing public dockets to receive comments about the Food Safety
Initiative’s strategic planning process and the plan.

DATES: The meeting will be held on October 2, 1998, from 9:30 a.m. to 3 p.m.
Comments should be submitted by [insert date 90 days after date of publication
in the Federal Register].

ADDRESSES: The meeting will be held at: National Rural Electric Cooperative
Association, 4301 Wilson Boulevard, Arlington, VA.

- For instructions on the submission of written and electronic comments, refer
to Unit II. of this document.

FOR FURTHER INFORMATION CONTACT: To register for the meeting, contact Ms.
Traci Phebus, of USDA, at (202) 5017136, fax: (202) 501-7642, e-mail:
foodsafetymeeting @usda.gov. Participants may reserve time for public comments
when they register. Space will be allocated on a first come, first served basis.
Participants are encouraged to submit a disk along with their written statements
in Wordperfect 5.1/6.1 or ASCII file format.

‘%%
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Questions regarding general arrangements and logistical matters should be
addressed to Ms. Torrie Mattes. Additionally, participants who require a sign
language interpreter or other special accommodations should contact Ms. Torrie
Mattes, of USDA, no later than 10 days prior to the meeting, at (202) 501~
7136, fax: 202-501-7642, e-mail: T.Mattes@usda.gov.

For questions about the meeting or to obtain copies of the report, ‘‘Food
Safety From Farm 10 Table: A National Food Safety Initiative,”” contact Ms.
Karen Carson, of FDA, at (202) 205-5140, fax: (202) 205-5025, e-mail:
kcarson@Bangate.fda.gov. Copies of the report also are available from the
following web sites:

FDA at http:/fwww.cfsan.fda.gov/-dms/fsreport.html

CDC at http:/fwww.cdc.govimcidod/foodsafe/report.htm

EPA at http:/fwww.epa.gov/opptsfrsshome/nfssuppt.htn

Food Safety and Inspection Service (FSIS) at http://www fsis.usda.gov

SUPPLEMENTARY INFORMATION:

I. Background

On January 25, 1997, the President issued a directive to the Secretaries of
USDA and HHS and the Administrator of EPA to work with consumers,
producers, industry, States, Tribes, universities, and the public to identfy ways
to further improve the safety of our food supply, and to report back to him in
90 days. The Federal food safety agencies, working with their colleagues in the
States, in the food indusuies, in academia, and with consumers, initially focused
on the goal of reducing illness caused by microbial contamination of food and
water. This goal was to be reached through systematic improvements in six key
components of the food safety system: foodbome outbreak response coordination,
surveillance, inspections, research, risk assessment, and education. The plan for
meeting this goal was presented to the President in May 1997, in ‘‘Food Safety
From Farm to Table: A National Food Safety Initiative.”’ In October 1997, the
President issued an additional directive to ensure the safety of domestic and
imported fresh produce and other imported foods. This second directive was
incorporated into the National Food Safety Initiative (NFSI).

In less than 2 years, the agencies have taken significant strides forward in
building a strengthened national food safety system. Building blocks for the
infrastructure are in place: increased and targeted surveillance throngh FoodNet
and PulseNet; coordination of Federal, State and local responses to outbreaks
by the Foodbome Qutbreak Response Coordinating Group (FORCG); expanded
reliance on preventive controls (such as the Hazard Analysis and Critical Control
Points (HACCP) based inspection systems for meat, poultry and seafood, and
Good Agricuitural and Good Manufacturing Practices guidance for produce);
coordination of Federal food safety research; cooperation on risk assessment
through the interagency Risk Assessment Consortium; leveraging inspection
resources; and innovative public/private education partnerships. These efforts
provide a commmon ground for moving forward.
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In the May 1997 report, the food safety agencies made a commitrnent to
prepare a S-year comprehensive strategic plan, with the participation of all
concerned parties. The President recently issued an Executive Order establishing
a President’s Food Safety Council which will now be responsible for development
of a comprehensive strategic Federal food safety plan. A coordinated food safety
strategic planning effort is needed to build on the common ground, and to tackle
some of the difficult public health, resource, and management questions facing
Federal food safety agencies. The strategic plan will focus on not just microbial
contamination, but the full range of issues and actions necessary to ensure the
safety of the food and water Americans use and consume. The charge is to
develop a strategic long-range plan that can be used to help set priorities, improve
coordination and efficiency, identify gaps in the current system and how to fill
those gaps, enhance and strengthen prevention and intervention strategies, and
identify measures to show progress. In developing the plan, the agencies will
consider the conclusions and recommendations of the National Academy of
Sciences’ report on *‘Ensuring Safe Food from Production to Consumption’ and
the review of Federal food safety research and the research plan currently being
developed by an interagency working group under the auspices of the National
Science and Technology Council.

The food safety agencies have already taken the first steps to lay the
groundwork for development of the strategic plan, which the Council will now
develop, by participating in interagency strategic planning sessions. The resuit
is the following draft statement encompassing the agencies’ vision for the U.S.
food safety system and the roles of all those involved in food safety.

Consumers can be confident that food is safe, healthy, and affordable. We work
within a seamless food safety system that uses farm-to-table preventive strategies and
integrated research, surveillance, inspection, and enforcement. We are vigilant to new
and emergent threats and consider the needs of vulnerable populations. We use science-
and risk-based approaches along with public/private partnerships. Food is safe because
everyone understands and accepts their responsibilities.

The next step is 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, beginning with a
discussion of the draft vision statement and how to structure a strategic planning
process that involves all interested parties and best addresses the important food
safety challenges and makes the best use of the agencies’ limited resources. This
October 2nd meeting is the first of several public meetings to assist with
development of a long-term strategic plan. Additional public meetings will be
announced in the Federal Register prior to the date of each meeting.

The purpose of the October 2nd meeting is to obtain the public's view on
a long-term vision for food safety in the U.S. and to identify a strategic planning
process, goals, and critical steps as well as potential barriers to achieving that
vision. The Council is interested in comments on the draft vision statement and
suggestions for goals and how they might be achieved. Some questions to help
frame the discussion follow.
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1. Does the vision statement accurately depict an achievable food safety
system vision? What modifications, if any, would you make?

2. What are the barriers to pursuing this vision? What gaps currently exist
in the food safety system that impede achievement of this vision?

3. To make the vision a reality, what changes are needed for: (a) government
agencies at the Federal, State, and local level; (b) industry; (¢} public health
professionals; (d) consumers; and (e) others?

4, What should be the short-tern goals and critical steps to realize this
vision? What should be the long-term goals and steps?

5. What 1s the best way to involve the public in development of a long-
termn food safety strategic plan? What additional steps besides public meetings
would be beneficial?

II. Public Dackets and Submission of Comments

The agencies are announcing the establishment of public dockets about the
Food Safety Initiative Strategic Plan. Comments submitted to the dockets are
to be identified with the appropriate docket number. For those comments directed
to USDA, use Docket No. 98-045N, and for comments directed to FDA, use
Docket No. 97N-0074. Commenters are encousaged to submit a disk along with
their written comments in Wordperfect 5.1/6.1 or ASCII file format. Submit
written commients (in triplicate) to:

USDA/FSIS
. USDAV/FSIS Hearing Clerk, 300 12th St., SW., Rm. 102 Cotton Annex,
Washington, DC 20250-3700

FDA .
Dockets Management Branch (HFA-305), Food and Drug Administration,
12420 Parklawn Drive, Rm. 1-23, Rockville, MD 20857

Electronic Comments :

Comments may also be submitted electronically to:
oppts.homepage@epa.gov. All comments and data in electronic form must be
identified by the docket number *‘OPP-00550.”" Electronic comments must be
submitted as an ASCII file avoiding the use of special characters and any form
of encryption.
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Transcripis

Transcripts of the public meetings may be requested in writing from the
Freedom of Information Office (HFI-35), Food and Drug Administration, 5600
Fishers Lane, Rm. 12A-16, Rockville, MD 20857, approximately 15 working
days after the meeting at a cost of 10 cents per page. The transcripts of the
public meetings will be available for public examination at the FDA Dockets
Management Branch (address above) between 9 a.m. and 4 p.m., Monday through
Friday, excluding legal holidays. Transcripts of the meetings will also be
available on the internet at: hitp://www.fda.gov/chrms/dockets/default.htm and
http://www .epa.gov/opptsfrs/home/nfssuppt.htm.

Electronic Docket
The public docket in its entirety will be available on the internet at:
http://www epa.gov/opptsfrs/home/rules. htm#docket. ’
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List of Subjects
Environmental protection, Food safety.

Dated:

Catherine E. Woteki,
Undersecretary for Food Safery, United States Department of Agriculture.

Dated:

James O’Hara,
Deputy Assistant Secretary for Health, Department of Health and Human Services.

Dated:

Lynn R. Goldman,
Assistant Administraior for Prevention, Pesticides and Toxic Substances, Environmental
Protecrion Agency.

BILLING CODE 6560-50-F
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP, Michelle Crisci/fWHQ/EQOP

cec: Laura Emmett/WHO/EOP, Mary L. Smith/OPD/EOP
Subject: NAS report on single food agency and Exec. Order

FOODSAFE.7 Attached is a draft executive order establishing a Food Safety Council. The Council
consists of the Secretaries of USDA, HHS, the DPC, and OSTP. HHS and USDA co-chair and they
would appoint an exec. director. It is charged with developing a unified food safety budget, a
unified food safety strategy, reviewing the NAS report and making recommendations, and
overseeing the research institute. We have discussed this concept {but not the actual paper) with
USDA and FDA, some people in each agency have reservations about it, and would likely prefer not
to preempt NAS, but to instead wait and see what it says and what reaction it gets. OMB will also
have concerns and will want time to vet it. [f you are interested in circulating it, | have some
thoughts on how to process it.

Other Information

The NAS report: According to sources, it is still on target for release August 17. It is still said to
be critical of the current structure of food safety and includes criticism_of food safety planning,
budget and standard setting. It reportedly suggests action on dietary supplements, critiques current
epidemiology, and criticizes the mixing of missions of promoting food and regulating it. It also cites
specific recent examples including Guatemalan raspberries and the salmenella in cereal.

Other Steps.
We've asked the agencies to come up with other steps that could be announced independently or
in conjunction with the above announcement. Here is what they suggest.

1. Eggs. The agencies say they could be ready to announce the shifting of responsibility for eggs
to USDA, previously it was split between FDA and USDA.

2. Achievements. The agencies have prepared a list of areas in which they do cooperate
successfully.

3. Vision statement and public hearings. The agencies have a shared "vision statement” on
creating a "seamless food safety system” that they would put in the federal register and hold public
hearings on.

{I'li be at the sports medicine doctor for part of this afternoon, but back later).
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QUESTIONS AND ANSWERS ON NATIONAL
ACADEMY OF SCIENCES STUDY
August 20, 1998

What Does the NAS report say?

The National Academy of Sciences report, “Ensuring Safe Food From
Production to Consumption,” makes three basic conclusions: {1} an effective
and efficient food safety system must be based on science; (2) the current
statutes governing food safety should be revised in order to achieve a food
safety system based on science; and (3) Congress should enact legislation to
establish a unified and central framework for managing federal food safety
programs, which should be headed by a single official with responsibility for
all federal food safety activities.

Does the Administration agree with the NAS report?

The Administration welcomes the opportunity to review the NAS report and

believes that the report will play an important role in leading to further

improvements. The Administration is encouraged that the NAS report

supports many current Administration initiatives such as:

. new science-based systems to prevent contamination, including the
Hazard Analysis and Critical Control Points (HACCP) system for
inspections of meat, poultry, and seafood;

° a new science-based early warning system to help detect and respond
to outbreaks of foodborne illness; and
* proposed legislation to ensure that the FDA halts imports of fruits,

vegetables, and other food products that do not meet U.S. food safety
requirements or come from countries that do not provide the same
level of protection as is required for U.5. products.

The NAS report also highlights the role of Congress in ensuring food safety,
and the Administration urges Congress to pass its FDA import legislation, to
pass additional legislation to permit USDA to mandate recalls of meat and
poultry, and to provide full funding for the Administration’s Food Safety
initiative.

Does the Administration agree with the NAS recommendation that there be a
single official who has responsibility and control of resources for all federal
food safety activities?

The Administration certainly agrees that there should be greater coordination
of federal food safety activities, and has made several significant steps
toward this coordination. While continuing these efforts at greater
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coordination consistent with the current statutory scheme, the
Administration will ensure full consideration of the NAS’s proposal for
legislation to give a single official responsibility for all food safety activities.

The NAS report focuses on the coordination of food safety activities. How
does the federal government already coordinate its food safety activities?

in less than two years, the Clinton Administration has taken significant
strides toward building a coordinated food safety system. Most recently, the
President announced the creation of the Joint Institute for Food Safety
Research that will develop a strategic plan for coordinating government and
private food safety research activities. in addition, the Administration
announced the Foodborne Outbreak Response Coordinating Group (FORC-G)
which brings together federal, state, and local agencies to develop a
comprehensive, coordinated, national foodborne illness response system.

The Administration also has provided for increased and targeted surveillance
of foodborne iliness through PulseNet and FoodNet. PutseNet is a national
network of public health laboratories that perform DNA “fingerprinting” on
foodborne pathogens and compares these patterns through an electronic
database at the Centers for Disease Control and Prevention. FoodNet is a
collaborative effort between USDA, FDA, CDC and seven selected sites
throughout the United States to track major pathogens that cause sporadic
illness, and to explore what associations may exist between cases and the
types of food products consumed.

What about the NAS report’s recommendation regarding a National Food
Safety Plan?

The Administration already has efforts underway to develop a comprehensive
strategic Federal food safety plan with the cooperation of consumers,
producers, industry, food service providers, retailers, health professionals,
state and local governments, tribes, academia, and the public. The strategic
plan will focus not only on microbial contamination, but on the full range of
issues and actions necessary to ensure the safety of the food Americans eat.
The plan will be used to set priorities, improve coordination and efficiency,
identify gaps in the current system, and enhance and strengthen prevention
strategies.

Food Safety Budget

Q:

What did the President ask for in the FY 1999 Budget request with respect
to food safety?
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bills?

The FY 1999 Budget included a $101 million increase over the FY 1998 level
for the Administration’s inter-agency food safety initiative. Of this total
amount, $25 million would finance FDA’s improved capability to ensure the
safety of imported foods. Another $24 million of the Initiative would go
towards: developing rapid tests for the detection of pathogens; improving
slaughter and processing systems to avoid contamination of food products;
and establishing baseline data to better assess the risk of contamination in
the US food supply. In addition, $7.8 million would be used to expand
consumer education initiatives, especially for high risk populatlons (the
elderly and children).

What is the status of the Food Safety Initiative in the FY 1999 Appropriation

So far, Congress has failed to provide full funding of the Administration’s
food safety initiative. The Senate Appropriations Committee provided only
about $3 million for these efforts, but the full Senate voted by a large
bipartisan majority for an amendment offered by Senator Harkin to provide an
additional $66 million. Senator Harkin’s amendment required USDA's
tobacco program administrative costs to be partially funded by the tobacco
industry, and used the savings as the major offset for the cost of expanded
food safety programs for both USDA and FDA. The House-passed
Agriculture Appropriations bill would provide only $16.8 million of the
requested increase: $7 million for FDA imported food safety and $9.8 million
for USDA activities. The Administration will continue to work with the
conference committee members to urge them to provide full funding for the
food safety initiative.

Is all of the $101 million that the President asked for necessary for food
safety?

Without additional funding for the Food Safety Initiative, the federal food
safety agencies will not be able fully to develop appropriate response,
prevention, and control strategies for reducing the level of food-borne iliness
in the United States.

In addition to the funding requested to strengthen FDA’s import inspection
and expand USDA’s and FDA's research and education activities, funding is
requested to continue to improve FDA’s food safety infrastructure, as started
in the FY 1998 Food Safety Initiative. Also, significant resources are
targeted to strengthening both USDA’s and FDA's risk assessment
capabilities. Risk assessment is important in helping to identify foods and
processes that are most likely to lead to foodborne illness. Finally, funding is
requested to expand the USDA’s and HHS’s ability to identify and track
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food-borne illnesses.

Legislative Proposals

Q:

A:

What is the Administration’s FDA import legislation?

This legislation, introduced by Senators Milkulski and Kennedy and Reps.
Eshoo and Pallone, gives the FDA greater authority over imported foods.

This legislation will ensure that the FDA halts imports of fruits, vegetables,
and other food products that do not meet U.S. food safety requirements or
that come from countries that do not provide the same level of protection as
is required for U.S. products. The legislation also enables the FDA to halt
imports from a country or facility that refuses to allow FDA inspections. This
legislation gives FDA authority that is similar to USDA's existing authority to
prevent the importation of unsafe meat and poultry.

What is the Administration’s USDA mandatory recall/civil penalties
legislation?

The Administration urges passage of the Food Safety Enforcement
Enhancement Act, sponsored by Senators Harkin, Daschle, Johnson, and
Leahy, which gives USDA the ability to assess civil fines and to order
mandatory recalls of unsafe meat and poultry products. Currently, the USDA
can respond to food safety violations only by bringing criminal actions or
withdrawing inspections; all recalls are done on a voluntary basis and no civil
penalties are available. This new legislation will give USDA additional
enforcement tools to prevent consumers from ingesting and becoming ill
from dangerous meat and poultry.

Aren’t these legislative proposals essentially dead? Has Congress moved on
them at all?

These proposals are not dead. The Administration is working with members
to try to get these vital pieces of legislation passed and expects the
Congressional sponsors of these measures to raise the bills on the House and
Senate floors. We hope that the NAS report provides an additional spur to
Congressional action.
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Executive Summary

Adequate, nutritious, safe food is essential to human survival, but food can
also cause or convey risks to health and even life itself. Although estimates vary
widely, there is agreement that foodbomne illpess is a serious problem. In the
United States, as many as 81 million illnesses {Archer and Kvenberg, 1985) and
up to 9,000 deaths (CAST, 1994) per year have been attributed to food related
hazards. Estimates of the annual cost of medical treatment and lost productivity
vary widely, from $6.6 billion to $37.1 billion from seven major foodborne

pathogens (Buzby and Roberts, 1997).

The nation’s agricutture and food marketing systems have evolved to pro-
vide food to a growing and increasingly sophisticated population. Complex
processes built on advances in science and technology have been developed to
evaluate and manage the risks associated with the changing nature of the food
supply. Well-established systems control many food risks, but serious hazards to
public health remain.

PURPOSE AND SCOPE OF THE STUDY

As a result of the continuing concern about the food safety system in the
United States, Congress commissioned the National Academy of Sciences,
through the Agricultural Research Service of the US Department of Agriculture
(USDA), to undertake the study that resulted in this report. The charge to the
committee was twofold. The committee was asked to (1) assess the effectiveness
of the current system to ensure safe food, and (2) provide recommendations on
scientific and organizational changes needed to increase the effectiveness of the

1
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food safety system. Over a 6 month period, the committee held three meetings as.
well as two open forums where agency representatives and relevant stakeholdery

y documents

fiiscus§ed the food safety system. The committee reviewed man
including reports on how other countries are reshaping their systems.

This report summarizes the committee's review of food i '
mn safety in the Unj
States by (1) describing the current US system for food safety and the z:h.emnglit::;l ]

nature of concerns which it encounters, (2} outlining an effective food safe

system, (3) identifying the ways in which the current food safety system i
inadequate, and (4) providing recommendations to move toward the scientifi; §

foundation and organizational structure of a more i
: effective food safi t
Protecting the safety of food requires attention to a wid o
hazfa{ds. Food safety is not limited to concerns related to fo
toxicity of chemical substances, or physical hazards, but ma

focuses on food rqlated hazards.

1. The Current US Food Safety System

The US food supply is abundant and affordable and is j
15 judged b
present an acceptable level of risk to heaith. The system hasJ evilvedyﬁ‘rs;n ):;;2 5

that provided consumers with minimally processed basic commodities that were

predominantly for home preparation to today’ i
: . y's system of h
products designed either to be ready-to-eat or to re i B prosessed

the home. As a result of many technological advances, the food system has

progressed dra:.natically from traditional food preservation processes such ag |
salting and curing to today’s marketplace with frozen ready-to-eat meals and §

take-out foods. Likewise, distribution systems for foods have changed greatly

While these developments have provided the American consumer with 2

wide array _of food products with a high degree of safety, a more diverse food
supply carries additional risks as well as benefits. The availability of new food
choices such as “minimally processed” vegetable products (for example
prebagged _and chopped leaf lettuce miXes) presents new risks for microgiaj
contammatl_ou. The globalization of the food system brings food from all parts of
!;he w‘orld into the US marketplace, and with it the potential for foodborne
infection or other hazards not normaily found in the United States,

The current US food safety system has many of the attributes of an effective
system. The nature of food safety concemns has changed due to past successful
efforts to control the use of unidentified or misrepresented food ingredients and
pr.obler?s \fnth the appearance and wholesomeness of food products;
{mcroblologmal and chemical hazards pow present new and j ’ ;
increasingly serious challenges which ine gaditioos]
inspection methods. The introduction of

(HACCP) monitoring systems in meat, poultry, and seafood products is an

& range of potentia)
odlaorne pathogens,
s o maneica ( _ : )_r'also include issues
: on, food quality, labeling, and education. While the scope of this
study includes all of these cormponents, this committee’s immediate concern

quire minimal preparation in

fhod safety regulation and enforcement.

% Many Americans now eat in ways that increase risk, including consuming
- orc raw or minimally processed fruits and vegetables and eating fewer home-
repared meals. A smaller number of food processing and preparation facilities
orovide food to increasingly larger numbers of US consumers, enhancing the
Zxtent of harm that can arise from any one incident. Simultaneously, increasing
Humbers of Americans have compromised immune systems because of age,
Kilness, or medical treatment. The development of genetically modified foods
%nd modified macronutrients are two examples of new products or technologies

S thzt require new ways of evaluating the safety of substances added to the food

¥+ peen exempted from the Delaney clause’s ban on carcinogens), but others

[ site factory inspection by government inspectors that has been the halimark of
# meat and poultry regulation. The Food and Drug Administration (FDA),
meanwhile, with a more varied industry to regulate, has relied on selective
* monitoring, in which far fewer inspectors periodically visit settings where food

W is produced, processed, or stored to verify compliance with or to uncover

violations of its requirements. A result is that in sbme cases inspectors from
these two agencies oversee food processing in the same processing facility at the
-+ same time due to the different enabling statutes. Agencies are at times precluded
¥ by statute from implementing monitoring or enforcement practices that are
7. based in science.
The size and complexity of the US food system require significant
. involvement of government at all levels—federal, state, and local; of the food
" industry—ranging from the producer to food server; of universities; of the news
media; and, most importantly, of the consumer, to address adequately the
multitude of issues that arise in ensuring safe food. At the federal level, the
efforts are currently fragmented, with at least 12 agencies' involved in the key
functions of safety: monitoring, surveillance, inspection, enforcement, outbreak
management, research, and education. Efforts to coordinate federal activities
have intensified over the last two years with the National Food Safety Initiative.
There are over 50 memeoranda of agreement between various agencies related to
food safety. The recent proposal to create a Joint Food Safety Research Institute

IThe major federal agencies involved include: the Agricultura! Marketing Service, the Animal and Plant Health
Inspection Service, the Agricultural Research Service, the Cooperative State Research, Education and Extension
Service, the Economic Research Service, the Food Safety and Inspection Service, and the Grain Inspection, Pack-
ers and Stockyards Administration of the United States Department of Agriculture; the Ceaters for Discasz Control
and Prevention, the Food and Drug Administration, and the National Institutes of Health of the Department of
Health and Human Services; the National Marine Fisheries Service of the Department of Commerce; and the
Environmental Protection Agency.
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between USDA and FDA is

l\'Iot\fvmlstandin_g these relatively recent activities, however,
significant barriers to full integration. ’

Semmary Findings: The Current US System for Food Safety

has many of the attributes of an effective system;
15 a complex, inter-related act ;
the food industry from farm
fuld the consumer;
1s moving toward a more sc
with risk based assessment;
is limited by statute in im
pased in science;
;'fm frr:::i%nr:sexz;dsait)_y h‘avmg. 12.primary f_ederal agencies involved
outbraa S ety: monitoring, surveillance, inspection, enforcement
. : gement, research, and education: and ’
Is facing tr?mendous pressures with regard to; ,
- emFrg:Pg pathogens and ability to detect them:
~ Mmamntaining adequate inspection and monitorin,g
vo{umg of imported foods, especially fruits and
— Maintaining adequate in
the increasing number o
—  the growing number of

ity involving government at all levels
and sea to table, universities, the media:

ience-based approach with HACCP ang

plementing practices and enforcement that are

in key

of the increasing

| vegetables;
Spection of commercial food services and
f larger food Processing plants; and

People at high risk for foodborme illnesses.

2. An Effective Food Safety System

Mission
The committee defines safe food as foo
excee‘d an acceptable level of risk associ
chemical and physical hazards, and whose

acpvxtres of ;ongress, regulatory agenci
private organizations, and consumers

d that js wholesome, that does not
ated with pathogenic organisms or
supply is the result of the combined
es, Ir.xultiple industries, universities,
- The mission of a food safety systen;

an obvious outgrowth of such efforts
there still exisy

EXECUTIVE SUMMARY 5
Attributes of an Effective Food Safety System

The attributes of a model food safety system can be summarized in five
major components. First, it should be science-based, with a strong emphasis on
“ risk analysis, thus allowing the greatest priority in terms of resources and activity
to be placed on the risks deemed to have the greatest potential impact (see Box
ES-1). Adjusting effort to risk depends on being able to identify hazards,
evaluate the dose-response characteristics of the hazards, estimate or measure
exposures, and then determine the likely frequency and severity of effects on
health resulting from estimated exposure. Hazards are properties of substances
that can cause adverse consequences. Hazards associated with food include
microbiological pathogens, naturally occurring toxins, allergens, intentional and
unintentional additives, modified food components, agricultural chemicals,
environmental contaminants, animal drug residues, and excessive consumption
of some dietary supplements. In addition, improper methods of food handling
and preparation in the home can contribute to increases in other hazards.

The limited resources available to address food safety issues direct that
regulatory priorities be based on risk analysis, which includes evaluation of
prevention strategies where possible. This approach enables regulators to
estimate the probability that various categories of susceptible persons (for
example, the elderly, or nursing mothers) might acquire illness from eating
specific foods and thereby allows regulators to place greater emphasis and direct
resources on those foods or hazards with the highest risk of causing human
illness. Risk analysis provides a science-based approach to address food safety
issues. Comprehensive human and animal disease surveillance must be an
integral part of any risk analysis in order to estimate exposure,

The second component in a medel system is to have a national food law that
is clear, rational, and comprehensive, as well as scientifically based on risk.
Scientific understanding of risks changes, so federal food safety efforts must be
carried out within a flexible framework, US regulatory agencies are moving
toward science-based HACCP programs?. This is a major step toward a science-
based system, but other steps remain critical. An ideal system would be
preventive and anticipatory in nature, and thus designed with integrated national
surveillance and monitoring along with education and research required to
support these activities woven into the fabric of the system. A reliable and
accurate system of data collection, processing, evaluation, and transfer is the
foundation for scientific risk analysis. Research should have both applied and
basic components and be targeted at the needs of producers, processors,
consumers, and regulatory decision-makers and other scientists.

z The itmplementation of the science-based HACCP strategy is perhaps the most notable recent advance.
In contrast 1o the traditional reactive food safety strategies, the HACCP system focuses on preventing
hazards that could cause foodbome illness by applying science-based control processes at each step, from
raw material to finished product.
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. The fourth essential feature of an ideal federal food safety system is that it
&1e organized to be responsive to and work in. true partnership with nonfederal
tharmers. These include state and local governments, the food industry, and
nsumers. The food safety system must function as an integrated enterprise. It
ust be agile, fluid, connected, integrated, and transparent, with well defined
raccountability and responsibility for each partner in the system. It must frame
approaches to risk management that recognize the importance of public
ko3 perception of risks as well as assessments conducted by experts.

Finally, an effective food safety system must be supported by funding
dequate to carry out its major functions and mission—to promote the public’s
health and safety. Moving toward science-based risk analysis as the
‘underpinning of the system should allow reallocation of resources to areas
" identified as critical to an integrated, focused effort to ensure safe food.

Summary Findings: An Effective Food Safety System

should be science-based with a strong emphasis on risk analysis and
prevention thus allowing the greatest priority in terms of resources and
activity to be placed on the risks deemed to have the greatest potential
impact;

is based on a national food law that is clear, rational, and scientifically
based on risk; - .

includes comprehensive surveillance and monitoring activities which
serve as a basis for risk analysis;

has one central voice at the federal level which is responsible for food
safety and has the authority and resources to implement science-based
policy in all federal activities related to food safety;

recognizes the responsibilities and central role played by the non-federal
partaers (state, local, industry, consumers) in the food safety system; and
receives adequate funding to carry out major functions required.

3. Where Current US Food Safety Activities Fall Short

_ Third, a mode] food safety
single official who is responsibl

the authority and the resources to implement science-based

:3;_‘(5)?1;; :climl:fd also have a unified mission and a Statutory revision is essential to the development and implementation of an
Salety at the federal level and who has effective and efficient science-based food safety system. Major aspects of the

activities related t . pc_Jlicy in all federal current system are in critical need of attention in order to move toward a more
regulation and e nfzriz?r;ie;:festz;ﬂ&lsﬁ:éuig il_low for effective and consistent effective food safety system. Food safety in the United States lacks integrated
response. Thus the intensity, nature, and ﬁ‘_le ‘:f similar planning, action, and Congressional oversight, allocation of funding based on science, and sustained
similar for foods posing similar risks. A ceng-a;mcy' °f'm5P_ef:tlon should be political support. Statutory impediments interfere with implementation of a more
marshaling of all aspects of the food 'safety - tvmce Is critical to eﬁ"ectwe effective fooq s'afet)'( system.'More than 35 primary statutes regulate fo_od safety.
response to foodborne disease outbreaks, ¢ ){s em to create a coordinated Statutory revision is essential to the development and implementation of an

- Control of resources is also critical in effective and efficient science-based food safety system. The meat and poultry

Order to encou.rage movement tO .ell{: -Das tl.r ms ect on laws m
Ward SC isj i i i ' - .
1 [ b ed fOOd Safe pl‘OVlSlOIlS a.lld p 1 l t }1 . H l l
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d to analyze risk and respond to the challenges of the chapging nan;_re gf
Yi ’ecan food hazards related to increases in consumption of imported feods
Amert

s 1 of food eaten outside the home. ' . ‘
2 :;f;ith respect to consumer education, the co;nn_mtee found two ma_:il.'
E: in some instances, consumer knowledge 1 inadequate or erroneous,

.‘| r%blwe.r?::where knowledge is adequate, it often fails to influence behavior.

unrelated to the magnitude or the types of risks that are now posed by thoge
foods. This diverts efforts and perhaps resources from actual risks and othey
hazards. Inconsistent food statutes often inhibit the use of science-based decisigp
making in activities related to food safety, including lack of jurisdiction 1o
evaluate food handling practices in countries of origin for some types of
imported foods. !

The federal government response to food safety issues is too often crisis.
driven. Management decisions, emphasis, and agency culture are driven by the §
primary concerns of each agency and special initiatives. One result s
fragmentation, which causes a lack of coordination and consistency among
agencies in mission, food safety policies, regulation, and enforcement. The fact |
that some agencies have dual responsibilities (regulation of the quality of food
products while marketing them via promotional activities) makes their actions -
more vulnerable to criticism regarding possible conflicts of interest and may bias @&
their approach to food safety. ]

In addition to fragmented and overlapping authorities, federal activities are
not well integrated with state and Jocal activities. This results in overlapping §
responsibilities, gaps in responsibilities, and inefficiencies. Although FDA §
recommended minimum food handling standards in a Food Code issued in 1993, §
the Code has not been adopted in its entirety by most state and local authorities. ¥
Surveillance efforts currently in place (such as FoodNet) have been designed to
provide data representative of national trends with regard to seven indicator
foodborne pathogens yet are not designed to identify trends within smaller &
geographic areas or communities. Similarly, there are conflicts between US &
requirements and those of other nations and international bodies. These
inadequacies have serious implications for both food imports and food exports.

The multi-faceted federal framework of the US food safety system lacks
direction from a single leader who can speak for the government when
confronting food safety issues and providing answers to the public. There is no
single voice in the government to communicate with stakeholders regarding food
safety issues. The lack of clear leadership at the federal level impedes the federal
role in the management of food safety. Leadership is needed to set priorities,
deploy resources, and integrate a consistent policy into all levels of the system,

A significant impediment to moving toward a science-based food safety
system is the lack of adequate emphasis on and integration of surveillance
activities that provide timely information on current and potential foodborne
disease and related hazards. This timely information is critical if the food safety
system is to move from a mode of reaction to prevention. FDA’s lack of

Find.iugs: Where the US Food Safety System Falls Short

. , Ly er s ¢
d at times archaic food statutes that inhibit 'use of
on related to food safety, including

Summary

inconsistent, uneve time: haic
science-based decision making in activities

imported foods; . ) _
a l:::)k of adequate integration among the 12 primary agencies that are -
involved in implementing the 35 primary statutes t!'lagt _rcgul.ate food sad elty, |
inadequate integration of federal programs and activities with state and loca
ctivities; _ o _
:bsence of focused leadership: no single federal entity 1s both responsibie

for the government's efforts and given the authority to implement policy and

i jvities;
d ate resources toward food safety activities, . ‘
l:;tg:f similar missions with regard to food safety of the various agencies

reviewed, . o
inadequat,e emphasis on surveillance necessary to provide timely
information on current and potential foodborne haza'rds, et to
resources currently identified for research axg_d surveillance inadequ
support science-based system;

limited consumer knowledge, which does no

on food handling behavior; and _ '
lack of nationwide adherence to appropriate min

t appear to have much impact

imum standards.

4. Conclusions and Recommendations Needed to
Improve the US Food Safety System

. . -
Given the concerns outlined above, the committee came to three primary
conclusions:

An effective and efficient food safety system must be based in science.

L

em based on science, current statutes

resources to maintain adequate inspection and monitoring of commercial food IL To achieve a food safety syst : curreat staates,
facilities and of fresh fruits and vegetables, both domestic and imported, using governing food safety regulation and management mu
statute-driven methods of monitoring and enforcement, increases the threat of e
O e commiton T hat the resouree o oL IM. To implement a science-based system, reorganization ¢

The committee found that the resource base for research and surveillance food safety efforts is requir ed.

was not adequate to achieve the goals identified as necessary for an effective
system. Furthermore, there is not an adequately coordinated effort on the scale
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Recommendation I:

Base the food safety system on science.

The United States has enjoyed notable successes in im;
One example is the joint government-industry development of 1o
food regulations, based on contingency microbiology and
principles, that has almost eliminated botulism resulting

g cvent that improved the evaluation of the safety of

ociated with the yse of food additives, In

genic substan
knowledge, many - rational, scienc
adopted, some of which rely on qu
science-based reguiatory philosop

given the fragmentation of food s

ces in the food suppl
e-based regulatory phil

hy has been uneven an

afety activities, and the differing missions o

Recommendation IIa:

Congress should change federal statutes
enforcement, and research efforts ¢
Supportable assessments of risks to

so that inspection,
an be based on scientifically
public health,

Limitations on the resources available to address food safety issues require
that food safety activities operate with maximal efficiency within these limits,
This does not require full-scale, cost-benefit analysis of each issue, but it does
require that costs, risks, and benefits be known with some Precision. Thus, where
feasible, regulatory priorities should be based on risk analysis which includes

uation of prevention strategies where possible, The greatest strides in

production to consumption can be made through a

ensures that surveillance, regulatory, and research
aximize effectiveness. This will require identification
through surveillance and risk analysis, and
trategies. The state of knowledge and technology

s,

proving food safety
w-acid canneq
food engineering
om improperly
Food Additives
metic Act of 1938 was a “technology,

added and Natura|

ulted in increaseq
y. With iucreasing
osophies have beep
antitative risk assessment. Adoption of such a

d difficult to ensure
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. - application of current scieqce. Public
getnes what 15 acmgeal:;:e:g:tu%:v;hr:blf l::ffect on public health if they afde
T S can ha\:‘ance with the combined ana]ysls of risk assessmentthan
gieeted %!;?;" However, limiting allocation of resources to only OSPj
Pthical feaSI_ i lty"ol‘ity hazards are known can create a significant probl‘elfn.

as\where hlg‘h prt ewhat lower priority but with a much greater probability
_?-haz?rds (::1 :i:iilaﬁon might not be addressed due to limited resources.
duction

e tin s. L .
L * Not galrle:;:;f;es responsible for monitoring the safety of imported food are

' th rized to enter into agreements with the governments of exporting countries
0

dards i d be
ni or harmonized food safety stan and pracn;::s ;I;i?t]oﬁn&
mfo?g d, and officials allowed to undertake Tesearc monitoring,
& b]illiaﬁce and inspection activities within other countnes.daT:ls s;“ 5311 chence-
e : itori ated in accordance
‘nspecti d monitoring efforts to be allocated science-
ipsa::le::ments of risk and benefit. Changes in federal statute that wou

i and enhance science-based strategies are shown in Box ES-2.

foster

f .

Recommendation IIb:

i a
Congress and the admiristration should r;q;ul‘xl-: devi:;)ppr?;et:; (;(1; :
i i food safety plan. Funds app
comprehensive natlona.l . o e rograms)
d safety programs (including researc _ o
:Oh?)ulsd b:}:;l[l’ocated in accordance with science-based assessmen
of risk and potential benefit.

- i ell-

Changes in statutes or organization should be based ortl ?e ;:::inzée;:; "

developed national food safety plan formylated by curren o (e mans

harged with food safety efforts and with representation e Ees

ctaakreg;olders involved in ensuring safe food. Sut;h a plan, as sho?m mriomies 3
:hould serve as the blueprint for strategies designed to determine p
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funding, to determine what the needs are, and to ensure that they are,

incorporated into activities and outcome evaluation.

Recommendation ITia:

To implement a science-based system, Congress should establish,
by statute, a unified and central framework for managing federal
food safety programs, one that is headed by a single official and
which has the responsibility and control of resources for all federal
food safety activities, including outbreak management, standard-
setting, inspection, monitoring, surveillance, risk assessment,
enforcement, research, and education.

The committee was asked to consider organizational changes that would
improve the safety of food in the United States. During the 6 months of active
review of information and deliberation, the committee identified characteristics
needed in an organizational structure that would provide for an improved focus
for food safety in the United States. The committee found that the current
fragmented regulatory structure is not well equipped to meet the current

 challenges. The key recommendation in this regard is that in order for there to be
successful structure, one official should be responsible for federal efforts in food
safety and have control of resources allocated to food safety.

2 CUTIVE SUMMARY 13

f' | This recommendation envisions an identifiable, high-ranlfiqg_, presidentially-
g ointed head, who would direct and coordinate fe@cml activities and speak to
a,' pation, giving federal food safety efforts a single voice. The structure
7 eated, and the person heading it, should bave control over the resources
Eongress allocates to the food safety effort; the structure _should also have a.f}rm
'gundation in statute and thus not be temporary and easily changed by pphtl::l:ll
B endas or executive directives. It is also important that the person heading the
? cucture should be accountable to an official no lower than a cabinet secretary
imately, to the President. '

jaad, rdl;n;a;e;bem of the committee are of the view th‘at the most viable means
of achieving these goals would be to create a sipg]e, unified agency headed by a
single administrator—an agency that would incorporate the scve:ral relevant
functions now dispersed, and in many instances separately orgamz.;d,gmo;g
% three departments and a department-level agency. However, desxgmn_g e
) precise structure and assessing the associated costs Ipvolvcd are not posmbl;h in
' 1he time frame given the committee, nor were they mf:lud'ed in its charge. The
2 committee did discuss other possible structures; ‘Whl]c it ruled out somf:,l it
3¢ certainly did not examine all possible conﬁgurauops and thus the examlih es
provided in Box ES-4 are only illustrative of possible overall structures that

C* eould be considered.

—

The committee does not believe that the type of cemrtﬂized focus envn.smr?ed
can be achieved through appointment of an individual with formal coordinating
responsibility but without legal authority or budgetary control fr:-r fo?d safety, 2
model $imilar to a White House-based ‘cmﬂlw.&iﬂﬁ%n
this goal be achieved through a coordinatin cgl?un.lttee similar tyat cun?ilble
provided via the National . ul evaluating pos:
structures. the committee realized that past experience with other structures or
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reorganizations, including the creation of new agencies, such as th, l,
Environmental Protection Agency (EPA), should inform any final judgmeng 3
Further, it is quite possible that other models may now exist in government that 3
agency:
emerges, the ultimate structure must provide for not just delegated responsibilit;y
but also for control of resources and authority over food safety activities in the: ]

can serve as templates for structural reform. Whether or not a single

federal govemment.

Recommendation ITIb:

Congress should provide the agency responsible for food ‘s’afety at the
federal level with the tools necessary to integrate and unify the efforts
of authorities at the state and local levels to enhance food safety.

This report specifically addresses the federal role in the food safety system, :

but the roles of state and local government entities are equally critical. For
integrated operation of a food safety system, officials at all levels of government

must work together in support of common goals of a science-based system. The §

federal government must be able to ensure nationwide adherence to minimal
standards when it is deemed appropriate. The work of the states and localities in
support of the federal mission deserves improved formal recognition and

appropriate financial support. Statutory tools required to integrate state and local
activities regarding food safety into an effective national system are shown in

Box ES-5.

ENSURING SAFE FOO,

Z ECUTIVE SUMMARY
MOVING TOWARD A MODEL SYSTEM

15

B It is recognized that these recommendations will need significant review and
B iscussion. The committee focused on the need for a centrally managed federal
fsystem to ensure coordination and direction in food safety programs and policy,
B nd to serve as a single voice with authority and resources to suggest and
B plement legislation. It had insufficient time to review all the possible
Forganizational structures that could accomplish this goal. A successor study
Bcould focus on this. Of critical importance, though, are the first two
Frecommendations: the first, to base the system on science, and the second, that of
B evriting the current patchwork of federal food statutes that in many cases do not
R erve to ensure a scientifically supportable and risk-based food safety system,
. and certainly prevent it from being more cost effective.

Regardless of the organizational structure chosen, a revamped federal food
statute is critical to being able to reallocate resources toward risks that have or
will have the greatest significance to the public's health. Implementation of these

recommendations should not be looked at as a cost-cutting measure, but rather as
% a way to design a well-defined integrated system to ensure safe food. This
‘system may well be able to demonstrate effectively a need for additional
 resources to address important and specific problems. Although the National
Food Safety Initiative properly seeks to alleviate problems inherent in the
present decentralized structure, experience indicates that any ad hoc
administrative adjustments and commitments to coordination will not suffice to

S an integrated system.
iy Changing hazards associated with food and changing degrees of acceptance
pigns’ of risk are factors that impact the nation’s ability to protect public heaith and
B> ensure safe food. Risk acceptance and foodborne hazards will continue to change
‘;,g.f.ré and evolve with new technologies and consumer demands. Federal food safety
efforts must be designed to deal with those changes. This report is not a
comprehensive and all-inclusive discussion of these issues. Adoption of the
recommendations in this report will not end the effort to make food safer. They
should, however, contribute to ensuring the safety of our food while providing a
blueprint for a truly integrated system.

5

AR



Cuat pro - -Q’\m-\ ‘*—Q'J:-‘ -
A

N
cavrn
é:n Thomas L. Freedman
08/06/98 08:44:21 PM

3‘,.-.
Record Type: Record

To: Bruce N. Reed/OPD/EQP, Elena Kagan/OPD/EOP

cc: Laura Emmett/WHO/EOFP, Mary L. Smith/OPD/EOP
Subject: Food Safety Talking Paoints

FOODSAFE.7

What the EO is

I've attached the draft of the EO that we gave out to the agencies. Briefly put, it establishes a food
safety council co-chaired by secretaries of USDA, HHS, and either DPC or VP. It is charged with
reviewing and making recommendations on the NAS report, presenting a unified food safgtl
budget, and formulating a food safety plan.

What Glickman/Frazier may say and some Answers.
USDA: We should wait for the NAS report to come out, review it, and respond with what is right.
A. Three part answer (not artfully constructed but you will weave it together somehow}

1. Yes we agree. We should review the NAS in a thoughtful way and only do what makes sense
from a food safety perspective. One of the most important things the EQ does is set up a process
to review NAS in a coherent way and report back to the President. It provides a structure to think
long-term about what is the right thing to do on food safety.

—

2. But this is a good step even w/o the NAS report. We don’t need the NAS report to know that
we should have better coordination on food safety. We should be working off a unified food safety

plawa food safety budget that helps fulfill that plan. This year,
HHS came to us and said they were thinking of not participating in g unifled—budget with USDA at
all. “That should not be Up in the air 6ach year. THIS 15 an iNTErMTstep—btt-a-usefut-oRe—————

It also doesn’t make sense to wait. For one thing, we have always been working ahead on food

safety doing what we think should be done, not waiting for criticism that we know will come and

then responding, Like the GAQ report on nursing homes, it is better to be welcoming reform and

instituting it rather than responding to a NYT story.
—_—-__—-'-

By waiting we will be inevitably in the position of having outside folks say whether we have gone
far enough or not. The NAS is expected to recommend four options: a food czar, a new agency,
designating one agency asTead, or making one agency totally responsible for food safety. USDA
would probably dislike each of their recommendations more than the Council, but if we wait we will
be faced with the argument that whatever we do, we haven't done what they asked. The
consumer groups that asked for this study want a single food agency with a food czar. Once the
report is out, you give them that as the measuring rod.




[t is also very likely that NAS will ask for more money to do a second report finishing up its
recommendations on what to do. The same argument could be made that we should then wait for
their second report.

USDA: This report is coming out on August 17th and will get lost.

A. Well, we should do what is right on the merits and the Council is the right thing to do even if
the NAS does get no press. In addition, the report is now moved back to August 20th for release
so the chance for press is increased. And any decent reporter will know how to play this -- there is
a good chance it will get play.

USDA: This is a FDA power grab.

A. We don't see this as a way for FDA to get its hands on USDA money. We don't want that and
don’t want to go along with it.

{ You could note we have three co-chairs (DPC is one}. We could argue we favor putting in an
executive director who we thought should be Eric Olsen or someone who gets that this is about
moving forward, not about reallocating resources.}

USDA: We don't think it wil! be that critical.

A. [t may or may not get played as critical. But there will be plenty there. We've heard the NAS
report right now says we need: a national food safety plan; a new budgeting system; a universally
adopted food code; and there is not enough research; not enough standards (like milk}: our
epidemiological system is insufficient; statutory changes need to be made to harmonize regulations;
USDA should involve more science; there should not be a mixing of food promotion and regulation
within agencies; and a concern about dietary supplements. It will suggest potentially four options:
including a food czar, an EPA like organization; letting either HHS or USDA be the lead agency or

sole agency. It is the fodder for something critical.
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Record Type: Record

To: Bruce N. Reed/OPD/EQP, Elena Kagan/OPD/EOP

cc: Laura Emmett/WHOQ/EOP, Mary L. Smith/OPD/EOP
Subject: more food safety

Other points they may make:

USDA: we are already doing this, we have a budget.

A. There is no harm to institutionalizing it. We understand that right now there is a good deal of
hemming and hawing -- FDA hasn't even shared its proposed budget with USDA yet. That should
not be a subject of debate and this will make it less of an ad hoc process.

USDA: This is too sudden, it is sprung on us.

A. We haye been doing regular meetings for months chaired by NPR and DPC, asking the agencies
for examples of new coordination mechanisms we could promote. We finally suggested this one
weekSago. This timing and the idea of it are not new.

Other:

According to OMB, we probably will need to make this a Directive not an Order because Orders
they give the agencies a week to vet. You might offer that as a "concession” to the agencies who
wanted to soft pedal the council.
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Record Type: Record

To: Elena Kagan/OPD/EOP, Bruce N. Reed/OPD/EOP

cc: Laura Emmett/WHO/EOP, Mary L. Smith/OPD/EOP
Subject: Food Safety and NAS report

| agree that the upcoming NAS report on single food agency is a potential problem {we don’t know
how much attention it will get} but it also may be a good opportunity to move the agencies into
bolder than usual action. Here is my preliminary list of options for preempting/responding to the
report:

1. Create int Food Safety Council. Currently, there is a joint food safety budget but it comes
about basically by combinig the budget requests of the relevant agencies. By EO, the President
could appoint the relevant agency heads to a council to annually produce a unified budget and
strategic plan. One of the major criticisms is the disperate resources the different agencies have
{USDA 5,000 inspectors, FDA 300}. The Council could be charged with creating a plan to properly
allocate resources and authority. o

2. Follow-up the NAS report by appointing a panel to see how it should be implemented. This is
the infotmal recommendation of The Tood Satety advocates at CSPl. They would like to see the

Mike Taylors, the Kesslers, etc. appointed to a panel to recomend what the next step should be in
coordinating and creating a single food agency.

3. Public hearings with interested parties. The agencies have drafted a plan for this for the federal
register. The hearings would center on a ‘mission statement’ they wrote which I'll give you at the
Team leaders meeting, | think the hearings are worthhile, | don't think the mission statement
stands up to scrutiny.

4. Endorse all or part of the Pallone bill. Pallone has a bill that would require all non-registering
plants to register with FDA (currently meat register with USDA). It also requires quarterly
inspections and works to even out the inspectors problems. The farm community has big problems
with this bill, but I'm trying to get USDA to break out parts that would be done by EO or reform the
bill into one we could push for,

| like the first idea the most. It is a tangible step towards unifying food safety planning. We should
also try and combine it with some EO that actually does something, like from the Pallone bill.

-
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQP, Mary L. Smith/OPD/EQP

cc: Laura Emmett/WHO/EOP
Subject: Food Safety

FOOD.81 Attached is the draft EQ for a food safety council. We've received comment from
OMB, USDA, OSTP. The major issues are: including the vision statement, sunsetting the council,
and the scope of the budget that gets submitted by the council. Changes from the original draft
are in bold, and I've briefly summarized the changes below. O'hara at HHS called Monday after
returning from vacation and said he would like to submit as well.

We've discussed trying to have this ready for the 8- 13/20 when NAS comes out. The other big
issue we need to resolve is whether the VP wants to be the third co-chair. (I think he preserves
his ahility to intervene selectively by not being on the council.)

1. Introduction: We added the "vision statement” as preamble. USDA, NPR (Jean), and EPA all
mentioned that they would Tike To do this independantly as a FR notice with hearings on the vision
statementtopicT T Think we should either combine it into the EQ or wait and do this at some other

T —
later time.

Also, OSTP suggested this science-based language in the introduction.

2. Sections l{a}{b): we added a third_joint chair {TBD}, and put EPA and OMB on the council. Also
a provision suggested by OSTP to provide staff as necessary.

3. Section 2, Purpose: OSTP suggested making it less a review of NAS and more towards
developing a long-range plan takinginto consideration the NAS report. We added preparing an
annual budget as one of the purposes.

4. Section 3: OSTP suggested a deadline for developing the food safety plan. I've added space for
a due date.

section {c): OSTP wanted the council to "establish” the research institute, we changed it back to
"oversee" as it already is supposed to being established under previous presidential action. we did
add their lanaguage about working with NSTC

5. Section 4: USDA wanted the section to include states.
6. Section 5: There was a general request for a sunset in this section. | didn't add it because i

felt that the council should go out of business when it recommended a better coordinating
mechanism -- but that in the absence of a better way, we shouldn’'t mandate its demise.
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To: Ron Klain/OVP @ OVP
cc: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQOP, Morley A. Winograd/OVP @ OVP, David W.

Beier/OVP @ OVP
Subject: Food safety council

| am writing to recommend that the VP lead the proposed President's Council for Food Safety.
While | recognize that this subject can be fraught with political danger, particularly from some farm
and other agribusiness constituencies, the issue is nevertheless important enough to require Vice
Presidential leadership. | am confident that with the proper staff support from Morley and Elena
this can be a "win-win" for the VP and affected communities. | am concerned that without the
VP's |leadership the very serious problems with the current system will not be fixed and a
dangeraus time bomb will be left ticking.

As you know, the National Academy of Science's will shortly issue a Congressionally mandated
review of the structure of the nation's food safety system. While we won't know what is in the
report until we are briefed next week, it is likely to be quite critical of the structure of the current
system, but complimentary of the Administration's efforts to improve food safety. If this is the
report's conclusion, we should endorse the findings and lead the next step -- developing the
solution.

The VP has led the Administration's effort to improve food safety. Beginning with his 1993
reinventing report recommending a single food agency, to his behind the scenes placing of Mike
Taylor to reform USDA's food safety program, to his release of the May 1997 President’'s Food
Safety Initiative report, the VP has compiled an impressive record on this issue that is understood
by experts in the food safety field. It would be jarring and troubling to anyone following this debate
to see this next impertant phase go forward without the VP in charge.

It is extremely important to the producer community -- particularly beef and pork -- to have a
dependable food safety system that maintains public gonfidence domestically and provides the
platform for building international markets. Producers see the cracks in the current system,
understand that their markets are being put at risk, and will support change that provides a secure
foundation for the future. Done properly, a VP led Council would resuit in a grateful industry.

1

if you have other specific concerns | am eager to hear them and to respond. Thanks.

wa'. Ne
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQP, Mary L. Smith/OPD/ECP

ce: Laura Emmett/ WHO/EQOP
Subject: Food safety

FOODEOX.8 attached is the current draft of EO. Other updates: 1. I've now spoken in general
terms to two of the three leading advocates, t i e said " "y ; 2. Bill
Schultz said he had "given off the record” talks to Elena and | and he wanted to_call back to say he
thought the EU"was a hétter idea than he had said to us previously. 3. Getting USDA on with
some enthusiasm is important to making this not be the subject of retribution on the Hill, the
agency Seems discontented still. Eric thought giving.it mara time might belp the agency placafe
opposition.

Mary and | would like to come over before | leave at 3 pm today to walk through the likely future
disputes and what is in the EQ. Maybe around 2ish?



08/20/98 THU 10:52 FAX 202 458 5581

DOMESTIC POLICY CoL

@e/28-98  1@131 USDA PUBLIC MEDIA OUTRERCH + 282 456 5581 s e+ . B1002

f, duu; ?VQ-— \juvlh ngih!——
. . -4 Yi LL e

Food Safety, HFR,310 ™ ¥

For Release noon EDT

WASHINGTON (AP) The, nation needs a presidentially appointed
~“food czar'' to oversee the patchwork of food safety regulations,
a governmental advisory group said today.

Although the U.S. feood supply 1is conslidered the world's safest,
up to 9,000 Americans still die every year from food poisoning, and
millions are sickened. The Clinten administration is seeking $100
million for a new plan to strengthen food esafety. .

Congress asKed the independent Institute of Medicine, which
advises the government, whether the system needs f£ixing. The
institute's repoart says it works well most of the time.

But the report calls federal food safety oversight
“~“fragmented'’*' and underfunded, and recommends a comprshensive food
palicy led by eone official responsible for setting safety standards
and fighting disease outbreaks.

Today, 12 agencies cversee various food-gsafety queastions. Most
are handled by the Agriculture Department, which is in charge of
meat and poultry and certain fresh produce issues, and the Food and
Drug Administration, which oversees most other foods. .

Some consumer advocates and lawmakKers are pushing for a single
food—~safety agency. The institute wasn't asked to evaluate that
plan, but sore committee members reported favoring it. But the
report alse suggests a ~“food safety council'' made up of FDA, USDA
and other safety groups that would report to the president and
Congress.

The Clinton administration's top health experts will study the
recommendations, but one official noted that the White House
already is working toward greater food-safety coordination.

The consumer advocacy Center for Scienca in the Public Interest
called a food czar "“a good first step,'' while the National Food
Processors Association called it an unneeded new bureaucrat.
AP-NY-0B-20~-98 OLl3&6EDT
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Issues for the EO on Food Safety
TO DO

1. DRAFT OK’d by BR, EK, VP

2. OMB circulates

4. Advocacy Groups -- us (2 down) O N
5. Hill -- usda

6. Industry -- usda

7. Timing -- we should wait till principals

8. Paper Weekly, g/a/, one pager (list of contacts) b
THE EO ——

Balance L )
1. Vision

2. BR as third chair
3. Break out two reports -- 180 days to comment on NAS, open ended for full plan

*4. Budget language involves council at two points: 1. Setting priorities, 2. Revieiwng what
agencies come back with. Query before or after OMB, query, are secretaries subject to council?

5. Include research, yes.

*6. Sunset -- still no, but they fear the evil secretary. Maybe yes.
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Record Type: Record

To: Bruce N. Reed/OPD/EQP, Elena Kagan/OPD/EQP, Thomas L. Freedman/CPD/EOP

cc:
Subject: Update on the Food Council Executive Order

I've talked to USDA, HHS, and OMB, and we are making progress. We've got some budget
language that USDA could live with. HHS. however, does not want to use the word "budget”, but
wants to use the term "food safety resource plan.”

“

In addition, the following major issues remain:

1. HHS (per Jim O'Hara) doesn't want DPC, NPR, and OSTP as members of the Council.
O'Hara says HHS only wants those agencies_with "line authority” for food safety to be members of
the council. HHS says the Council could consult with the DPC, NPR, and OSTP like the Councii will
consult with state and local governments and private entities. The reasoning for this is basically
the "Evil President” theory. Along those lines, they don't want DPC to be the third co-chair., HHS
is not opposed to a third co-chair, but would want it 1o be an agency like EPA, not a WH_agengy.
Thig Seems to be HHS's way of getting around the sunsetting provison.

2. However, OMB and EPA are still pushing sunseting.
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Record Type: Record

To: Elena Kagan/OPD/EOP, Thomas L. Freedman/OPD/EQP

cc: Laura Emmett/WHO/EQP
Subject: NAS Briefing

The following are the main points from the NAS briefing.
Their conclusions were:

1. That our food safety system must be based on science
2. That the statutes governing the food safety need to be revised because these statutes are not
always framed so that the statute is science-based
-- As part of the No. 2, we should develop a comprehensive national food safety plan
-- they emphasized repeatedly that we should coordinate more with states and local
governments in doing this planning process {which we are going to do in the executive order)
3.- That Congress should establish, by statute, a "unified and central framework for managing
federal food safety programs, one that is headed by a single official™ who has both responsibility
for the planning and the accompanying resources
-- the NAS made clear that No. 3 is not recommending a single food agency
-- in the report the NAS didn't lay out how this "central framework” would look like
-- However, they were very adamant that there be only one individual with responsibility for
food safety, They were quick to point out that they were not recommending a "czar." They had
defined czar as someone who is appointed by the President and who does not have authority over
budget resources. ey sal a 5 on shou € authorized by statute so tha 15
person would be Tess influenced by political pressure and that the person must have, as they put it,

the authority, the responsibility, and the resources

The NAS also made clear that they did not point out specifically how budget resources should be
allocated, but only pointed out where there are gaps in the current system are.

The next steps for the NAS are to wait to hear back from Congress as to whether Congress wants
them to do a second phase of the study. This study grew out of last year's Ag appropriations bill,
and if Congress wants followup, they would probably decide that in this year's Ag approps
conference.

| will get some Q&A to you later in the afternoon. Also -- is this going to be the radio address --if
so, we should get the executive order in the OMB process today. Thanks, Mary
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NATIONAL ACADEMY OF SCIENCES
2101 Constitution Avenue, NW. Washington, D.C, 20418
FOOD AND NUTRITION BOARD BOARD ON AGRICULTURE
INSTITUTE OF MEDICINE NATIONAL RESEARCH COUNCIL
Phone:  (202) 334-1732 Phone:  (202) 334-3062
FAX:  (202)334-2316 FAX:  (202)334-1978
Embargoed; Not for public release until
Thursday, August 20, 1998, 12:00 Noon EDT
ENSURING SAFE FOOD
From Production to Consumption
Committee to Ensure Safe Food from Production to Consumption
Conclusions:
I. An effective and efficient food safety system must be based in science.

IL. To achieve a food safety system based on science, current statutes governing food
safety regulation and management must be revised. ‘

III. To implement a science-based system, reorganization of federal food safety efforts is

required.
Recommendations:
L. Base the food safety system on science.

IIa.  Congress should change federal statutes so that inspection,
enforcement, and research efforts can be based on scientifically supportable
assessments of risks to public health.

Changes in federal statute that would foster and enhance science-based strategies:

* ecliminate continuous inspection system for meat and poultry and replace with a
science-based approach which is capable of detecting hazards of concern;

» mandate a single set of science-based inspection regulations for all foods;

» mandate that all imported foods come from only countries with food safety standards
deemed equivalent to US standards.

ITb:  Congress and the administration should require development of a
comprehensive national food safety plan. Funds appropriated for food safety
programs (including research and education programs) should be allocated in
accordance with science-based assessments of risk and potential benefit.



IIla:

IIIb:

The National Food Safety Plan should:

» include a unified, science-based food safety mission;

+ integrate federal, state, and local food safety activities;

+ allocate funding for food safety in accordance with science-based assessments of risk
and potential benefit;

provide adequate and identifiable support for the research and surveillance needed to:
— monitor changes in risk or potential hazards created by
changes in food supply or consumption patterns, and

— improve the capability to predict and avoid new hazards;

* increase monitoring and surveillance efforts to improve knowledge of the
incidence, seriousness, and cause-effect relationships of foodborne discases and
related hazards;

» address the additional and distinctive efforts required to ensure the safety of imported
foods;

» recognize the burdens imposed on state and local authorities that have primary front-
line responsibility for regulation of food service establishments; and

* include a plan to address consumers' behaviors related to safe food-handling practices.

To implement a science-based system, Congress should establish, by statute, a
unified and central framework for managing federal food safety programs, one that
is headed by a single official and which has the responsibility and control of
resources for all federal food safety activities, including outbreak management,
standard-setting, inspection, monitoring, surveillance, risk assessment, enforcement,
research, and education.

Congress should provide the agency responsible for food safety at the federal level
with the tools necessary to integrate and unify the efforts of authorities at the state
and local levels to enhance food safety.

The statutory tools required to integrate local and state activities regarding food safety
into an effective national system:

* authority to mandate adherence to minimal federal standards for products or

processes, .
+ continued authority to deputize state and local officials to serve as enforcers of federal
law,

» funding to support, in whole or in part, activities of state and local officials that are
judged necessary or appropriate to enhance the safety of food,

 authority given to the federal official responsible for food safety to direct action by
other agencies with assessment and monitoring capabilities, and

» authority to convene working groups, create partnerships, and direct other forms and
means of collaboration to achieve integrated protection of the food supply.
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Whité House di'afts food safety executive order to preempt NAS report‘

In anticipation of a National Academy of Sciences report that will call for better
coordination among food safety agencies, the White House has drafted an executive order
that would create a presidential food safety council charged wnh harmomzmg food safety

programs and spending. L

The latest draft of the executive order, obtained by Food Chemical News, would establish a
President's Council on Food Safety made up of cabinet and other high-level officials: the
Agriculture Secretary, Health and Human Services Secretary, Assistant to the President for
Domestic Policy, the Senior Policy Advisor for the Vice President and the Director of the
Office of Science and Technology Policy. There was speculation last week that former FDA
and USDA official Michael Taylor, a King & Spaulding attorney, would head the council.

The council's purpose waould be to review reports from NAS and other organizations on the
effectiveness of the current food safety system with an eye toward developing 2 comprehensive,
science-based food safety strategy. That plan would include both interim and long-term food
safety issues, including new and emergent threats and the needs of vulnerable populations.

*“The council shall build upon the President’s Interagency Food Safety Initiative'and shall
consult extensively with all concerned parties, including consumers, producers, industry,
academia, and state and local governments,” said the draft order. This would include
continuing an emphasis on public-private partnerships. Specifically, the cauncil would
develop a “unified food safety budger” that would include money for surveillance.

inspection, risk assessment, education and research. The council also would oversee the Iomt
Institute on Food Safety Research to ensure high-priority research is incorporated into the
unified food safety plan.

The new council is just part of the streamlining reforms that will be announced by the
Clinton administration. According to a draft “announcement package,” the administration
plans to cite gains made through the Food Safety Initiative and list “streamlining actions”
aimed at better coordinating the federal food safety system.

(See NAS report, Page 21)
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imporant to note that when the Florida Department of
Citrus conducted tests on citrus, it had to artificially
introduce pathogens because citrus found in the field
does not bear the very microbes that FDA seeks 1o
control. Even when the test fruit is contaminated in this
manner, a 5-1og reduction cannot be achieved,” the
congressmen maintained, (@8FCN 2607. 2 pages, $5)

— Allison Wright

(NAS report, conrinued from Fage 3)

Many of the initiatives are not new, will require
legislative authority to accomplish and appear to hand
FDA more jurisdiction over food safety, said a Capitol
Hill staffer. One clear goal of the initiative is to
consolidate food safety programs at FDA, which is
expected to be hardest hit in the NAS report, which
could be released as soon as this week. One source
said the NAS repor, requested by Congress last year,
is “fairly negative” on FDA programs.

Under streamlining actions, the White House is
considering consolidating egg regulatory programs at
either the USDA or FDA. Removing the egg program
from USDA would require legislation, said a Hill
staffer. Other actions include moving USDA’s food
additive program to FDA, moving the FDA game
meats program to USDA, moving the NMFS scafood
program to FDA, consolidating animal
pharmaceuticals at FDA, moving FDA bottled water
regulation and all pesticide programs to the
Environmental Protection Agency, and moving “all
food transportation safety programs somewhere.”

Under the umbrella of “efficiency-enhancing actions,”
FDA plans to conwact with USDA's Foreign
Agricultural Service, the Defense Department and
USDA's Food Safety and Inspection Service to conduct
foreign investigations, and partner with non-FDA
federal personnel o conduct FDA domestic inspections.

- FDA would form an integrated food safety system with
the states to conduct inspection acrivities, including the
creation of a common database, yniform standards and
training, and “across the board acceptance of state
inspections by FDA. industy, and by foreign trade
partners,” said the draft document.

Finally, the administration plans to announce a
National Food Safety Training Center, which will

train food handlers on uniform, multi-agency
standards and protocols. This center could build on an
existing FSIS maining center in Texas and through the
JIFSAN center in College Park, Md.

NAS panel not expected to
recommend single food safaty agency

The NAS panel is not expected to recommend a single
food safety agency, the National Food Processors
Association and other sources told Food Chemical News.

The panel’s report is, however, expected to recommend
some improvements in coordinating food safety policy
and more cooperation among the federal agencies that
have some jurisdiction over food safety issues, including
FDA, USDA and EPA. NFPA's Rhona Applebaum said
the trade association’s sources are confident that the
panel is not recommending a single, omnibus agency or
one [ike the Canadian food safety agency.

The panel's report, which has been held tightly by
panel members while being independently reviewed,
was due in Congress' hands on August 15. But NAS
officials predict that the report won't be available until
some time this week. Apparently, the reviewers made
exiensive comments that may take a few more days to
incorporate into the final report.

— Joan Murphy

No legal basis for imposing HACCP
on processors of pasteurized
juices, associations tell FDA

FDA's proposal to mandate HAACP for processors of
juice is factually, scientifically and legally
unsupportable, according to two major food trade
associations. It also “falls far short” of an adequate
regulatory response to the demonstrated safety risks
artributable to unpasteurized fruit and vegetable juices,
according 1o the National Food Processors Associaion.

NFPA advised FDA in an Aug. 7 letter to revise the
proposal and “promptly” impose a “universal thermal
process or equivalent treatment requirement” for all
juices that would destroy microorganisms of public
health significance. NFPA also urged FDA 10 withdraw
the juice HACCP proposal as unnecessary and unduly
intrusive. Imposing HACCP procedures on companies

TTTa D M3
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T4 Morley A. Winograd @ OVP
“** 08/03/98 10:58:27 AM

Record Type: Record

To: Thomas L. Freedman/OPD/EQP

cc: Bruce N. Reed/OPD/EQOP
Subject: FW: Response to NAS report

Tom:

HEre is one more perspective on what we might want to do on food safety. Don't know if you are
familiar with how the possibility of a single food agency, etc. will play into the appropriations
controversy next month.

You asked where | am on all this. | am in favor of creating a single food agency. | think the work
that Jean has done in getting folks to a single vision and a comfort level with each other is an
absolutely critical first step to getting to that goal. | am not clear in my own mind_if we need to
make the next step an interagency councit with co-chairs and a clear mission to develop a sipgle
plan and budget for improving the safety of our food supply, but it sounds like the right next step,
short of having a new agency. If | thought the timing was right for skipping that step and going
directly to a new single agency [ would be Tor that. My impresion is that we are better off saving
that one for the next Congress.

But if we do this interim thing, it should be with the clear understanding that our goal is seamless
provision of food safety and that any organizational obstacles that are thrown up in the way of
producing a single strategy and a single budgetary approach will be used as evidence on the need

to move MORE quickly 1o a single faod agency.

One last thought, while making Shalala and Glickman the co-chairs is probabiy the right solution,
an alternative would be a Food Czar who they both agree on and who thareby gets a head start on
becoming the agency head.

| think the people addressed on this message should meet thls week with you and Jean Logan to
make the call and get ready for next week.
Morley

Forwarded by Morley A. Winograd/OVP on 08/03/98 11:09 AM -

Morley.Winograd @ npr.gov
08/01/98 03:47:11 PM

Racord Type: Record

To: Morley A. Winograd/OVP

cc:
Subject: FW: Response to NAS report
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From: Jean Logan

Sent: Friday, July 31, 1998 2:32 PM
To: Morley Winograd; Morley Winograd @OVP
Cc: Sarah Krissoff

Subject: FW: Response to NAS report

Hi Morley

See below. Cliff Gabriel is from OSTP, and | think leads their wark

on food safety/feod science. He's arguing for something similar to
what | was arguing for in my email from earlier today-that the
President ask his best science advisars to review the work of the NAS.,
Thought you might be interested in his take.

Have a great weekend.

Jean

————— Original Message-----

From: Wendy_A._Taylor@oa.eop.gov [SMTP:Wendy_A. Taylor@oa.eop.gov]

<mailto:[SMTP:Wendy_A. Taylor@oa.eop.gov] >
Sent: Friday, July 31, 1998 5:23 PM

To: Jean.Logan@npr.gov

Subject: Response to NAS report

Message Creation Date was at 31-JUL-1998 17:23:00
Forwarded by Wendy A, Taylor/OMB/EOP on
07/31/98 05:22 PM

Clifford J. Gabriel

07/31/98 05:22:43 PM

Record Type: Record )

To: Thomas L. Freedman/QPD/EOP@EOP, Wendy A. Taylor/OMB/EOP@EOP,
Dana L. Flower

Lake/OMB/EOP@EQP, Jerold R. Mande/OSTP/EOP@EQP

cc:

Subject: Response to NAS report

Just wanted to bounce some ideas of you for what we might want to do
in

response to the release of the NAS report. | think it would be very
premature ' o '

to announce any major new initiative-that appears to be a knee-jerk
reaction to

outside criticism. All | think we need at the time of release is a

well

coordinated press package with Qs and As. We might also want to issue
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a

Presidential Review Directive under the authority of the NSTC or DPC

to

consider the input from the Academy and develop a long-range ptan that
includes

some of the tougher policy questions that have been difficult to focus
on to :

date. This would initiate a thoughtfu! deliberative process, rather

than a

reactive one, that might get us where we want tec go Remember we have
USDA/FDA

appropriations conference after the August recess, sQ we certainly
donTwant

to"q_rmou’nce anything that would jeopardize those negotiations. CIliff
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Record Type: Record

To: Elena Kagan/OPD/EOP

cc: Laura Emmett/WHO/EQP, Mary L. Smith/OPD/EOP
Subject: food notes

FOOD.08 FOODSAFE.7 Elena, here are some suggested talking points and Q and As for today's
meeting, and a draft EQ. | haven't shown the EO to anyone {although Eric confidentially helped
draft it). 1'd suggest that if yo think it is ok, you be the one to send it to Morely, and if that you
and he talk before the meeting. | talked to his secretary who is identifying the meeting as DPC/NFPR
when she calls.

If the EQ looks ok, we should make copies to hand out.



Talking Points for Food Safety

The NAS report on single food agency is due out sometime around August 17th, the
agencies are supposed to get to review it a couple days before it is released.

We all have heard rumors about what is in the report. The report will obviously focus on
structural shortcomings, it may or may not be seen as particularly critical by the media.

We want to take advantage of the ideas in the report and the chance to keep looking at the
way things are organized in the food safety area.

One idea is for the President, before the report is released, to designate a group chaired by
the Secretaries of USDA and HHS and with DPC, NPR and OSTP, to be designated to
review the NAS report and report back and what steps we should take next. Perhaps he
could do it in the radio address next week.

We would also ask the group to formalize the current process and present a unified food
safety budget based upon a unified food safety plan. If the group recommends another
process in the future, we could move on from there.

We’ve drafted something in the form of an executive order, it would be something
weighty, but we wanted to get your reactions to this.

I know you have done a lot of other work, I don’t think this precludes the idea of
something on eggs, I think it would compliment it.

1 also know you’ve put together a vision statement for the federal register on a seamless
food agency and to hold public hearings, the process we’re suggesting is similar -- we
want the public hearings, we just want to take this next step now.



Qand A
Won’t you be preempting NAS?

No, this is setting up a process for reviewing NAS and taking an incremental step on the
budget that makes sense.

Don’t we already do a unified budget?

Yes, this does institutionalize that. Tom notes that this year there was some discussion
whether to even do one. We want to make sure it happens.

We don’t know what the NAS report will say, do we want to get out there prematurely?

Well, this sets the stage to review NAS without being defensive. Everything we’ve heard
is NAS will go further than what we propose, that it will recommend four options;
including a food czar, putting one agency in charge, designating a lead agency, or
creating an EPA like new agency. Maybe none of those options will make sense, in that
case, suggesting this interim step at a later time may make even less sense -- we will look
like we are doing too little too late.

Will this unified budget cover everything that possible touches food safety or just issues
in the initiative?

(I would throw this open to discussion, the agencies have strong feelings about
scope, and can perhaps hammer out the details of what should or should not be
included.)
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Record Type: Record

To: Bruce N. Reed/OPD/EQOP, Elena Kagan/OPD/EQP, Michelle Crisci/WHO/EQP

cc: Laura Emmett/WHOQ/EOP, Mary L. Smith/OPD/EQP
Subject: NAS report on single food agency and Exec, Order

FOODSAFE.7 attached is a draft executive order establishing a Food Safety Council. The Council
consists of the Secretaries of USDA, HHS, the DPC, and OSTP. HHS and USDA co-chair and they
would appoint an exec. director. It is charged with developing a unified food safety budget, a
unified food safety strategy, reviewing the NAS report and making recommendations, and
overseeing the research institute. We have discussed this concept (but not the actual paper} with
USDA and FDA, some people in each agency have reservations about it, and would likely prefer not
to preempt NAS, but to instead wait and see what it says and what reaction it gets. OMB will also
have concerns and will want time to vet it. If you are interested in circulating it, | have some
thoughts on how to process it.

Other Information

The NAS report: According to sources, it is still on target for release August 17. It is still said to
be critical of the current structure of food safety and includes criticism of food safety planning,
budget and standard setting. It reportedly suggests action on dietary supplements, critigues current
epidemiology, and criticizes the mixing of missions of promoting food and regulating it. It also cites
specific recent exan?ﬁé?mc]udmg Guatemalan raspberries and the salmonella in cereal.

Other Steps.
We've asked the agencies to come up with other steps that could be announced independently or
in conjunction with the above announcement. Here is what they suggest.

1. Eggs. The agencies say they could be ready to announce the shifting of responsibility for eggs
to USDA, previously it was split between FDA and USDA.

2. Achievements. The agencies have prepared a list of areas in which they do cooperate
successfully,

3. Vision statement and public hearings. The agencies have a shared "vision statement™ on
creating a "seamless food safety system” that they would put in the federal register and hold public
hearings on.

{I'll be at the sports medicine doctor for part of this afternoon, but back later}.

-



EXECUTIVE ORDER

PRESIDENT’S COUNCIL ON FOOD 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 strengthen efforts to improve food safety for American consumers by
establishing a President’s Council on Food Safety, it is hereby ordered as follows:

Section 1. Establishment of President’s Council on Food Safety.

(a) There is established the President’s Council on Food Safety (Council). The Council shall
comprise the Secretary of Agriculture, the Secretary of Health and Human Services, the Assistant
to the President for Domestic Policy, the Senior Policy Advisor for the Vice President, and the
Director of the Office of Science and Technology Policy. The Council shall consult with the
Office of Management and Budget, the Environmental Protection Agency, the Department of
Defense, the Commerce Department, and such other senior executive branch officials as the
Council determines.

(b) The Secretaries of Agriculture and Health and Human Services shall serve as Co-Chairs of
the Council. In consultation with other Council members, the Secretaries shall jointly designate
an Executive Director for the Council. Council members may designate senior executive branch
officials as their representatives.

Section 2. Purpose.

The purpose of the Council shall be to review the National Academy of Sciences report,
“Ensuring Safe Food from Production to Consumption”, and other reports on the effectiveness of
the current food safety system, to review and improve ongoing efforts to develop and implement
a science-based comprehensive strategy to improve the safety of the food supply, and work
towards enhanced coordination among Federal agencies and with State, local governments and
the private sector. The Council shall build upon the President’s Interagency Food Safety
Initiative and shall consult extensively with all concerned parties, including consumers,
producers, industry, academia, and State and local governments.

Section 3. Specific Activities and Functions,

{(a) The Council shall annually develop a unified food safety budget to eliminate duplication and
ensure the most effective use of resources. This unified food safety budget shall include food
safety surveillance, inspection, risk assessment, education, and research.

(b) The Council shall work to develop a science-based, unified plan for improving food safety
from the farm to the table. The fundamental goal of the plan should be the establishment of a
seemless food safety system, including the steps necessary to achieve this goal, and should
consider key public-health, resource, and management questions facing Federal food safety



agencies. The plan should consider both interim and long term food safety issues, including new
and emergent threats and the needs of vulnerable populations. The plan should include
education, inspection, research, surveillance, and should also ensure effective coordination of
Federal, State, local, and private resources to improve food safety, including public-private
partnerships, where appropriate

(c) The Council shall oversee the operation of the Joint Institute on Food Safety Research, and
shall ensure that the Institute focuses on addressing the high priority research needs identified in
the unified food safety plan. The Council shall also ensure that the Institute issues a report
annually and holds regular public conferences and meetings regarding food safety research
developments and findings, including research conducted by the private sector and academia.

(d) The Council shall review the National Academy of Sciences report, “Ensuring Safe Food
from Production to Consumption™, and other reports on the effectiveness of the current food
safety system. After providing opportunity for public comment, including public meetings, the
Council shall report to the President with recommendations for appropriate additional actions to
improve food safety. Any such recommendations should be in the context of the strategic
planning effort of the President’s Interagency Food Safety Initiatives.

Section 4. Cooperation.

All actions taken by the Council shall, as appropriate, further partnerships and cooperation with
other public and private sector efforts wherever such partnerships and cooperation are possible
and would further improve the safety of the food supply.

Section 5. Judicial Review.

This order does not create any right or benefit, substantive or procedural, enforceable at law by a
party against the United States, its agencies, its officers, or any person.
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Record Type: Record

To: Laura Emmett/WHQ/EOP

cc:
Subject: Food Safety Meeting

The 2pm food safety meeting will inlcude:

William Hubbard

Dr. Michael Freedman {FDA}
Cathy Woteki (USDA)]
Caren Wilcox (USDA)
Eileene Kennedy (USDA)
Lynn Goldman

Judith Nelson

Bruce Morehead

Josh Gotbaum (OMB}
TJ Glautier

Dan Mendleson

Morley Winograd

Elena Kagen

Let me know if you need anything else. -JEN



EXECUTIVE ORDER

PRESIDENT’S COUNCIL ON FOOD 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 strengthen efforts to improve food safety for American consumers by
establishing a President’s Council on Food Safety, it is hereby ordered as follows:

Section 1. Establishment of President’s Council on Food Safety.

(a) There is established the President’s Council on Food Safety (Council). The Council shall
comprise the Secretary of Agriculture, the Secretary of Health and Human Services, the Assistant
to the President for Domestic Policy, the Senior Policy Advisor for the Vice President, and the
Director of the Office of Science and Technology Policy. The Council shall consult with the
Office of Management and Budget, the Environmental Protection Agency, the Department of
Defense, the Commerce Department, and such other senior executive branch officials as the
Council determines.

(b) The Secretaries of Agriculture and Health and Human Services shall serve as Co-Chairs of
the Council. In consultation with other Council members, the Secretaries shall jointly designate
an Executive Director for the Council. Council members may designate senior executive branch
officials as their representatives.

Section 2. Purpose.

The purpose of the Council shall be to review the National Academy of Sciences report,
“Ensuring Safe Food from Production to Consumption”, and other reports on the effectiveness of
the current food safety system, to review and improve ongoing efforts to develop and implement
a science-based comprehensive strategy to improve the safety of the food supply, and work
towards enhanced coordination among Federal agencies and with State, local governments and
the private sector. The Council shall build upon the President’s Interagency Food Safety
Initiative and shall consult extensively with all concerned parties, including consumers, -
producers, industry, academia, and State and local governments.

Section 3. Specific Activities and Functions.

{a) The Council shall annually develop a unified food safety budget to eliminate duplication and
ensure the most effective use of resources. This unified food safety budget shall include food
safety surveillance, inspection, risk assessment, education, and research.

(b) The Council shall work to develop a science-based, unified plan for improving food safety
from the farm to the table. The fundamental goal of the plan should be the establishment of a
seamless food safety system, including the steps necessary to achieve this goal, and should
consider key public-health, resource, and management questions facing Federal food safety



agencies. The plan should consider both interjm and long term food safety issues, including new
and emergent threats and the needs of vulnerable populations. The plan should include
education, inspection, research, surveillance, and should also ensure effective coordination of
Federal, State, local, and private resources to improve food safety, including public-private
partnerships, where appropriate

© The Council shall oversee the operation of the Joint Institute on Food Safety Research, and
shall ensure that the Institute focuses on addressing the high priority research needs identified in
the unified food safety plan. The Council shall also ensure that the Institute issues a report
annually and holds regular public conferences and meetings regarding food safety research
developments and findings, including research conducted by the private sector and academia.

(d) The Council shall review the National Academy of Sciences report, “Ensuring Safe Food
from Production to Consumption”, and other reports on the effectiveness of the current food
safety system. After providing opportunity for public comment, including public meetings, the
Council shall report to the President with recommmendations for appropriate additional actions to
improve food safety. Any such recommendations should be in the context of the strategic
planning effort of the President’s Interagency Food Safety Initiatives.

Section 4. Cooperation.

All actions taken by the Council shall, as appropriate, further partnerships and cooperation with
other public and private sector efforts wherever such partnerships and cooperation are possible
and would further improve the safety of the food supply.

Section 5. Judicial Review. .

This order does not create any right or benefit, substantive or procedural, enforceable at law by a
party against the United States, its agencies, its officers, or any person.
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Record Type: Record

To: Bruce N. Reed/OPD/EQP, Eiena Kagan/OPD/EQP

cc: Laura Emmett/WHO/EQOP, Mary L. Smith/OPD/EOP
Subject: Single Food Agency Issues

1. lIssue: the prestigious National Academy of Science wilt likely release a first phase of its report
on the single food agency in August. It is likely to list problems with the current food safety
system.

2. Problem: We should try to be in a position so we don't have to just take the punch in August,
but to agree with the findings and be on theside of reform when the report comes out. However,
the cabinet sectretaries have told the VP/Morely they would disagree strongly with a single food
agency {unless it is in their department.}

3. What we've done so far: Woe've started a process with NPR, and jeined by USDA, FDA, EPA,
Commerce, OSTP and OMB to complete the following: list the areas we are likely to be criticized
in, find what steps we have taken or could take to better coordinate federal policy, list the areas
where we have on-going efforts at coordination, and complete a policy planning strategy statement
that was promised in the May report of last year. The goalis to have at least a "virtual" food safety
agency plan in place for each important area -- research, surveillance, emergency outbreaks,
education, and by pProdlucts where there is joint jurisdiction {eggs}. The idea would be to have
joint/coordinated plans madé in every important area. We aiready do this for some probelms
{budget for example}. 1 also thought we might formally designate a group to consider the NAS

findings and reommendations and-discuss-how they could he implemented.
It isThe-bestplarrwe could come up with. Thoughts?
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Record Type: Record

To: Elena Kagan/OPD/EOP -

cc:
Subject: Re: food safety [

Elena:

We have a lot of catching up to do. | talked to Glickman and Shalala per VP's request and we also
vetted idea with key cong. types. | have made a recommendation on how to proceed to VP, but do
not have sign off on it from him or my staff. | promise to bring you back in the loop if you promise
to tell me what is going on with INS reform. How about a quick conversation after Tuesday's COS
meeting (I won't be there on Monday) and then lets proceed from there. In the meanwhile, | will
send you for your eyes only what | recommended to VP.

Moriey
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Attached is the draft breakout of what would be in a single food agency. There was
general agreement at the meeting today with OMB, OSTP, Cabinet Affairs, that this made sense.
Sylvia sent a representative. The scope of the agency is food safety,farm to table, with emphasis
on table, thus we avoid doing general pesticide regulation that EPA does as they study the whole
chemical interaction with the environment, but we should include the USDA office that
determines pesticide residue levels in food in the new agency.

It seems clear that on a good government level, the idea of a single food agency makes
sense. But on the political level, OMB seems to want to make this an efficiency argument, I
think it has to satisfy two constituencies-- consumers and farmers. We may need to think of how
this increases resources or outputs related to food safety. In addition, to think about farmer
groups I think we should add OPL at some point.



Federal Food Safety Agency:

Agencies Currently with Food Safety Activities

FY 1998
Current Food Safety Authorizing Statute/ Budget ( in
Agency Responsibility Relevant Cmtes. millions) Recommendation Rationale
$220M in
appropriated
BA and 2,342
FTEs.
Statute: Food, Drug, $3.6 M in user
Regulates all food {except and Cosmetic Act fees for the
HHS/FDA: | ™eat poultry, and egg o ccrtiﬁcati.oy of
Center for products) to ensure that it is House: C_ommerce color additives. The agency’s primary responsibility is food safety
Food Safety wholesome, unadulterated, Inctude as part of | inspections, food research and risk assessment, and
. and properly labeled. Senate: Labor and Note: Total a new food safety | education. These activities, along with the safety
and Applied H . .
Nutrition _ uman Resources, FDA ) agency., standafds and inspections of meat and poultry, would
(CFSAN) Also responsible for the ] : appropriated comprise the core of any food safety agency.
safety and proper labeling of | Agriculture BA is$925 M
cosmetics. Appropriations and 8,503 FTEs.
Committees Total program
level is $1,038
M and 9,288
FTEs which
includes $113
M in user fees.
Statute: Food, Drug,
and Cosmetic Act
HHS/FDA: Regulates the manufacture House: Commerce :44r:1 r;:ted
Center for eguates tion of d d B‘f P Include as part of | The agency’s primary responsibility is the approval of
Veterinary and d's".'l?u 100 OF CTUES AT Senate: Labor and a new food safety | animal drugs and feeds, a major component of food
- feed additives intended for
Medicine animals Human Resources, 403 FTEs. agency. safety.
(CVM) '
Agriculture
Appropriations
Committees

* GAO also includes activities of the Treasury’s Bureau of Alcohol, Tobacco, and Firearms, Treasury’s Customs Service, and the Federal Trade Commission in their list of
Federal food safety agencies.




Federal Food Safety Agency: Agencies Currently with Food Safety Activities

FY 1998
Current Food Safety Authorizing Statute/ Budget ( in
Agency Responsibility Relevant Cmtes. millions) Recommendation Rationale
Statutes: Federal Meat
Inspection Act, Poultry
Products Inspection $589 M in
USDA: Food | Regulates meat, poultry, and ;:g‘iﬁi:fglum aBp:ropnated
Safety egg products to ensure that P Include as part of . .
. i Setting standards and performing food safety
Inspection they are wholesome, . anew food safety . " . s .
Service unadulterated. and f House/Senate: $94 M in user apenc inspections are the agency’s primary responsibility.
(FSIS) tabeled ’ properly Agriculture fees Eency
Agriculture 9,895 FTEs
Appropriations
Committees
Statute: Qrganic Act of
1862, Research and
USDA: Performs food safety Marketing Act of 1946 approx. $50 M This funding. in addition to th b fundi
Agricultural | research, such as developing /S L in appropriated | Include as part of S Hunding, 1hon fo the research tunding
Research ways to detect and control Hau.se enate: BA a new food safety provided through FDA's programs, would support the
. . N Agriculture pre- and post-harvest research necessary to support the
Service bacterial contamination of agency . . T
(ARS) foods 150 FTEs agency’s regulatory and education activities.
Agriculture
Appropriations
Committees
The agency contains the seafood inspection/products
Provides voluntary inspection expertise that FDA needs to meet HACCP
and certification services for Statute: Agricultural :%uggﬁeﬁ'ci:r:nrﬂ?g iﬁ%?g‘:ig;;:]sélﬁgM
. ” .
Commerce: fish and ﬁst!ery po_rducts ona | Marketing Act $ 00,090 in proposal to transfer NOAA”S National Marine
National | fec-for-service basis. appropiated BA Fisheries Scrvice (NMFS) to FDA (as a PBO). Th
Oceanic and Services address safety, House: Resources Include as part of voiuzt es inspection pIo ra?n l(:s a i ): b tc
.. | wholesomeness, quality, and $13M in user a new food safety ary Insp program woulc continue, bu
Atmospheric . NMFS inspectors would also be available for use by
) proper labelling of fishery Senate: Commerce fees agency . . S
Admin. products. Inspected products _ FDA to conduct inspections within its
(NOAA) can carry; a DOC mark Commerce 190 FTE manda_torylregulato.ry program, NMFS' seafocd
indicating compliance with Appropriations expertise would be important to a new food safety
Federal standards agency, and inclusion in the new agency would avoid

duplicative programs on labelling, wholesomeness,
etc.




Federal Food Safety Agency: Apencies Currently with Food Safety Activities

FY 1998
Current Food Safety Authorizing Statute/ Budget (in
Agency Responsibility Relevant Cmtes. millions) Recommendation Rationale
. g $145Min BA The Administration and Congress just reformed this

Regulates d‘nr'lkmg water'to Statute: Safe Drinking | for regulation, program, with passage of the 1996 SDWA

ensure that it is safc to drink, Water Act research and Amendments, and the reforms seem to be working.

Conducts research to support enforcement, Program implementation is very different from the

standards. House: Commerce, $105 M of other programs under consideration because the

. Science and which goes to drinking water program is primarily implemented by
EPA — S:rizﬁti:iatgfﬁel:t’:r?:to Transportation (partial), | States as grants Do not include as the States with EPA grant money. There isalsoa
Drinkin underground wells to protect Infrastructure (partial) to run drinking part of a new food large Federal assis_tan.cc component in the DW SRF.
Waterg drinking water wells water and safcty agency EPA would lose significant economies of scale in the
' Senate: Environment, related administration of the Drinking Water and Clean Water

Provides Drinking Water Public Works programs. SRFs if they were separated. At t_he same time, the

State Revolving Funds (DW $725 M for _DW DwW Slle ncc.dsilr_lpuP from the dnnkmg water program

SRFs) capitalization grants to VA/]-IU]? _ SRF capitaliza- on project prioritization based on pub}:c heslth goals.

states for infrastructure Approprufnons tion grants. Prot_cct:on of dl_'mkmg water sources is an

uperades and state pro s subcomimittees environmental issue and has synergies with EPA’s

pera programs. 941 FTE Clean Water Act programs.
Statute: Federal

Evaluates the risks to public 2?3331;&?:?

health and the environment (FIFRA), Federal Drug

from pesticide active and and Cosr:letic Act ’

inert ingredients. '

(FFDCA), and Food

Sets the terms and conditions Sfuf ;1;}'6 f;g;il)on Act

for the sale, use, and lIabeling amending FIFRA and

procedures for food/feed-use FFDCA $118M ) It would be difficult to separate EPA’s tolerance
EPA — and nonfood-use pesticides. ' (Tot_al. for all Do notinclude as | setting activiti_es for food-use. active ingredients from

Pesticides House: Agriculture pesticide part of a new food | other registration, reregistration, and cross-cutting
Sets pesticide worker Comn;erce i program safety agency. activities. EPA is currently implementing the
protection standards, provides activities) requirements of the new law.

certification and training,
works with USDA, FDA, and
pesticide users to reduce
pesticide risk and use, and
promotes international
harmonization and regulatory
coordination.

Senate: Agriculture,
Labor and Human
Resources

VA/HUD and
Agriculture
Appropriations
Committees




Federal Food Safety Agency: Agencies Currently with Food Safety Activities

e ———
FY 1998
Current Food Safety Authorizing Statute/ Budget ( in ‘
Agency Responsibility Relevant Cmtes. millions) Recommendation Rationale
Gives grants to State and
Local Health Departments to
conduct surveillance and
;"2:;15;;%: :.:ctici&;g:;s: of human Statute: Public Health 3;}?::1 15 As part of its overall infectious disease program
) Service Act appropriated for activities, CDC awards grants to States to conduct
HHS: Center | Funds help link 8 “FoodNet" House: C . infectious ' Fur;rcél_lanc;_c a:: epldefnlology ofa variety of c-ilseases
for Disease | state laboratories via ouse: Lommerce disease Do not include as inetu hl ns og_ ome diseases, emerging mfecnor.ls and
Control and | computer technology with Senate: Labor and activities, $15 part of a new food ;:f:?:il:’;‘":e iﬁfﬁ;iﬁ?&ﬁgmﬁfdﬁoﬁ discase
Prevention | CDC labs to conduct Humax.l Resources million is safety agency. surveill vities. Wi © other relaled
(CDC) “digitized” fingerprinting of designated for ance activitics. We recommend maintaining
foodborne pathogens. o Foodborne these func}mns wnfhm L?DC‘gwen this structure and its
L/HHS A;fpropnatlons Disease longstanding relationship with State and local health
Conducts research, trains Subcommittees. activities, departments.
epidemiologists and
coordinates investigations of
disease outbreaks.
Statute: Agricultural
Marketing Act of 1946
USDA:
Agricultural | Pesticide data program (PDP) | House/Senate: PDP: $10M in Do not include as Pesticid ded for inclusi
Marketing | determines residue levels in Agriculture appropriated part of anew food | . estictde programs are not recommen or inclusion
Service food BA safety agency I new agency
(AMS) Agriculture
Appropriations
Committees
Statute: Agricultural
Marketing Act of 1946,
U.S. Grain Standards Aflatoxin and
Act vomitoxin
USDA: Determines levels of aflatoxin testing is funded | Do not include as . . L X
Grain and vomitoxin as part of House/Senate: through user part of a new food This is an lgt.cgml part of;hc overall activities O.fthls
Inspection | inspection process Agriculture fees, as one of safety agency agency, and is only one of many tests that are given.
several charges
Agriculture to users
Appropriations

Committees




Federal Food Safety Agency: Agencies Currently with Food Safety Activities
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FY 1998
Current Food Safety Authorizing Statute/ Budget (in
Agency Responsibility Relevant Cmites. millions) Recommendation Rationale
Statute: many,
including the Qrganic
Act of 1944 and the
ADA: 1990 Farm Bill
Ensures safety of animal and $0 for direct Do not include as : . . . . .
Plant He'alth plant resources from House/Senate: food safety part of a new food There is no immediate direct connection with food
Inspection : . . o safety.
R infestations Agriculture activities safety agency
Service
(APHIS) Agriculture
Appropriations
Committees




1993
1993
1993

1994

1994

1995

1995

1996

1996

1996

1997

1997

1997

1997

1997

Clinton Administration Food Safety Accomplishments

USDA proposes Safe Food Handling Labels for meat and poultry products.
Administration announces Safe Drinking Water Act reauthorization principles.
NPR recommends creating a single food safety agency

Administration proposes Pesticide Reform Act of 1994. This reform initiative was developed
collaboratively by an interagency policy group including EPA, USDA, FDA, and other
stakeholders to address the Delany Clause problem and the recommendations of the 1993
National Academy of Sciences report on procedures to improve pesticide regulation to better
assure that children are fully protected from pesticide risk.

USDA proposes Pathogen Reduction Act, which includes authority for mandatory recall,
traceback, civil penalties, and the designation of foods not handled in a way to destroy pathogens

as adulterated.

EPA reinvents Drinking Water Program to reorient to the highest public health risks, using
administrative authorities and renegotiating consent decrees.

FDA Seafood HACCP final rule in published.

Administration and Congress reauthorize the Safe Drinking Water Act. The new law includes
most of the Administration's principles and reinvention activities to address highest risks.

The Food Quality Protection Act of 1996 (FQPA), unanimously passed by Congress, is signed.

USDA Meat and Poultry HACCP program final rule is published.

President’s Food Safety Initiative is announced. USDA, HHS, and EPA draft a report to the
President with a plan to improve food safety that includes budget, regulatory and legislative
proposals.

FDA publishes Substances Prohibited from Use in Animal Feed, Animal Proteins Prohibited in
Ruminent Feed (Mad Cow Disease Rule); final rule.

FDA publishes the Fruit and Vegetable Juice Beverages HACCP program, Interim Warning
Statement, and Educational Program; notice.

USDA proposes “The Food Safety Enforcement Enhancement Act of 1997" to strengthen its
enforcement authority by allowing for mandatory recalls and civil penalties in response to the
voluntary recall of 25 million pounds of hamburger.

President announces new initiative to enhance FDA oversight over imported foods and
develop guidance on good agricultural and manufacturing practices for fruits and vegetables.
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“Mﬁ i Bruce N. Reed
" 01/02/98 04:36:52 PM

Record Type: Record

To: Elena Kagan/OPD/EOP
cc:
Subject: Status of pure food agency proposal

Any news on this front?
---------------------- Forwarded by Bruce N. Reed/OPD/EQP on 01/02/98 04:36 PM ---

e
R f Morley A. Winograd @ OVP
i M 12/18/97 07:53:49 PM

Record Type: Record

Tao: Paul E. Begala/WHO/EOP, Rahm |. Emanuel/WHO/EOP

cc: Bruce N. Reed/OPD/EQOP
Subject: Status of pure food agency proposal

Per both of your requests for status and offers to help, here is what happened at first planning
meeting on the issue today, chaired by Elena.

Sally Katzen presented OMB's arguments for single agency and why we should do this in terms of
policy benefits and government efficiency. NPR supported recommendation as we have since 1993.
We agreed that OMB's idea for SIHQIW&Wt
and poultry progucers who wanted no part of being regulated by HHS the last time.

Decltomwas adetoromr-this—one by Secretaries Glickman and Shalala befare proceeding. Bruce
Reed was to do that. If either of you want to help Bruce, talk to him about it. There does appear to
be a legislative vehicle already out there that might be used for this. Hilley was to check out its
status.

daestion was asked as to depth of VP's support. Since | wasn't there, NPR repeated that this is
one of those recommendations that we have never backed off of or abandoned. | will get further
reading from VP ASAP and let you know if there is any reason for concern there.

Morley
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z; Morley A. Winograd @ OVP
Tt 12/15/97 06:29:18 PM

Record Type: Record

To: Elena Kagan/OPD/EQP

cc:
Subject: Food safety continued

Elena:
Here is first thoughts on possible opposition to the idea from constituents. But keep in mind we
WANT to do this.

Morley

---------------------- Forwarded by Morley A, Winograd/OVP on 12/15/97 06:37 PM

Jean.Logan @ npr.gsa.gov
12/15/97 05:51:00 PM

Record Type: Record

To: Morley A. Winograd @ OVP@EOP

cc:
Subject: Food safety continued

Off the top of my head, and without having been personally involved in the
work on food safety to any great extent, here is what | know:

Food safety responsibilities are scattered, so there will be serious

federal territory issues, as there was in 1993 when we proposed that food
safety be consolidated in FDA. The turmoil that recommendation caused is
one of the main reasons that the HHS accompanying report, which contained
the recommendation, never came out.

The 2 proposals being considered calil for either a stand alone agency, or a
new agency under the HHS umbrella. OMB is not considering consoclidation in
USDA.

The big player is the meat and poultry i
oppose any consoclidation into HHS--they've grown comfortable with the USDA

oversight, and would expect massive change in the inspection system if food

safety was under the HHS umbrella.

Therefore | would expect that USDA would find it more palatable tq have
food safety refocafed into a stand alone agency. rather than in either an
existing or new agency under HHS.




Consumer groups would applaud the single food agency concept, wherever it

was placed.

While some may say this is an example of governpment growing, it's really
not--it's a consolidation of existing functions; nothing is being expanded,
there's really nothing new here.

Il keep poking around and keep you posted.
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SUBJECT: CREATING A SINGLE FOOD SAFETY AGENCY

The current food safety system is criticized for its fragmentation, lack of
coordination, inconsistencies in inspection coverage, non-uniform enforcement
authorities, and inefficient distribution of resources. A single agency that combined
the food safety programs of USDA, HHS/FDA, and the seafood inspection activities
of the Department of Commerce could address these concerns. A single food
safety agency would:

. Eliminate many unnecessary activities, such as overlapping research and
duplicate inspection of establishments that produce products regulated by
different agencies;

. Improve the coordination of Federal responses to foodborne illness outbregks
by eliminating gaps in regulatory coverage, avoiding conflicting actions, and
ensuring a comprehensive Federal response; and

. Allow for better allocation of scarce Federal food safety resources based on
the risk that different commoditities pose to public health (e.g., over twice as
much is spent on meat and poultry inspection as on inspection for all other
foods), and better responses to changing consumption patterns and emerging
food safety issues.

This single food safety agency could be either: (1} a new, stand-alone food safety
agency, or (2) under the auspices of an existing department. Given the need for

this agency to have a clear public health mission, if placed in an existing

department, HHS would be the most appropriate home. USDA’s mission is broader
than HHS’ and encompasses an industry promotion responsibility, which could :{
conflict with a food safety agency’s regulatory responsibilities.

Option 1:  Create a new stand-alone agency
. Would highlight food safety issues; food safety issues would be the agency’s
top priority.

. Would limit interest group opposition. The meat and poultry industry, and
therefore the Agriculture Committees, strongly oppose moving food safety
activities into HHS because they fear this might result in undesirable changes
or rapid streamlining of the inspection system and because they believe
USDA is better positioned to take a “farm-to-table” approach to food safety.
(Note: USDA and FDA share the same appropriations subcommittee.)

. Would limit Federal agency opposition. USDA opposed a proposal included in
the first National Performance Review (NPR) report to consolidate the food
safety functions within FDA; HHS would likely oppose a similar consolidation
of food safety activities within USDA.

. Is consistent with a recent legisiative proposal of Senators Durbin and
Torricelli and Representatives Fazio and Pallone._

g
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Option 2: Consolidate food safety programs within HHS

May appear to reduce the Federal bureaucracy rather than enlarge it.

May allow for better coordination and the leveraging of resources among all
agencies with public health mandates.

Wo___J_I_ci have direct cabinet access through the HHS Secretary.

Is consistent with the 1993 NPR proposal to form a single food safety
agency.

May have lower administrative costs than creating a new, independent
agency because it would be able to share the overhead resources of HHS.




Cond ?w-.-Pn-l. u.Pe.l-\.‘ - ?\'u[h oty

-
e -
EXECUTIVE OFFICE OF THE PRESIDENT |
OFFICE OF MANAGEMENT AND BUDGET \ %"“] -M\“\
WASHINGTON. D.C. 20503 \/\u\-' e X S\haS er_Q

(Kl,\fs \J_J] m ARA~N TS
November 20, 1997 /\—(1\0_ SN X %{

MEMORANDUM FOR THE DIRECTOR LVack 15 Vs T\
THROUGH: T.J. GLAUTHIER o
JOSH GOTBA
SALLY KATZ
¥ L et i R
FROM: Adriénne Erbach/Ji endy Taylor/Lisa Grove/David
- Rowe/Greg Whité/Pam B lian Fostéf7Sarah Laskin/Margaret
Malanoski A\
SUBJECT: Creation of a Single Food Safety Agency (DECISION)

This responds to your request at the Navember 5th USDA budget review for 2 memorandum on
the pros and cons of creating a single food safety agency.

ISSUE: Can the current fragmented Federal food safety system be improved to better
address the risks of foodborne illness, and to clarify and simplify Federal agencies
accountability on food safety-related issues? The current organizational structure of food
safety agencies is arbitrary and fragmented; it impedes coordination and Federal response to
crises; it permits an inefficient distribution of food safety resources among agencies; and it
inhibits the allocation of resources based on risk and cost effectiveness. Inconsistent approaches
and the lack of uniform enforcement authorities also undermine the system’s effectiveness (e.g.,
foods posing similar health risks, such as seafood, meat, and poultry are treated differently).

Creation of an appropriately uniform, risk-based system under a single food safety agency should
help to address these problems.

BACKGROUND: Federal food safety activities are divided among 12 different federal
agencies, six of which have major roles. (See the attached table of the major food safety
agencies.) This division of responsibilities was not deliberately designed, but rather evolved as
Congress passed laws to address particular food safety concerns, beginning at the turn of the
century. :

The Clinton Administration has actively worked to improve the Federal food safety system.
Since the January 1993 outbreak of foodbome illness arising from Jack-In-The-Box hamburgers
in Washington State, the Administration has proposed new regulations and legislative changes,
and has taken administrative steps to make the Federal inspection systems more science-based
and focused on microbiological pathogens (e.g., bacteria, viruses, and parasites). (See the
attached list of the Administration’s food safety accomplishments.)



However, food safety efforts to date do not address the fundamental problem that the Federal
government’s food safety activities remain highly fragmented. Over the past few years, there
have been numerous calls to consolidate Federal food safety activities into one agency. In 1993,
the first National Performance Review report proposed creating a single-food safety agency
within FDA. As far back as May 1994 and as recently as October 1997, GAO recommended the
creation of a single agency. In the FY 1998 Agriculture Appropriations Bill, Congress funded a
study to be conducted by the National Academy of Sciences to look at the need for and
feasibility of creating a single food safety agency. The study is due by August 15, 1698. Most
recently, on November 4th, Senators Durbin and Torrice]li and Representatives Fazio and
Pallone introduced the “Safe Food Act of 1997,” which would establish an independent food
safety agency.

The creation of a single food safety agency has failed largely because of interest group and
bureaucratic opposition. Bureaucratic opposition is largely the result of agencies protecting their
turf. For instance, USDA opposed the NPR’s proposal to move all food safety activities into
FDA, as a result, the Administration never developed legislation to implement this change.

HHS would likely oppose a similar consolidation of food safety activities into USDA.

Consumer groups oppose moving all foed safety activities under USDA because they believe it
would cause a conflict of interest between the Department’s food industry promotion and food
safety regulation activities. The meat and poultry industry, and therefore the Agriculture
Comumittees, strongly oppose moving food safety activities into HHS because they fear this
might result in changes or streamlining of the inspection system and because they believe USDA
is better positioned to take a “farm-to-table” approach to food safety.

ANALYSIS:
Issne 1: Should food safety programs be consolidated into one agency?
Pros:

. Consolidation will help in the development of a comprehensive, focused Federal food
- safety policy for meat, poultry, fruits, vegetables, seafood, and all other foods.

. Scarce Federal food safety resources could be better allocated based on the risk that
different commeodities pose to public health, and could more easily respond to changing
consumption patterns and emerging food safety issues.

. It would eliminate many duplicative activities, such as the duplicate inspection of
establishments that produce products regulated by the different agencies (e.g., FDA
inspects frozen cheese pizzas while USDA inspects frozen pepperoni pizzas), and
duplicative, overlapping research. ‘

. It would improve the coordination of Federal responses to foodborne illness outbreaks by
eliminating gaps in regulatory coverage, avoiding conflicting actions, and ensuring a
comprehensive Federal response.

. It would combine the strengths of FDA and USDA (e.g., the science and risk-based

approach of FDA with the funding and staff of USDA) and thus strengthen Federal
regulation of all foods.



safety issues. Consolidation is only the first step toward consistency in inspection
requirements for different food products; other significant statutory changes would be
needed in the future (e.g., the meat and poultry acts currently require “continuous
inspection” which limits USDA’s ability to target its inspections, while FDA conducts
periodic, random inspection of all other food processing plants.)

. The likelihood that a proposed consolidation will not be implemented is high, given the \

. It could be viewed as “moving the boxes around” rather than addressing substantive food /

history of consolidation efforts.

. The inspection forces of FDA and USDA differ in average salary/grade, training, and
education requirements. USDA’s inspectors’ union has actively opposed previous
proposals they believed would reduce the number of inspectors.

. A stand-alone agency would limit interest group opposition.
. The agency could promote a public health focus without the perception that it also has
industry promotion responsibilities.

- The agency would be relatively small, with a program level of $1 billion and a staff of
12,980 FTEs.

. There may be higher administrative costs associated with creating a new, independent o
agency because it would not be able to share the resources of an existing agency. ]

[ssue 3: Which programs should be combined?

To improve the chances of successful implementation, we recommend that this new food safety
agency have a narrow focus, with a primary mission of food safety inspection, research, and
education. Out of the 12 Federal agencies with food safety activities, we recommend including
only four: (1) USDA's Food Safety Inspection Service (FSIS); (2) the risk assessment and
research activities of USDA's Agricultura] Research Service (ARS); (3) HHS/FDA’s Center for
Food Safety and Applied Nutrition (CFSAN) and Center of Veterinary Medicine (CVM); and (4)
the fish inspection activities of Commerce's National Oceanic and Atmospheric Administration
(NOAA). The attached table explains in detail why we recommend including these agencies and
excluding others.

Some groups have recommended that the drinking water and pesticide activities of the
Environmental Protection Agency (EPA) should also be part of a single food safety agency.
However, including this part of EPA would broaden the focus of a new food safety agency too
much, and it is not ¢lear what gain would come from including this program in a new food safety
agency. See the attached table for a detailed explanation of our rationale.
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NEXT STEPS / IMPLEMENTATION ISSUES: Finally, given the agencies reactions in the
past, it is likely that netther FDA nor USDA will be willing to work hard to get a bill enacted that
creates a single food safety agency. White House approval and strong Cabinet-level support, as
well as an implementation strategy that recognizes historical consolidation pitfalls, will be '
needed to move this proposal. This issue should be discussed among senior White House

. officials, and an implementation/roll-out strategy should be developed, prior to consulting with
the affected agencies.

RECOMMENDATION:
Issue 1: Propose in the Budget to create a single food safety agency.

Agree Disagree Let’s discuss

Issue 2: Propose that it be a stand-alone agency, not housed within an existing department.

Agree Disagree Let's discuss

Issue 3: Include the FSIS, the food safety and animal drug activities of FDA, the seafood
inspectors from NOAA, and USDA’s food safety research, education, and risk assessment
activities, but not EPA’s drinking water and pesticides programs.

Agree Disagree Let's discuss

Attachments



Federal Food Safel! Agene?': Agencies Currently with Food Safety Activities _

FY 1998
Current Food Safely Authorizing Statute/ Budget (in
Agency Responsibility Relevant Cmies. milllons) Recommendation Rationale
$220M in
appropriated
'} BA and 2,342
FTEs.
Statute: Food, Drug, $3.6 M in user
Regulates all food (except and Cosmetic Act fees for the

HHS/FDA: meat, poultry, and egg certification of ]

Center &“_' products) to ensure that it is House: Commerce color additives. The agency’s primary responsibility is food safety
Food Safety wholesome, unadulicrated, Include as part of | inspections, food rescarch and risk assessment, and
and Applied and properly labeted. Senage: Labor and Note: Total anew food safety educetion. These acti_viliss, along with the safety

Nutrition Human Resources, FDA agency. stendards and inspections of meat and poultry, would
(CFSAN) Also responsible for the approprialed comprise the core of any food safely agency.
safity and proper labeling of [ Agriculture BAis$925 M
casmetics. Appropriations and 8,503 FTEs.
Commitiees Total program
level is $1,038
M and 9,288
FTEs which
1 includes $113
M in user fees.
Statute: Food, Drug,
and Cosmetic Act
$44 M in

HHS/FDA: House: Commerce

Ceater for R?zl::esbtl:c mm:.u;‘ulurc 3 ;p:ropriatud Include es part of | The agency's primary responaibility is the approval of
Velerinary ?:cd alda;l ution 0f Jrugs an Senate: Labor and 8 new food safety | animal drugs and feeds, & major component of food

Medicine | focd additivesntended for 4 4y o pecource saf

Cvany | imals. 5 403 FTEs. Bgency. <ty

Agriculture
Appropriations
Committess

* GAO also includes activities of the Treasury's Buresu of Alcohol, Tobacco, and Firearms, Treasury's Customs Service, and the Federal Trade Commisslon in their list of
Federal food safety agencies, ’
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! Federal Food Safe!l Agencﬁ: Agencies Currenll; with Food Ssl‘el! Actlivities
FY 1998

Current Food Safely Authorizing Statute/ Budget (in
Agency Responsibility Relevant Cmtes, milllons) Recommendation Ratlonale
Statutes: Federal Meat
Inspection Act, Poultry
Products Inspection $589 M in
USDA: Food | Regulates meat, poultry, and Act, Egg Products appropriated
Inspection Act BA
Safety egg producis to ensure that Include as part of Setting standards and performing food safety
lmpec.tion they are wholesome, House/Senate: $94 M in user a new food safcty inspections arc the agency's primary responsibility.
Service unadulterated, and properly Aericutture p agency
(FS1S) | tabeled g ees
Agriculture 9,895 FTEs
Appropriations
Committees .
Statute: Organic Act of
1862, Research and
. Markeling Act of 1946
USDA: | Peforms foodsately ’ approx. $30 M This funding, in addition to the rescarch funding
A%neultural rescarch, such as developing Howse/Senate: in appropriated | Include as part of provided through FDA's programs, would support the
esearch ways lo detect and control Aerlcul BA a new food safety d post+h arch nec to  th
Service bacterial contamination of gricultare c pre- and post-harvest research nevessary to spport the
agency agency’s regulatory and education activities.
(ARS) foods . 150 FTEs
Agriculiure
Approprigtions
Committecs
The egency contains the seafood inspectionfproducts
Provides voluntary inspection expertise that FDA needs to meet HACCP
and certification services for | Statute: Agricultural :%u;.';mc In o'g?;:i?ﬂ’;gz‘:::;:;:ﬂgm
Commerce: tf::lil?igs &":b';g;:“m ona | Marketing Act S‘lﬂltﬁft:cl: BA proposal to transfer NOAA'S National Marine
National Sm’vlcres address af' House: Resources appropia Includ art of Fisheries Service (NMFS) to FDA (as s PBO). The
Oceante and Bolesomenes § ;t.y, and Ouse: Resou $13M i ne l:v ; as dp ﬁ: voluntary inspectton program would continue, but
Atlmospheric W el abc:ll Sy q;.’ p lhwéy Senate: C erc f in user & new food saicty | NMFS inspectors would also be available for use hy
Admin, I:;:sucls. Insl:g odl:m ducts nate: Lommerce ees agency FDA to conduct inspections within its
(NOAA) mandatory/regulatory program. NMFS' seafood
;:a:‘ carry 8 Do-(i‘mark ith Commcl.c € 150 FTE cxpeniise would be important to a new {ood safety
ll: ;: a;;nsm;::lm%;anoe vt Appropriations agency, end inclusion in the new agency would avoid
ecera Standan duplicative programs on labelling, wholesomencss,
ete.
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Federal Food Safely Agenc :Agencies Curren

llz with Food Sal‘eg Actlivilies

certification and training,
works with USDA, FDA, and
pesticide users to reduce

Senate: Agriculiure,
Labor and Human

pesticide risk and use, and Resources

promotes intemational

harmonization end regulatory XNH(;P and

coordination, griculture
Appropriations
Committees

FY 1998
Current Food Safety Authorizing Statute/ Budget { in
Agency Responsibility Relevant Cmtes. milllons) Recommendaiton Rationale
- $149MinBA The Administration and Congress just reformed this
:2;%;[:::;:1 :: ?::;?::::i;ok Statute: Safe Drinking | for regulation, program, with passage of the 1996 SDWA
Conduets research (o support Water Act research and Amendments, and thcﬁrcfo:ms seem to be working.
standards enforcement, Program implementation is very different from the
' House: Commerce, 5105 M of other programs under consideration because the
R Science and which goes to drinking water program is primarily implemenied by
EPA — ;ﬁﬂﬁ;::fxg;?:m Trensportation (partial), | States as grants Do not jnclude 23 the States with EPA grant money. There is also a
Driaking underground wells to protect Infrastructure (partial) | to run drinking part of & new food large Pederal assistance component in the DW S_R.F.
Water drinking water wells, ) water and safety ageacy EPA \i:ouldl lose s:gmﬁc.am.ewnom:es of scate in the
Senate: Environment, related administration of the Drinking Water and Cizan Water
. .y Public Works programs. SRFs If they wese separated. At the same time, the
:‘;:;‘:vﬁ":?:s‘“gum’fg)w | $725 M for DW DW SRF needs input from the drinking water program
SRFs) capitalization grants to VA/HUD SRF capitaliza- on project prioritization based on pubfic health goals.
states for infrastructure Appropriations {lon grants. Protection of d{inking waler spurces is an
upgrades and state programs. subcommitiees environmental issue and has synergics with EPA's
941 FTE Clean Water Acl programs.
Statute: Federal
Evaluates the risks to public lnf’eclm:dde._l’}:legicide,
hezlth and the environment all:lF}}R?\ ag:: MAS(
from pesticide active and { p Oos}m e Ac g,
inert ingredients. an lic Act.
{FFDCA), and Food
Sets the terms and conditions S(Pf;g'ys P'I;o t;imn Adt
for the sale, use, and labeling amendi ( I?IFRL and
procedurcs for food/feed-use FFDCA.ng s1isM It would be difficull to separate EPA's tolerance
EPA — and nonfood-use pesticides. (Total gor all Do no; inciude asd se&t:ing activilies for food-nsmctive ingredients from
i A pesticide part of a new foo other registration, reregistration, and cross-cutling
Perticides Sets pesticide worker g:::':e::incuhurc. program safety agency. sclivities. EPA is currently implementing the
protection standards, provides activities) requirements of the new law.

266T-68-230
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FY 1998 '
Current Food Safety Authorizing Statute/ Budget ( in
Agency Responsibility Relevant Cmtes. tnillions) Recommendation Rationale
Gives grants to State and
L.ocal Health Departments to
conduct surveillance and
ovesnents Couses OfRUMAN 1 Suatute: Public Heattn | Ofthe $113 As part of its overall infectious discase program
' Service Act apprapriated for activities, CDC awards grants to States to conduct
HHS: Center | Funds help link 8 “FoodNet” House: Co infeclious s.»ur;':(illilam:.c a:l?ocpldzfnwlugy of e vas lC:ny' d'smfl
for Disease | stafe laboratories via ouse: Commerce disease Do not include as | eluding foodbome discases, emerging Infections an
Contrelend | computer tschnology with s . Lab d activities, $15 part of a new food watcrb orme qlscases. Stat."’s conduct foodborne discase
Prevention | CDC labs to conduct - !: naie: LA an mUlion is safety agency. suwegllance m oonoeﬂ with these other rcla.tcd. .
(CDC) “digitized” fingerprinting of uman Resources designated for survclllanc'e acnv!ur:x We rc—:_:omrncpd maintaining
foodborne pathogens. » Foodborne these l'unc_tmns wu_thm (_)DC_gwm this structure and its
LHHS Ameprlatluns Discase longstanding relationship with State and local health
Conducts rescarch, trains Subcommitices. activities. departments.
cpidemiologists and
coordinates investigations of
disease outbreaks.
Sratute: Agriculturel
Marketing Act of 1946
USDA:
Agricultural | Pesticide data program (PDP) | House/Senaie: PDP: §10M in Do not include as - . .
Markeling | determines residue levels in Agricullure appropriated part of 2 new food !’estscldc programs arc o recommended for inclusion
Service food BA safety agency in new agency
(AMS) Agriculture
Appropriations
Committees
Statute: Agricultural
Marketing Act of 1946,
U.S. Grain Standards Aflatoxin and
Act vomitoxin
USDA: ctermines leve Xi ing i i L - .
| o et | | et | Dot s | s s gt of e vl st i
Inspection | inspection process Agriculture fees, as onc of safety agency agency, and is only one of many tests that aro given.
several charpes
Agricutture lo users
Appropristions
Committees

466T-68-2370
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Federal Food Salely Agenc :A%m;iegg;nﬂ wilh Food Salety Aclivities
—_— - —.
FY 1998
Current Food Safety Authorizing Statute/ Budget ( in
Agency Responsibility Relevan! Crles, milllons) Recommendation Rationale
Statute: many,
including the Organic
Act of 1944 and the
Aok 1950 Farm Bill
Plant Health Ensures safety of animel and $0 for direct Do not include as There is no immediale direct connection with food
Inspection plant resources from House/Senate: food safety pan of a new food safety
Sep infestations ) Agriculture gelivities safety agency )
rvice
(APHIS) ~ Agricullure
Appropriations
Committees

28:21 Le6T1-68-23d
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1993
1993
1993

1994

1994

1995

1995

1996

1996
1996
1997
1997

1997

1597

1997

Clinton Administration Food Safety Accomplishments

USDA proposes Safe Food Handling Labels for meat and poultry products.
Administration announces Safe Drinking Water Act reauthorization principles,

NPR recommends creating a single food safety agency

Administration proposes Pesticide Reform Act of 1994, This reform initiative was devetoped
collaboratively by an interagency policy group including EPA, USDA, FDA, and other
stakeholders to address the Delany Clause problem and the recommendations of the 1993
National Academy of Sciences report on procedures to improve pesticide regulation to better
assure that children are fully protected from pesticide risk.

USDA proposes Pathogen Reduction Act, which includes authority for mandatory recall,

traceback, civil penalties, and the designation of foods not handled in a way to destroy pathogens
as adulterated.

EPA reinvents Drinking Water Program to reorient to the highest public health risks, using
administrative authorities and renegotiating consent decrees.

FDA. Seafood HACCP final rule in published.

Administration and Congress reauthorize the Safe Drinking Water Act. The new law includes
most of the Administration's principles and reinvention activities to address highest risks.

The Food Quality Protection Act of 1996 (FQPA), unanimously passed by Congress, is signed.

USDA Meat and Poultry BACCP program final rule is published.

President’s Food Safety Initiative is announced. USDA, HHS, and EPA draft a report to the
President with a plan to improve food safety that includes budget, regulatory and legislative
proposals.

FDA publishes Substances Prohibited from Use in Anima) Feed, Animal Proteins Prohibited in
Ruminent Feed (Mad Cow Disease Rule); final rule.

FDA publishes the Fruit and Vegetable Juice Beverages HACCP program, Interim Waming
Statement, and Educational Program; notice.

USDA proposes “The Food Safety Enforcement Enhancement Act of 1997" to strengthen its
enforcement authority by allowing for mandatory recalls and civil penalties in response to the
voluntary recall of 25 million pounds of hamburger.

President announces new initiative to enhance FDA oversight over imported foods and
develop guidance on good agricultural and manufacturing practices for fruits and vegetables.

TOOT O

[

a4



