
NLWJC - Kagan 

DPC - Box 008 - Folder 006 

Consumer Protection - Food Safety 
Single Agency 



~
,,"."- ... 

. ---1--_ 0 ". 

~ • v~,~._. Thomas L. Freedman 

f"!'" cz." 03/03/99 11 :30:39 AM , 
Record Type: Record 

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

cc: Mary L. Smith/OPD/EOP 
Subject: Morley Winograd and Food Safety 
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You asked me to check with Morley on the id~a 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 break this to HHS. I 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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To: Bruce N, Reed/OPD/EOP, Elena Kagan/OPO/EOP 

cc: Mary L Smith/OPD/EOP 
Subject: Food Response 
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As you recail, HHS insisted on adding to the summary of the NAS response that the Council 
evaluation of structural models wiil keep in mind "that the primary goal is food safety and public 
health not expanded bureaucracy." 

I'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 cails 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 agency. HHS wiil have plenty of opportunity 
to appropriately weigh in against a single food agency when we evaluate options in the strategic 
plan. 

As I mentioned, Reuters has already run a smail item indicating that we are not endorsing a single 
food agency in the Response. We want to emphasize that this is a positive next step in the 
process of maki e the food safety system is unifie d s eaks with a sin Ie voice. Caroline 
Smith ewail, the chief advocate of a single food agency, has agreed to put out a release saying 
the Response is a positive step. 
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cc: Mary L. Smith/OPD/EOP 
Subject: Food reorganization idea and probable reaction 
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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 realisticall 0 for a single food a enc . T 

SDA do think we have a shot at centralizing the crucial ins ection 
e move wou e a significant one, there are thousands of mea 

, daily inspection of every plant. There are onl a few h 
, the average fruit an veggie plant may not be inspected fO! 

The crucial opposition is in HHS/FDA. 



DRAFT FOR DISCUSSION PURPOSES ONLY 

I. 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, dietar su lement, 
biotechno ogy, chemical/pesticide/drug residues/standards, and food labeling under 
NLEA (?), including meat and poultry products. They are also given a budget 
increase. Consideration is iven to reem tion as U 
an processor groups would prefer. 

III. 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. 

VII. Public Health and Ag. Committees share full jurisdiction over food safety. 

Page 111 
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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 
tora 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 ago 
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. I had a 
wide-ranging conversation with the head of the fruits and yeggies 
prq.cessors 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: (I) 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 Res~arch 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, poultry, 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 foodbome 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 foodbome, 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 AN~WERS ON PRESIDENT'S COUNCIL ON FOOD SAFETY 
August 24, 1998 

Q: What did the Clinton Administration announce? 

A: The Clinton Administration aJ11lounced: (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 to Teport 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 threl'( 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? 

A: 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? 
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A: 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. 

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

A: 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 Foodbome Outbreak Response Coordinating Group 
(FORC-G) which brings together federal, state, and local agencies to develop a 
comprehensive, coordinated, national foodbome 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. 

Q: 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? 

A: 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 silre that all these agencies are working together and pulling in the same 
direction. Today's executive order will serve just this crucial purpose. 

Q: Who are the members of the Council? 

A: 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: (I) 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 activJties. 

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 
offoodborne illness; and 

• proposed legislation to ensure that the FDA halts imports offruits, 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? 

A: The FY 1999 Budget included a $10 I million increase over the FY 1998 level for the 
Administration's inter-agency food safety initiative. Ofthis 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 foodbome diseases and to improve food borne 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). 

Q: What is the status ofthe Food Safety Initiative in the FY 1999 Appropriation bills? 

A: 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. 

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

A: 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. 
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Legislative Proposals 

Q: What is Clinton Administration's FDA import legislation? 

A: 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. 

Q: What is the Clinton Administration's USDA mandatory recall/civil penalties 
legislation? 

A: 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. 

Q: Aren't these legislative proposals essentially dead? Has Congress moved on them at 
all? 

A: 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. 
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THE WHITE HOUSE 

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

For Immediate Release August 25, 1998 

August 25, 1998 

MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOOD SAFETY 

SUBJECT' National Academy of Sciences Report 

My Administration is committed to ensuring that the American 
people enjoy the safest food possible. We have made great 
progress by implementing science-based prevention control 
systems for seafood, meat, and poultryi developing a compre
hensive initiative to ensure the safety of domestic and imported 
fruits and vegetables; and launching an interagency food safety 
initiative that focuses on key food safety 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 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. 

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. II 
This report recommends additional ways to enhance" coordination 
and improve effectiveness in the food safety system, including 
through reform of current food safety legislation. 

I hereby direct the Council to review and respond to thi~ 
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. 

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 
science-based regulation and well-coordinated inspection, 
enforcement, research, and education programs, it is hereby 
ordered as follows: 

Section~. Establishment of President's CQuncil on Food 
Safety. (a) There is established ~he President's Council 
on Food Safety ("Council II). The Council shall comprise the 
secretaries of Agric~lture, Commerce, Health and Human Services, 
the Director of the Office of Management and Budget (OMB) , the 
Administrator of the Environmental Protection Agency, the 
Assistant to the President for Science and Technology/Director 
of the Office of Science and Technology Policy, the Assistant 
to the President for Domestic Policy, and the Director of the 
National Partnership for Reinventing Government. The Council 
shall consult with other 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 Technology 
Policy shall serve as Joint Chairs of the Council. 

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

~.~. Specific Actiyities and Functions. (a) The 
Council shall develop a comprehensive strategic Federal food 
safety plan that contains specific recommendations on needed 
changes, including measurable outcome goals. The principal 
goal of the plan should be the establishment of a seamless, 
science-based food safety system. The plan should address 
the 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. In developing this plan, the Council shall consult 
with all interested parties, including State and local agencies, 
tribes, consumers, producers, industry, and academia. 
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(b) Consistent with the comprehensive 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 
OMS that sustain and strengthen existing capacities, eliminate 
duplication, and ensure the most effective use of resources 
for improving food safety_ The Council shall also ensure 
that Federal agencies annually develop a unified budget 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 
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 President1s 
Food Safety Initiative and such other food safety activities 
as the JIFSR determines appropriatej. and (ii) to coordinate 
efficiently, within the executive branch and with the private 
sector and academia, all Federal food safety research. 

~.~. Coooeration. All actions taken by the Council 
shall, as appropriate, promote partnerships and cooperation 
with States, tribes, and other public and private sector efforts 
wherever possible to improve the safety of the food supply. 

~. 2. General Provisions. 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 Sta.tes, 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. 

THE WHITE HOUSE, 
August 25, 1998. 

WILLIAM J. CLINTON 

# # # 

\ 



l'.!M) 1'""" . i"uu.l r~.~_ 
iii '1 t... "{r.u. / 

!+fIT' tt";t.:,, Mary L Smith 
f'.'T" ",'" 08/24/98 04:24:07 PM , 
Record Type: Record 

To: Elena Kagan/OPO/EOP 

cc: Laura EmmettIWHO/EOP 
Subject: Caroline Smith OeWaal 

I just got off the phone with Caroline Smith DeWaal -- the NY Times had already called her and so 
she called me, I told her about the change in the co-chairs, and she was a little apprehensive, I 
told her that it would be a strong group, but she thought that this was a weaker configuration, 
She is not familiar with OSTP, I tried to allay her concerns and I think I made some headway by 
emphasizing that for the first time that the planning and budget processes will be coordinated; 
however, I think she is still a little concerned because she is not familiar with OSTP, I emphasized 
the legislation, etc, and it seemed to help a little, 
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SAFE FOOD COALITION 

888 Seventeenth Street, NW, Suite 800, Washington, DC 20006 (202) 822-8060 ----_. __ ..... 

FOR IMMEDIATE RELEASE 
AUGUST 2S, 1998 

CONTACT: Christopher Gould 
2021822·8060 

SAFE FOOD COALmON PRAISES ADMINISTRATION'S FOOD 
SAFETY COUNCIL; CALLS FOR CONGRESS TO ACT 

(WASHINGTON) The Safe Food Coalition today praised the Clinton Adnlinisll'ation for irs 
decision to create a President's Council on Food Safety and UTged COJlgress 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 Cfurton Administration has done an excellent job in raising the public policy profile 
offood safety issues," said Carol Tucker Foreman, Coordinator of the Safe Food COalition and 
fanner Assistant Secretary of Agriculture for Food and Consumer Services. ''The food safety 
council will help improve coordination even more." 

Last week, the NAS released a report which recommended revising current food safety 
statutes 50 that they are uniformly driven by scien.tiD.c estimates of risk to human health.. Among 
other recommendations, the report cBl.\ed for designating a single federal official with both 
responsibility for federal food safety activities and authority to allocate resources based on risk to 
human health. The Safe Food Coalition has long endorsed the creation of a single food safety 
~ency. 

"The creation oftbe council is a productive step toward improving the safety of 
America's food supply," said Foreman. "It can take steps to coOldlnate the use of existing 
resources. However, most of the recommendations made by the Committee to Ensure the Safety 
of Food from Production to Consumption require congressional action. The Committee was 
established at the direction of Congress. No'" the Committee has given. Congress a clear and 
appropriate set of steps that must be taken to address foodbome illness. Congress should act on 
those recommendations immediately. We expect that the President Council on Food Safety will 
encoUIage and pX'Ovide leadership for the additional steps that must be taken." 

- 30-

The Safe Food Coalition is a grou.p of consumer, public health, senior citizen and labor 
organizations that have wotked together since 1986 to improve the nation's food safety system. 
The organization was instrumental in persuading the federal. governmeot to revise the hundm 
year old meat and poultry inspa:tion system. 
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SAFE FOOD COALITION 

1188 Seventeenth Street, NW, Suite BOO. Washington. DC 2000$ (202) 822-8060 

EMBARGOED FOR 12:00 NOON 
AUGUST 20, 1998 

CON'IACf: Christophar Gould 
2021822·8060 

SAFE FOOD COALITION PRAISES 
NATIONAL ACADEMY OF SCIENCES REPORT 

Urges Congress to A.ct on Recommendation to Designate a Single Federal 
Official with Responsibility for Federal Food Safety Activities 

(WASHINGTON, Aug. 20, 1998) The Safe Food CQaiitiQn tQday praised the National ACa4emy 
of Sciences (NAS) report, Ensuring Safe Foodfrolll Production to Cansumption, and urged 
CQngress to take the steps recommended by the colllIl1ittee to improve the safety ofrhe nation's 
food supply. Following is a statement regarding the NAS rtpon by Carol Tucker Foreman. 
coordinatDr of the Safe Food Coalition and former Assistant Sectetaty of Agriculture for Food 
and Consumer Services: . 

"The National Academy of Sciences has conducted its study as directed. by Congress. Its 
recommendations are clear and appropriate, and mostly nquire coD&tessional actio~ The 
committee has done an admirable job in a very short period oftime •• they've told Congress what 
it must do to reduce food·bome illness. Now Congress must ~t. 

"Eve:y American who has suffered from food poisoning or knows someone who has -
and every mother who has nwsed a siek child through a bout of sallllonella or E. coli 0157: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 
comminee are: 

• Revise current food safety statutes so that they are unifonnly driven by scientific 
estimates of risk to human health; 

• Establish by statute a unified and central framework for mllllaging federal food 
safety programs, headed by a single fedet'lll official who has both authority and 
control of resources necessary to manage food safety efforts; and 

• Allocate the necessary resources to carry out the programs vital to protecting 
public health. 

• more • 
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"The Safe Food Coalition has earlier endorsed creation of a single food 5afety agency. 
Creation of such an agency is the mO$t organizationally effective method for achieving the NAS 
recommendations. 

''Congress can respond to the NAS report this year by adding l!lllgU3ge to the FY 1999 
Agricultural Appropriations Colll1l'littee Repon establishing a committee 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 Committee's report. 

"In addition. Congress should act this year to pass tile Clinton Adroinistradon's projlOsals 
to improve the safety ofinlported fruits and vegetables and to institute improved enforcement 
authOrity, including recall of contaminated meat and poultry and institution of civil penalties in 
meat and pOUltry processing." 

-30 -

The Safe Food Coalition is a group of consumer, public health, senior citizen and labor 
organizations that have worlced together since 1986 to improve the nation's food safety system. 
The organization was insnum.ental in persuading the federal government 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 andfocus 
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 coordinatedfood safety budgets, and oversee the Joint Institutefor 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/OPO/EOP, Thomas L. Freedman/OPO/EOP 

cc: Laura Emmett/WHO/EOP 
Subject: Consumer groups re: WH membership on Council 
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I've talked to two of the groups (Caroline Smith DeWaal from Center for Science and the Public 
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 
Selween USDA and HHS. 

I am still trying to reach Carol Tucker Forman from the Food Safety Coalition. I will send you the 
latest draft of the executive order in a few minutes. 
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Contact: ~Iine Smith DeWao!; (202)332-9110. ext. 366 
Penelope Miller; (202) 332-9110, ext. 358 

Food Safety CORBCil Should Be A Vehide, 
Not a Roadblock, to Reform 

Slaicment of Caroline Smith DeWIIIIl 
Din:aur of Food Silfuly 

on the Cre.alion oftbc President's COUDCil on Food Safety 
August 25, 1998 

Today. the Clinlon Adminil'/ralicm annoulU!Sd the apfH,inlmenr nf on elght-peT.~(11I council 
/0 develop a cotnprehen.dve, straJegic federal jOod-sQjiJty pltm and to c('''''dil'Ulle the fedtlral 
food-.ra/ely budgets. 

The President's Council on Food Safety rcpl'ellet\lS an ilnportant improvemeJrt of the 
existing food-safety sYldcm where 12 agencies independently implement over 35 separate laws. 
However, the council tails short of the changes recommended by the National Academy of 
Sci=, which called for the appoiIrtmenl o( II single person with both the legal authority iIIld 
budgelilry control over food safely. 

The council should be II vehicle - QOl a rOadblock -- in the movemenl wWlll'li 11 single 
food-safety agency. It will require close oversight from \he White Housc 10 e~su[e that the 
council doesn't simply rubber stamp the CldIllnt ineffective system. 

187S Connecdcut Men"", N. W.I Suite 300 I Washington, DC 20009-5128/ (202)332·9110 I FAX (202) 265-4954 
ElteICuIive Director: Michaelf'. JIICOb-.. PII.D. 
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To: Elena KaganlOPDIEOP, Bruce N. ReedlOPDIEOP, Mary L. SmithlOPDIEOP 

cc: Laura EmmettlWHOIEOP 
Subject: ReI2]: Thank you 

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

~ ill edewaal @ espinet.org 
~"'===-==;;;; ~ 08126198 12:09:44 PM 

Record Type: Record 

To: Thomas L. FreedmanlOPDIEOP 

cc: 
Subject: ReI2]: Thank you 

Hi again, Thanks for your call. I talked to the Reuters reporter and 
will be talking to an editor shortly. She admitted that I did say 
positive things in the first part of my remarks to her and that she 
saw my statement later in the day. I will 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. I hope this helps to clarify the inconsistency. 
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Record Type: Record 

To: Elena Kagan/OPD/EOP, 8ruce N. Reed/OPD/EOP 

cc: Mary l. Smith/OPD/EOP, Laura EmmettlWHO/EOP 
Subject: Food Stories 
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The food council got mentions on CBS and CNN. The stories in USA Today, WP, and WT were ok, 
they got our headline out. I was disappointed, though, by Caroline Smith Dewall's quotes in the 
papers today. FYI. I called 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. 
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EXECUTIVE ORDER 

PRESIDENT'S COUNCIL ON FOOD 

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~. Establishment of President's Council on Food 

Safety. (a) There is established the President's Council 

on Food Safety (IiCouncil l1
). The Council shall comprise the 

Secretaries of Agriculture, Commerce, Health and Human Services, 

the Director of the Office of Management and Budget (OME), the 

Administrator of the Environmental Protection Agency, the 

Assistant to the President for Science and Technology/Director 

of the Office of Science and Technology Policy, the Assistant 

to the President for Domestic Policy, and the Director of the 

National Partnership for Reinventing Government. The Council 

shall consult with other 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 Technology 

Policy shall serve as Joint Chairs of the Council. 

Sec. g. 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 II and other 

input from the public on how to improve the effectiveness 

of the current food safety system. The Council shall make 

recommendations to the President on how to advance Federal 
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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 

food safety. 

~ . .l. Specific Activities and Functions. (a) The 

Council shall develop a comprehensive strategic Federal food 

safety plan that contains specific recommendations on needed 

changes, including measurable outcome goals. The principal 

goal of the plan should be the establishment of a seamless, 

science-based food safety system. The plan should address 

the 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. In developing this plan, the Council shall consult 

with all interested parties, including State and local agencies, 

tribes, consumers, produce~s, industry, and academia. 

(b) Consistent with the comprehensive 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 t~at 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 resources 

for improving food safety. The Council shall also ensure 

that Federal agencies annually develop a unified budget for 

submission to the OMS for the President's Food Safety Initiative 

and such other food safety issues as the Council determines 

appropriate. 

(c) 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 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 

sector and academia, all Federal food safety research. 

Sec.~. Cooperation. All actions taken by the Council 

shall, as appropriate, promote partnerships and cooperation 

with States, tribes, and other public and private sector efforts 

wherever possible to improve the safety of the food supply. 

Sec. 2. General Provisions. 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. 

THE WHITE HOUSE, 



THE WHITE HOUSE 

WASH I NGTON 

MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOOD SAFETY 

SUBJECT: National Academy of Sciences Report 

My Administration is committed to ensuring that the American 
people enjoy the safest food possible. We have made great 
progress by implementing science-based prevention control 
systems for seafood, meat, and 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 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 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. 

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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To: Tracey E. Thornton/WHO/EOP 

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

I 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. ThorntonIWHO/EOP 

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

D D 
FOODA081.0 FOODQ082.0 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 stili an open question about who 
would co-chair the Council -- this issue has not yet been resolved. 

In terms of Hili outreach, we haven't made any calis yet. Dave Carlin at USDA suggests that the 
five key persons to cali 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 calis, 
but let me know how you want to handle 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 

[Docket No. 98-045N] 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Centers for Disease Control and Prevention 

Food and Drug Administration 

[Docket No. 97N-0074] 

ENVIRONMENTAL PROTECTION AGENCY 

[Docket No. OPP-00550; FRL~019-9] 

President's National Food Safety Initiative 

AGENCY: Food Safety and Inspection Service, USDA; Research, Education, and 
Economics, USDA; Centers for Disease 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 arid 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) 501-7136, 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 5.116.1 or ASCII file fOffilat. 

/ 
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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 to Table: A National Food Safety Initiative," contact Ms. 
Karen Carson. of FDA. at (202) 205-5140. fax: (202) 205-5025. e-mail: 
kcarson@BangateJda.gov. Copies of the report also are available from the 
following web sites: 

FDA at http://www.cfsan.fda.gov!-drns/fsreport.html 

CDC at http://www.cdc.gov/ncidodlfoodsafe/report.htrn 

EPA at http://www.epa.gov/opptsfrSlbomelnfssuppt.htm 

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 identify 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. iIi the food industries. 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 through FoodNet 
and PulseNet; coordination of Federal, Slate and local responses to outbreaks 
by the Foodbome Outbreak 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 Agricultural 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 common ground for moving forward. 
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In the May 1997 report, the food safety agencies made a commitment to 
prepare a 5-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 ConSllI!lption" 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 fU'St 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 result 
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 siu'ety 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 ftrSt 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 conunents 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; (c) public health 
professionals; (d) consumers; and (e) others? 

4. What should be the short-term goals' and critical stePs to realize this 
vision? What should be the long-term goals and steps? 

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

n. Public Dockets 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 conunents directed 
to USDA, use Docket No. 98-045N, and for comments directed to FDA, use 
Docket No. 97N-0074. Commenters are encouraged to submit a disk along with 
their written comments in Wordperfect 5.116.1 or ASCII file format. Submit 
written comments (in triplicate) to: 

USDAIFSIS 
USDAIFSIS 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 conunents must be 
submitted as an ASCII file avoiding the use of special characters and any form 
of encryption. 
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Transcripts 
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 208S7, approximately IS 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: http://www.fda.gov/ohrms/dockets/default.htrn and 
http://www.epa.gov/opptsfrslhomelnfssuppt.htrn. 

Eleccronic Docket 
The public docket in its entirety will be available on the internet at: 

http://www.epa.gov/opptsfrslhomelrules.htrn#docket. . 
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List of Subjects 
Environmental protection, Food safety. 

Dated: -------

Catherine E. Woteki, 
Undersecretary for Food Safety. 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 Administralor for Prevention. Pesticides and Toxic Substances. Environmental 
Proteclion Agency. 

[FR Doc. 98-71??? Filed ?-??-98; 8:45 am] 
BILLING CODE 656o-so-F 
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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 makin recommendafons an 
overseeing the research institute. eave Iscusse 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, I 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 
eplcfemiology, and criticizes the mixing of missions of promoting food and regulating it. It also cites 
specific recent examples including 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). 



QUESTIONS AND ANSWERS ON NATIONAL 
ACADEMY OF SCIENCES STUDY 

August 20, 1998 

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 food borne 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 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. 

Q: 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? 

A: 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. 

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

A: 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 food borne illness response system. 

The Administration also has provided for increased and targeted surveillance 
of food borne illness through PulseNet and FoodNet. PulseNet is a national 
network of public health laboratories that perform DNA "fingerprinting" on 
food borne 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. 

Q: What about the NAS report's recommendation regarding a National Food 
Safety Plan? 

A: 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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A: 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 populations (the 
elderly and children). 

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

A: 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. 

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

A: 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 foodborne 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 the Administration's FDA import legislation? 

A: 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. 

Q: What is the Administration's USDA mandatory recall/civil penalties 
legislation? 

A: 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. 

Q: Aren't these legislative proposals essentially dead? Has Congress moved on 
them at all? 

A: 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 foodborne illiless is a serious problem. 10 the 
United States, as many as 81 million illnesses (Archer and Kvenberg, 1985) and 
up to 9,000 deaths (CAST, 1994) per year bave 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 agriculture 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 bave 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 (I) 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 
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food safety system. Over a 6 month period, the committee held three meetin 
,,:ell as two open forums where agency representatives and relevant gs, 
~ISCus:'ed the food safety system. The committee reviewed many docwnen 
mcludn.'g reports on how other countries are reshaping their systems. 1$, 

This report summarizes the committee's review of food safety in the U 't 
States by (l) describing the current US system for food safety and the h m. ed 
nature of co?ce~s which it encounters, (2) outlining an effective fO~d ~lUg 
~ystern, (3) IdentIfYing t?e. ways in which the current food safety system ~ 
madequ.ate, and (4) provldmg recommendations to move toward the scie ti/i 
foundatIon and organizational Structure of a more effective food safety Syst~ c 

ProtectIng the safety of food requires attention to a wide range of potentia! 
h~ds. Food s::t"ety is not limited to concerns related to foodhome patho e 
tOXICity of c~~nucal substances, or physical hazards, but may alt~ include i;s: 
such as nutrItIon, food quality, labeling, and education. While the scope of ~ 
study mcludes all of these components this committee's' d' 
focuses on food related hazards.' mune late concern 

1. The Current US Food Safety System 

The US food supply is abundant and affordable and is jud ed b 
present ~ acceptable level of risk to health. The system has eV~lvel frman

y 
to 

that prOVided consumers with minimally processed basic commodities ~~~~: 
.predommantly for home preparation to today's system of high! d 
products designed either to be ready-ta-eat or to require mm' una' I y prot':"ss~ 
th h As prepara Ion m 

e orne. a result of many technological advances, the food system has 
pro~essed dramatically from traditional food preservation processes such as 
saltIng and curmg to :oda~'s .mru:t<etplace with frozen ready-to-eat meals and 
take-out. foods. LikeWise, distribution systems for foods have changed eat! 

WhIle these developments have provided the American cons gr .Yth· wide array of food od 'th umer WI a 
. . ~r ucts WI a high degree of safety, a more diverse food 

supply cames additIonal risks as well as benefits. The availability f r. d 
chOices such as "minimally processed" vegetable products (f~r ~:n~~e 
preba~ed .and chopped leaf letInce mixes) presents new risks for microbi~ 
contamman.on. The globalization of the food system brings food from all arts of 
the w.orld mto the US marketplace, and with it the potential for fotctbome 
mfectlOn or other hazards not normally found in the United State 

The current US food safety system has many of the attribute:'of an effective 
system. The nature of food safety concerns has changed due to past ful 
efforts to con.trol the use of unidentified or misrepresented food ingre~~::~s:nd 
problems WIth the appearance and wholesomeness of r. 
microbiological and chemical hazards ood products; 
. '. now present new and m some cases 
mcreasmgly senous challenges which Cannot be detected' d" aI 
inspection methods. The introduction of Hazard An I . C .. usmg tra 1t10~ 
(HACCP) monitoring t' a YSlS ntlcal Control Pomt 

sys ems lD meat, poultry, and seafood products is an 

3 

of the introduction of science-based process control methodology into 
safety regulation and enforcement 

Many Americans now eat in ways that increase risk, including consuming 
raw or minimally processed fruits and vegetables and eating fewer home

meals. A smaller number of food processing and preparation facilities 
food to increasingly larger numbers of US consumers, enhancing the 

of harm that can arise from anyone incident Simultaneously, increasing 
:.-.".~ of Americans have compromised immune systems because of age, 

or medical treatment The development of genetically modified foods 
modified macronutrients are two examples of new products or technologies 
require new ways of evaluating the safety of substances added to the food 

fedenIl government has usually addressed these developments by 
new structures and processes or adjusting old ones. These incremental 

t ad~ustm~:nts have created a number of inefficiencies and apparent conflicts 
-" .. ," ... ,. the system. Some have been addressed (for example, pesticides have 

been exempted from the Delaney clause's ban on carcinogens), but others 
,remain. USDA is obligated by statute to maintain the system of continuous on
site factory inspection by government inspectors that has been the halhnark of 
mea! 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 
is produced, processed, or stored to verify compliance with or to uncover 
violations of its requirements. A result is tIiiu 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 stanrtes. Agencies are at times precluded 
'}" by statute from implementing monitoring or enforcement practices that are 
;{, based in science. 

; -",&", The size and complexity of the US food system require significant 
1-:. involvement of government at all levels--federal, state, and local; of the food 
'jc' industry--i"8llging 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 fedenIl level, the 
efforts are currently fragmented, with a! least 12 agencies I involved in the key 
functions of safety: monitoring, surveillance, inspection, enforcement, outbreak 
management, research, and education. Efforts to coordinate fedenIl activities 
have intensified over the last two years with the Natioual Food Safety Initiative. 
There are over 50 memoranda of agreement between various agencies related to 
food safety. The recent proposal to create a JointFood Safety Research Institute 

IThe major fcdenl agencies involved include: the Agriadtural Markdina: Service, the Animal and Plant Health 
Inspeaion Service, the Agricu1tural Rescarcb Service, the Cooperative State Research, Educatioo and Extension 
Service, the Economic Research Service. the Food Safety and Inspectioo Service. and the Grain Inspoction. Pack· 
as and Stockyards AdministratiOll afthe United States DcpartmClll of Agric:ulture; the Centers for Disease Control 
and Prevention.. the Food and Drug Administration, and the Natiooai Institutes of Health of the Department of 
Health and Human Services; the National Marine Fisheries Sclvice of the Department of Commerce; and the 
Environmental Protection Agency. 
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between USDA and FDA is an b' 
Notwithstanding these relativel 0 VIOU~ . outgrowth of such effons. 
significant barriers to full integraYt' recent actIvItIes, however, there still exist 

IOn. 

Summary Findings: The Current US System for Food Safety 

has many of the attributes of an effective system' 

~: f::p~e~:e;::t;~ctiV~ty involving gdvernment at all levels 
and the consumer an sea to table, UnIversities, the medi~ 
. . ' 
IS movmg toward a mo . b 

·th . re sClence- ased approach with HACCP d 
WI nsk based assessment. an 
is limited by statute in impieme tin . • 
based . . n g practIces and enforcement that are m sCience; 
is fragmented by having 12 . 
functions of safety. 't' prunary ~ederal agencies involved in key 

. mOnI onng, surveIllance inspecti f, 
outbreak management, research d d . ' on, en orcement, . . ,an e ucahan' and 
IS facmg tr~mendous pressures with regard to: ' 

= ~merg,?~ pathogens ,,?d ability to detect them; 
amtammg adequate mspection and monitoring of the in . 

vol.um~ ~f imported foods, especially fruits and ve etable~~asmg 
::'?tammg adequate inspection of commercial fO;d servi~es and 

mcre~mg number of larger food processing plants· and 
the growmg number of peOple at high risk for foodbodte illnesses. 

2. An Effective Food Safety System 

Mission 

The committee defmes safe food as food th . 
exceed an acceptable level of risk as . d at. IS wholesome, that does not 
chemical and physical hazards SOclate WIth pathogenic organisms or 
activities of Congress regul:toanryd aWghOS~ supply IS the result of the combined 

. , encles multiple industri . 
pnvate organizations and consumers TIt ' . . es, uDiversities, 
should be stated as ~ operational Ch~g the mISSIon of a food safety system 
Afte " e at uses and reflects that d fi .. . r revlewmg the missions presented b e mllion. 
mvolved in the US food safety system th y som~ of the lead federal agencies 
as follows: ' e commIttee defmed an overall mission 

The mission of an effective food safety . 
the public health by ensuring that foo,::stem IS to protect and improve 

standards through the integrated activit/:'::if
t :~;encbe-lbasanded safety 

sectors. pu Ie prtvate 

: .. , 

ExECcn7VESUMMARY 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 
E5-I). 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 detennine 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 hieJtest 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 model system is to have a national food law that 
is c1~ar, 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. 

2 The implementation of the science-based HACCP strategy is perhaps the most notable recent advance. 
In contrast to the traditional reactive food safety strategies. the HACCP system focuses on preventing 
hazards that could cause foodbome illness by applying SCtencc-bascd control processes at each step. from 
raw material to finished product 
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. Third, a model food safety system should also have a unified . . 
smgle offkial who is responsible for food safety at the federalleve;ru~~~h:~~ 
the authonty and the resources to Implement science-b dr. 
activities related to food safety This would II ~ ase po ICY m all federal 

guI . . a ow .or effecove and co . t re allon and enforcement Sum··1 . ks . .. nslS ent . ar ns requIre sImIlar I· . 
response. Thus the intensity naDIre and fr p annmg, actIOn, and 
similar for foods posing snn'ilar risks A equeney Of. mspe~:bon should be 
marshaling of all aspects of the food' saf~entral VOIce IS entleal to effective 
response to foodbome disease outb aks C ty system to create a coordmated 

d re . ontrol·of resources is I .. I· or er to encourage movement toward' b a so cntlca rn 
. SClence- ased food safety provisions and 
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ensure that research and education are targeted toward efforts that will 
the greatest benefit for a given cost of improving food safety. 

The fourth essential feaDIre of an ideal federal food safety system is that it 
organized to be responsive to and work in. true partnership with nonfederal 

These include state and local governments, the food industry, and 
~COIlSumelrs. The food safety system must function as an integrated enterprise. It 

be agile, fluid, connected, integrated, and transparent, with well defined 
acc()unl:ability and responsibility for each partner in the system. It must frame 

to risk management that recognize the ilnportance of public 
:·i>erce]pti(lOofrisks as well as assessments conducted by experts. 

an effective food safety system must be supported by funding 
'·ad.eq~tate 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 mOnito&g 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 
partners (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 

Statutory revision is essential to the development and implementation of an 
effective and efficient science-based food safety system. Major aspects of the 
current system are in critical need of attention in order to move toward a more 
effective food safety system. Food safety in the United States lacks integrated 
Congressional oversight, allocation of funding based on science, and sustained 
political support. Statutory impediments interfere with implementation of a more 
effective food safety system. More than 35 primary statutes regulate food safety. 
Statutory revision is essential to the development and implementation of an 
effective and efficient science-based food safety system. The meat and pOUltry 
inspection laws mandate a fonn of compliance monitoring that is largely 
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unrelated to the magnitude or the types of risks that are now posed by 
foods. This diverts efforts and perhaps resources from actual risks and 
hazards. Inconsistent food statutes often inhibit the use of science-based Clec:isic)n 
making in activities related to food safety. including lack of jurisdiction to 
evaluate food handling practices in countries of origin for some types 
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 is 
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 local 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 
foodbome pathogens yet are not designed to identil)- 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 gove~ent 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 foodbome 
disease and related hazards. TItis timely information is critical if the food safety 
system is to move from a mode of reaction to prevention. FDA's lack of 
resources to maintain adequate inspection and monitoring of commercial food 
facilities and of fresh fruits and vegetables, both domestic and imported, using 
statute-<lriven methods of monitoring and enforcement, increases the threat of 
foodbome disease and related hazards in the food supply. 

The committee found that the resource base for research and surveillance 
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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to analyze risk and respond to the challenges of ~e changing nature of 
food hazards related to increases in consumption of unported foods 

fD od eaten outside the home. . 
~.~ respect to consumer education, the committee found two major 

I in some instances, consumer knowled~e is ?,"dequate or e?,oneous. 
~bllems:where knowledge is adequate, it often falls to mfluence behavIOr. 

Summary Findings: Where the US Food Safety System Falls Short 

. and at tun' es archaic food statutes .that inhibit use of 
inconSIstent, uneven saf . I d' 

. ce based decision making in activities related to food ety, mc u mg 
SClen • 

imported foods; . ' th t 
k fade uate integration among the 12 prunary agenCIes a are 

~ lac
i 

odin ~plementing the 35 primary statutes that regulate food safety; I 
=e~:'te integration of federal programs and activities with state and loca 

activities; I f< deral tity is both responsible 
absence of focused leadership: no sing e e ~n . I t policy and 
for the governments efforts and given the ~~onty to unp emen 
d . ate resources toward food safety actiVIties; . . 
I::~~f similar missions with regard to food safety of the vanous agencIes 

reviewed; . d tim I 
inadequate emphasis on surveillance necessary to provl e e y 
information on current and potential foodbome h~ds; . 
resources currently identified for research WLd surveIllance madequate to 

support science-based system; h . t 
limited consumer knowledge, which does not appear to have muc unpac 

on food handling behavior; and .' . 
lack of nationwide adherence to appropnate mmunum 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: 

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

IL To achieve a food safety system based on science, current statut":ct 
governing food safety regulation and management must be revlS . 

ill. To implement a science-based system, reorganization of federal 

food safety efforts is required. 
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To accomplish these objectives, the committee recommends that 
following measures be taken regarding the scientific and organizational 
needed to improve the US food safety system: 

Recommendation I: 

Base the food safety system On science. 

The United States has enjoyed notable successes in improving food 
One example is the joint government-industry development of low-acid 
food regulations, based on contingency microbiology and food enlgin'~eniDg 
principles, that has almost eliminated botulism resulting "from 
processed commercial food. Similarly, the passage of the 1958 Food Aclditives 
Amendment to the Food, Drug, and Cosmetic Act of 1938 was a "te,clul01,agy 
forcing" event that improved the evaluation of the safety of added and 
substances and reduced the risks associated with the use of food additives. In 
like manner, the Delaney clause of that amendment resulted in in,:reas.,rl 
attention to carcinogenic substances in the food supply. With increasing 
knowledge, many, rational, science-based regulatory philosophies have been 
adopted, some of which rely on quantitative risk assessment Adoption of such a 
SCience-based regulatory philosophy has been uneven and diffiCult to ensure 
given the fragmentation of food safety activities, and the differing missions of ' 
the various agencies responsible for specific components of food safety. This 
philosophy must be integrated into all aspects of the food safety system, from 
federal to state and locaL 

Recommendation Ua: 

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

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 
evaluation of prevention strategies where possible. The greatest strides in 
ensuring food safety from production to consumption can be made through a 
science-based system that ensures that surveillance, regulatory, and research 
reSOurces are allocated to maximize effectiveness. This will require identification 
of the greatesi public health needs through surveillance and risk analysis, and 
evaluation of prevention strategies. The state of knowledge and technology 

II SUMkURY . 

r . of current science. Pubhc 
wbat is achievable ~~ufv~~~Pe=o~n public health if they are 

can have the grea b' ed alysis of risk assessment and . dance with the com manly th 
m aceor r 'ting allocation of resources to on osc 
feasibility. However, lInI kn create a significant problem: 

high priority hazards are. '~W;:u~th a much greater probability 
::hazar,as with .so."'e~bat l~;~r :~o~e addressed due to limited resource.s. 
ldu,cti()O or elm,unatt?n 1DI d ina! benefits must also be considered 10 the marginal nsks an marg 

resources. . . to' the safety of imported food are ,---"' -- agencies responsible for mom rulg f rting countries 
. ts with the governments 0 expo ~ontZea to enter mto agreeme.n £ d at. ty standards or inspection results. 

to reciproca~ly recogruze 00 s e dards and practices should be 
or harmoDlze~ food saedfety stan undertake research, monitoring, 

'-'Jl:islle'(l and offiCials allow to tn' This should pennit 
"" ···ti ·thin other coun es. 

jry"iIl'lllce, and inspectton actlVl es WI ted in accordance with science-
nsF,.ction and monitoring efforts to be ~a . federal statute that would 

assessments of risk and benefit. g= :n in Box ES-2. 
and enhance science-based strategies are 0 

Recommendation lIb: 

. b Id uire development of a Congress and tbe a~ministrabon s o';..n.r:nds appropriated for 
comprebensive natlOn~1 food .safety p cb and education programs) 
food safety progra~s (lDclUddlDg r: science-based assessments 
sbould be allocated In accor ance 
of risk and potential benelit. 

.. . sbould be based on a rational, well-
Changes in statutes or orgaruzatton ltd by current federal agencies 

developed national food safety plan ~onn~ ~epresentation from the many 
charged with food safety e~orts afi ~ :IS h a plan, as shown in Box ES-3, 
stakeholders involved m e~sunng s e ~ d u~ d to detennine priorities for 
should serve as the bluepr10t for strategIes eSlgne 
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funding, to detennine what the needs are, and 
incorporated into activities and outcome evaluation. 

Recommendation nla: 

To implement a science-based system, Congress should establisb, 
by statute, a unified and central framework for managing federal 
fOo~ safety programs, one tbat is beaded by a single official and 
wblch has the responsibility and control of resources for all federal 
fOO~ saf~ty acti.vities, including outbreak management, standard
settmg, IOspecbon, monitoring, surveillance, risk assessment, 
enforcement, research, and education. 

. The committee was asked to consider organizational changes that would 
unprove the safety. of food in the United States. During the 6 months of active 
revIew ~f infonnatl.on and deliberation, the committee identified characteristics 
needed m an organlZ3tional structure that would provide for an improved focus 
for food safety m the UOIted 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. 

",' 

:~r'r rrrv<, SUMMARY 13 

This recommendation envisions an identifiable, high-ranking, presidentially
'OO()int~:d head, who would direct and coordinate federal activities and speak to 

nation, giving federal food safety efforts a single voice. The structure 
"""",,,'''' and the person heading it, should have control over the resources 
Co[ogr<:,ss allocates to the food safety effort; the structure should also have a firm 
butldation in statute and thus not be temporary and easily changed by political 

'"",ondas or executive directives. It is also important that the person heading the 
.... "tlrre should be accountable to an official no lower than a cabinet secretary 

ultimately, to the President. 
Many members of the committee are of the view that the most viable means 

acitiev'ing these goals would be to create a single, uttified agency headed by a 
administrator-an agency that would incorporate the several relevant 

functions now dispersed, and in many instances separately organized, among 
, three departments and a department-level agency. However, designing the 

precise structure and assessing the associated costs involved are not possible in 
the time frame given the committee, nor were they included in its charge. The 

, committee did discuss other possible structures; while it ruled out some. it 
certainly did not examine all possible confignrations and thus the examples 
provided in Box ES-4 are only illustrative of possible overall structures that 

could be considered. 

The committee does not believe that the e of centralized focus envisioned 
can be ac ieved throu a ointment of an individual with fonnal coordinating 
respons. I ity but without legal authority or budgetary control or 00 sa e a 
mode suru ar to a ouse· as czar'. Nor, in the committee's view, can 
this goa achieve t all a coo tin committee similar that current! 
prOVIded via the National Food Safei)' Initiative In evaluating possible 
structures. the committee realized that past experience with other structures or 
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reorganizations, including the creation of new agencies, such as 
Environmental Protection Agency (EPA), should inform any fInal juclgrn,ent 
Further, it is quite possible that other models may now exist in government 
can serve as templates for structural reform. Whether or not a single . 
emerges, the ultimate structure must provide for not just delegated responsibility 
but also for control of resources and authority over food safety activities in th; 
federal government. 

Recommendation IDb: 

Congress should provide the agency responsible for food ~afety at the 
federallevel 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 f7deral mission deserves improved formal recognition and 
appropnate financial support Statutory tools required to integrate state and local 
activities regarding food safety into an effective national system are shown in 

ES-5. 
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MOVING TOWARD A MODEL SYSTEM 

It is recognized that these recommendations will need significant review and 
iisc:ussion. The committee focused on the need for a centrally managed federal 

to ensure coordination and direction in food safety programs and policy, 
to serve as a single voice with authority and resources to suggest and 

legislation. It had insufficient time to review all the possible 
organizatior.al structures that could accomplish this goal. A successor study 

focus on this. Of critical importance, though, are the fIrst two 
re"OI11Jme:nd~ltic,ns: the fIrst, to base the system on science, and the second, that of 

in:,lIriling the current patchwork of federal food statutes that in many cases do not 
to ensure a scientifIcally supportable and risk-based food safety system, 

e>ertainly prevent it from being more cost effective. 
Regardless of the organizational structure chosen, a revamped federal food 

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 

.' reooI11Jffiendations 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 
bring about the vast cultural changes and collaborative efforts needed to create 
an integrated system. 

Changing hazards associated with food and changing degrees of acceptance 
of risk are factors that impact the nation's ability to protect pUblic health and 
ensure safe food. Risk acceptance and foodbome hazards will continue to change 
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 
reCOI11Jffiendations in this report will not end the effort to malee food safer. They 
should, however, contribute to ensuring the safety of our food while providing a 
blueprint for a truly integrated system. 
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Record Type: Record 

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

cc: Laura Emmett/WHO/EOP, Mary L. Smith/OPD/EOP 
Subject: Food Safety Talking Points 
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What the EO is 
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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 safety 
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 EO does is set up a process 
to review NAS in a coherent wa and report back to the President. It provides a structure to think 
long-t:!:m about what is the right thing to do on 00 sa e y. 

2. But this is a good step even w/o the NAS report. We don't need the NAS report to know that 
we~!ld have better coordination on food safety. We should be working off a unified food safety 
plan ea Id have a food safety budget that helps fulfill that plan. This year, 
HH came to us and said they were t In Ing 0 no participating I ge Wit at 
all. -rhat should not be up In the alf each year. I his IS an mferilll sLep, btJt B useful ?Ae. 

3. it also doesn't make sense to wait. For one thing, we have always been working ahead on food 
safety doing what w be done not waiting for criticism that we know will come and 
then responding Like the GAO report on nursing homes, it is better to e 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 agenc , 
desi nating one a enc as ead, or making one agency tot a y responsible for food safety. USDA 
would probably dislike each of their recommendations more an t e 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. 
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It 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 will be that critical. 

A. It mayor 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 enou h research' not enou h standards like' our 
epidemlo ogical system is insu ficient; statutory chan es need to be made to harmonize regulations; 
USDA s ould involve more science; there should not be a mixing of food promotion and regulatlo 
within a encies; and a concern about d,etar su lements. It will suggest potentially four options: 
inclu ing 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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To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP 

cc: Laura EmmettiWHO/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, 

~""I \''''' - 4-l !~~
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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 have been doing regular meetin s for months chaired by NPR and ope, asking the agencies 
for examples of new COor mation mechanisms we could promote. We finally suggeste t IS one 
weeks ago. 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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To: Elena Kagan/OPD/EOP, 8ruce N. Reed/OPD/EOP 

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

I 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 a Joint 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. 

2. Follow-up the NAS report by appointing a panel to see how it should be im lemented. This is 
the informal recommen voca es at CSPI. 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. I think the hearings are worthhile, I 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. 

I 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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cc: Laura Emmett/WHO/EOP 
Subject: Food Safety 
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FOOD.81 Attached is the draft EO 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· 19/20 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 ability 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 like to do this Independantly as a FR notice with hea"n s on the vision 
st em In we should either combine it into the EO or wait and do this at some other 
later time. ----

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

2. Sec!!~>ns I(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 taking Into 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. I 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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Record Type: Record 

To: Ron Klain/OVP @ OVP 

cc: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP, Morley A. Winograd/OVP @ OVP, David W. 
Beier/OVP @ OVP 

Subject: Food safety council 

I am writing to recommend that the VP lead the proposed President's Council for Food Safety. 
While I 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. I am confident that with the proper staff support from Morley and Elena 
this can be a "win-win" for the VP and affected communities. I am concerned that without the 
VP's leadership the very serious problems with the current system will not be fixed and a 
dangerous 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 important 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 ,Confidence 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 result in a grateful industry. 

If you have other specific concerns I am eager to hear them and to respond. Thanks. 

~V\A.', No . 
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Record Type: Record 

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

cc: Laura Emmett/WHO/EOP 
Subject: Food safety 
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FOODEOX.8 Attached is the current draft of EO. Other updates: 1. I've now spoken in general 
terms to two of the three leadin advocates t e said" "; 2. Bill 
Schultz said e ha "given off the record" talks to Elena and I and he wanted to call back to sa he 
thought t e was a etter idea than he had said to us previously. 3. Getting USDA on with 
some enthusiasm is important to makin this not be the subject of retribution on the Hill, the 
agency seems Iscontented still. Eric thou ht .. e 
Ofmosition. 

Mary and I would like to come over before I leave at 3 pm today to walk through the likely future 
disputes and what is in the EO. Maybe around 2ish? 
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WASHINGTON CAP) The, nation needs a presidentially appointed 
--food cZar" to oversee the patChwork of food safety requlations, 
a qov~ental advisory qroup said today. 

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

congress asked the independent Institute of Medicine, which 
advises the government, Whether the system needs fixing. The 
institute's report says it Works well most of the time. 

But the report calls federal food safety oversight 
--fragmented" and underfunded, and reco~ends a cQmPrehensive food 
policy led by one official responsible for setting safety standards 
and fighting disease outbreakS. 

Today, 12 agencies OVersee various fOOd-safety questions. Ho&t 
a~e handled by the Aqrlculture Depar~ent, which 18 in charge of 
meat and poultry and certain fresh prOdUce issues, and the Food and 
Oruq Administration, which oversees most other foods. 

Some consumer advocates and lawmakers are pushing for a single 
food-safety agency. The institute wasn't asked to evaluate that 
plan, but some committee members reported favoring it. But the 
report also suggests a ~~food safety council" made up of FDA, USDA 
and other sarety groups that would report to the president and 
congress. 

The C11nton 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 Science 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-08-20-98 0136EDT 

copyriqht (c) 1998 The Associated Press 
Received by NewsEDGE/LAN: 8/20/98 1:4Z AM 
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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) 

5. Hill -- usda 

6. Industry -- usda 

7. Timing -- we should wait till principals 

8. Paper Weekly, q/aJ, one pager (list of contacts) 

THE EO 
Balance 

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

cc: 
Subject: Update on the Food Council Executive Order 

I've talked to USDA, HHS, and OMS, and we are making progress. We've got some budget 
language that USDA could live with. HHS however, does not want to lise 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 OPC, 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 
th~ cOllncil. HHS says the Council could consult with the OPC, NPR, and OSTP like the Council will 
consult with state and local governments and private entities. The reasoning for this is basically 
the "Evil President' theory. Along those lines, the don't want OPC to be the third co-cha'. HHS 
is not oppose to at" co-chair, but would want it to be an agency like EPA not a WH agency. 
This seems to be HHS's way of getting around the sunsetting provison. 

2. However, OMS and EPA are still pushing sunseting. 
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To: Elena Kagan/OPD/EOP, Thomas L Freedman/OPD/EOP 

cc: Laura EmmettiWHO/EOP 
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 

~tM\ lw- ~IR>J 4~

il4L.. ~I 

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 layout 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 paint out that they were not recommending a "czar." They had 
defined czar as someone who is appointed by the President ~nd who does not have authority over 

\ 

budget reSources. I hey said that this single person should be authorized by statute so that thiS 
person would be less Influenced by political pressure and that the person must have, as they put it, 
theauthority-;tFi8,esponslbillty, 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. 

I 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 OMS process today. Thanks, Mary 
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FOOD AND NlITRITION BOARD 
INSTITUTE OF MEDICINE 

BOARD ON AGRICULTURE 
NATIONAL RESEARCH COUNCIL 

Phone: (202) 334-1732 
FAX: (202) 334-2316 

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: 

Phone: (202) 334-3062 
FAX: (202) 334-1978 

1_ An effective and efficient food safety system must be based in science. 

II. 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: 

I. Base the food safety system on science. 

lIa. 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: 

• eliminate 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. 

lIb: 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. 



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 diseases 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. 

IlIa: 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. 

IIIb: 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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White House drafts food safety executive order to preempt NAS report 

In anticipation of a National Academy of Sciences repon 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 with harmonizing 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 pwpose would be to review repons from NAS and other organizations on the 
effectiveness of the cum:nt food safety system with an eye toward developing a comprehensive. 
science-based food safety strategy. That plan would include both interim and long-tenn food 
safety issues, including new and emeIgen! threats and the needs of vulnerable populations. 

"Th~ council shall build upon the President's Interagency Food Safety Initiative'and shall 
consult extensively with all concerned parties. including consumers, producers. induslI)'. 
academia, and state and local governmentS." said the draft order. This would include 
continuing an emphasis on public-private partnerships. Specifically, the council would 
develop a "unified food safety budget" that would include money for surveillance. 
inspection, risk assessment, education and research. The council also would oversee the Joint 
instinlte on Food Safety Research to ensure high-priority research is incorporated into the 
unified food safety plan; . 

The new council is just pan of the streamlining refoxms 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 HAS report, Page 2I) 
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imponant to note that when the Florida Department of 
CitrUs conducted teSts on cilrUs, it had to attificially 
introduce pathogens because citrUs found in the field 
does not bear the very microbes that FDA seeks to 
contrOl. Even when the test flui! is COIl!8rninated in this 
manner, a 5-log reduction cannot be achieved," the 
congressmen maintained, (tt8FCN 2607, 2 pages. $5) 

- Allison Wright 

(NAS report, continued from Page 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 report, requested by Congress last year, 
is "fairly negative" on FDA programs. 

Under stream1ining 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 
mealS program to USDA, moving the NMFS seafood 
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 "efficicncy-enhancing actions," 
FDA plans to contract with USDA's Foreign 
Agricultural Service, the Defense Depamnentand 
USDA's Food Safety and Inspection Service to conduct 
foreign investigations, and partner with non-FDA 
federal personnel to conduct FDA domestic inspections. 

. FDA would form an integrated food safety system with 
the stateS to conduct inspection activities, including the 
creation of a common database, uniform standards and 
training, and ~=ss the board acceptance of state 
inspections by FDA. industry, and by foreign trade 
parmers." said the draft document. 

Finally, the administration plans to announce a 
National Food Safety Training Center, which ",ill 
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train food handlers on unifonn, multi-agency 
standards and protocols. This center could build on an 
eXisting FSIS training center in Texas and through the 
JIFSAN center in College Park. Md. 

NAS panel not expected to 
recommend single food safety 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,omrubus 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 oD AuguSt 15. But NAS 
officials predict that the report won't be available until 
some time this week. Apparently, the reviewers made 
extensive comments that may rake 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 faC1Ulllly, scientifically and legally 
unsuppottable. according to two major food trade 
associations. It also ''falls far short" of an adequate 
regulatory response to the demonstrated safety risks 
attnbutable to unpasteurized fruit and vegetable juices, 
according to the National Food Processors Association. 

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 microoIganisms of public 
health significance. NFPA also mged FDA to withdraw 
the juice HACCP proposal as unnecessary and unduly 
intrusive. Imposing HACCP procedures on companies 

TnTClI D I.l~ 
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Record Type: Record 

To: Thomas L. Freedman/OPD/EOP 

cc: Bruce N. Reed/OPD/EOP 
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 I am on all this, I am in favor of creating a single food agency, I 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. I am not clear in my own mind if we need to 
make the next step an interagency council with co-chairs and a clear mission to develop a sjngle 
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 I thought the timing was right for ski ing that step and going 
direct y to a new single agency wou e or 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 understandin that our oal is seamless 
provision a 00 sa ety and that any or anizational obstacles that are thrown up in the way of 
pro uClng a sing e strategy and a sin Ie bud etar a will be used as evidence on the need 
to move MORE qUlckl to a single food agency, 

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

I think the people addressed on this message should meet this 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 ---------------------------

Record Type: Record 

To: Morley A. Winograd/OVP 

cc: 
Subject: FW: Response to NAS report 



> -----Original Message-----
> From: Jean Logan 
> Sent: Friday, July 31, 1998 2:32 PM 
> To: Morley Winograd; Morley Winograd @OVP 
> Cc: Sarah Krissoff 
> Subject: 
> 
> Hi Morley 
> 

FW: Response to NAS report 

> See below. Cliff Gabriel is from OSTP, and I think leads their work 
> on food safety/food science. He's arguing for something similar to 
> what I was arguing for in my email from earlier today-that the 
> President ask his best science advisors 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 ISMTP:Wendy A. Taylor@oa.eop.gov] 
> < mailto:ISMTP: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 
> 07/31/9805:22 PM 
> ---------------------------
> 
> 
> 
> 
> Clifford J. Gabriel 
> 07/31/9805:22:43 PM 
> Record Type: Record 
> To: Thomas L. Freedman/OPD/EOP@EOP, Wendy A. Taylor/OMB/EOP@EOP, 
> Dana L. Flower 
> Lake/OMB/EOP@EOP, Jerold R. Mande/OSTP/EOP@EOP 
> 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. I think it would be very 
> premature 
> to announce any major new initiative that appears to be a knee-jerk 
> reaction to 
> outside criticism. All I think we need at the time of release is a 
> well 
> coordinated press package with Os and As. We might also want to issue 



> a 
> Presidential Review Directive under the authority of the NSTC or DPC 
> to 
> consider the input from the Academy and develop a long-range plan that 
> includes 
> some of the tougher policy questions that have been difficult to focus 
> on to 
> date. This would initiate a thoughtful deliberative process, rather 
> than a 
> reactive one, that might get us where we want to go Remember we have 
> USDA/FDA 
> appropriations conference after the Au we certainly 
> on wan 
> t~nce anything that would jeopardize those negotiations. Cliff 
> 
> 
> 
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Record Type: Record 

To: Elena Kagan/OPD/EOP 

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

o 0 
FOOD.OB FOODSAFE.7 Elena, here are some suggested talking points and Q and As for today's 

meeting, and a draft EO. I haven't shown the EO to anyone (although Eric confidentially helped 
draft it). I'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. I talked to his secretary who is identifying the meeting as DPC/NPR 
when she calls. 

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

I 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. 



QandA 

Q. Won't you be preempting NAS? 

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

Q. Don't we already do a unified budget? 

A. 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. 

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

A. 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. 

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

A. (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/OPO/EOP, Elena Kagan/OPO/EOP, Michelle Crisci/WHO/EOP 

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

D 
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 J 
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, I 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 7 
epidemiology, and criticizes the mlxmg of missions of promoting food and re ulating it. It also cites 
speci IC recent examples mc u mg uatemalan 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 I. 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. Spccific Activities and Funclions. 

(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/WHO/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) 
T J 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 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 

© 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 dO'es 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/OPO/EOP, Elena Kagan/OPO/EOP 

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

1. Issue: the prestigious National Academy of Science will 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 'ust take the unch in August, 
but to agree with t e findings and be on the Sl e of reform when the re ort comes out. However, 
the ca Ine s nes ave to the ore y t ey would disagree strongly with a single food 
agency (unless it is in their department.) 

3. What we've done so far: We've started a process with NPR, and joined 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, emergenc outbreaks, 
educatlo , c s were there is joint jurisdiction eggs). The idea would be to have 
joint/coordinated plans made In every Important area. We already do this for some probelms 
(budget for example). I also thought we might formally designate a group to consider the NAS 
findings and reommendations an c d. 
It IS e c u come up with. Thoughts? 
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To: Elena Kagan/OPD/EOP . 

cc: 
Subject: Re: food safety Iilli 

Elena: 

~WU~ 
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We have a lot of catching up to do. I talked to Glickman and Shalala per VP's request and we also 
vetted idea with key congo types. I have made a recommendation on how to proceed to VP, but do 
not have sign off on it from him or my staff. I 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, I will 
send you for your eyes only what I recommended to VP. 
Morley 



EK--

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 safet~,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. 
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Federal Food Safely Agenc : Aeencies Currently.with Food Safety Activities 

FY 1998 
Currenl Food Safety Authorizing Slatute! 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: 
meat, poultry, and egg certification of 

Center for 
products) to ensure that it is House: Commerce color additives. The agency's primary responsibility is food safety 

Food Sarety 
wholesome, unadulterated. Include as part of inspections, food research and risk assessment, and 

and Applied 
and properly labeled. Senate: Labor and Note: Total a new food safety education. These activities, along with the safety 

Nutrition Human Resources, FDA agency. standards and inspections of meat and poultry, would 

(CFSAN) 
Also responsible for the appropriated comprise the core of any rood 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 
Mand 9,288 
FTEs which 
includes $ I 13 
M in user fees. 

Statute: Food, Drug, 
and Cosmetic Act 

HHS/FDA: House: Commerce 
$44M in 

Center for 
Regulates the manufacture appropriated 

Include as part of The agency's primary responsibility is the approval of and distribution of drugs and BA 
Veterinary feed additives intended for Senate: Labor and a new food safety animal drugs and feeds, a major component of food 
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 Fireanns, Treasury's Customs Service. and the Federal Trade Commission in their list of 
Federal food safety agencies. 



· 

Federal Food Safety Allene : Agencies Currentlv with Food Safety Activities : 

FY 1998 
Current Food Safety Authorizing Statute/ Budget (in 

Agency Responsibility Relevant Cmte •• millions) Recommendation Rationale 

Statutes: Federal Meat 
Inspection Act, Poultry 
Products Inspection $589M in 

USDA: Food Regulates meat, poultry, and 
Act, Egg Products appropriated 

Safety egg products to ensure that 
Inspection Act BA 

Include as part of 
Inspection they are wholesome, HouselSenate: $94 M in user 

a new food safety 
Setting standards and performing food safety 

Service unadulterated, and properly 
inspeetions are the agency's primary responsibility. 

(FSIS) labeled 
Agriculture fees 

agency 

Agricultlire 9,895 FTEs 
Appropriations 
Committees 

Statute: Organic Act of 
1862, Research and 

USDA: Performs food safety 
Marketing Act of 1946 

approx. $50 M 
Agricultural research, such as developing , in appropriated Include as part of 

This funding, in addition to the research funding 

Research ways to detect and control 
House/Senate:' provided through FDA's programs, would support the 
Agriculture 

BA a new food safety 
Service bacterial contamination of agency 

pre- and post-harvest research necessary to support the 

(ARS) foods Agriculture 
150 FTEs 

agency's regulatory and education activities. 

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 requirements. In order to gain efficiencies, NOAA 

Commerce: fish and fishery porducts on a Marketing Act $700,000 in 
and FDA are currently developing a legislative 

National fee·for~service basis. appropiated BA 
proposal to transfer NOAA'S National Marine 

Oceanic and Services address safety. House: Resources Include as part of 
Fisheries Service (NMFS) to FDA (as a PBO). The 

Atmospheric wholesomeness, quality, and $I3M in user a new food safety 
voluntary inspection program would continue, but 

Admin. proper labelling of fishery Senate: Commerce fees agency 
NMFS inspectors would also be available for use by 

(NOAA) 
products. Inspected products 

FDA to conduct inspections within its 

can carry a DOC mark Commerce 190 FTE 
mandatory/regulatory program. NMFS' seafood 

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 Sarety A2enc : Agencies Currently with Food Safety Activities 

FY 1998 
Current Food Sarety Authorizing Statutel Budget (in 

Agency Responsibility Relevant emtes. millions) Recommendation Rationale 

Regulates drinking water to 
$149 M in BA The Administration and Congress just reformed this 

Statute: Safe Drinking for regulation, program, with passage of the 1996 SDWA 
ensure that it is safe to drink. Water Act research and Amendments, and the refonns 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 

Regulates injection of Science and which goes to drinking water program is primarily implemented by 

EPA- contaminated water into 
Transportation (partial), States as grants Do not include as the States with EPA grant money. There is also a 

Drinking underground wells to protect 
Infrastructure (partial) to run drinking 

part of a new food 
large Federal assistance component in the DW SRF. 

water and EPA would lose significant economies of scale in the 
Water drinking water wells. Senate: Environment, related safety ageney 

administration of the Drinking Water and Clean Water 

Provides Drinking Water Public Works programs. SRFs if they were separated. At the same time, the 
$725 M forDW DW SRF needs input from the drinking water program 

State Revolving Funds (DW 
VAlHUD SRF capitaliza- on project prioritization based on public health goals. 

SRFs) capitalization grants to Appropriations tion grants. Protection of drinking water sources is an 
states for infrastructure 
upgrades and state programs. 

subcommittees environmental issue and has synergies with EPA's 
941 FTE Clean Water Act programs. 

Statute: Federal 

Evaluates the risks to public 
Insecticide, Fungicide, 
and Rodenticide Act 

health and the environment 
(FIFRA), Federal Drug, 

from pesticide active and and Cosmetic Act. 
inert ingredients. 

(FFDCA), and Food 

Sets the terms and conditions 
Quality Protection Act 

for the sale, use, and labeling 
of 1996 (FQPA) 
amending FIFRA and 

procedures for foodlfeed-use 
FFDCA. 

$1I8M It would be difficult to separate EPA's tolerance 

EPA-
and nonfood-use pesticides. (Total for all Do not include as setting activities for food-use active ingredients from 

Pesticides House: Agriculture, 
pesticide part of a new food other registration, reregistration, and cross-cutting 

Sets pesticide worker 
Commerce 

program safety agency. activities. EPA is currently implementing the 
protection standards, provides activities) requirements of the new law. 
certification and training, 

Senate: Agriculture, 
works with USDA, FDA, and 

Labor and Human 
pesticide users to reduce 

Resources 
pesticide risk and use, and 
promotes international 

VAlHUDand 
harmonization and regulatory 

Agriculture 
coordination. 

Appropriations 
Committees 



Federal Food Safety Agenc : Agencies Currently with Food Safety Activities 

FY 1998 
Current Food Safety AuthorIzing Statutel Budget (in 

Agency Responsibility Relevant emtes. millions) Recommendation Rationale 

Gives grants to State and 
Local Health Departments to 
conduct surveillance and 
investigate causes of human 

Statute: Public Health 
Of the S115 

As part of its overall infectious disease program 
foodbome disease. million 

Service Act appropriated fo~ activities, CDC awards grants to States to conduct 

HHS: Center Funds help link 8 "FoodNet" infectious surveillance and epidemiology of a variety of diseases 

for Disease state laboratories via 
House: Commerce 

disease Do not include as including foodbome diseases, emerging infections and 

Control and computer technology with activities, S15 part ofa new food waterborne diseases. States conduct foodbome disease 
Senate: Lahor and surveillance in concert with these other related 

Prevention CDC labs to conduct Human Resources 
million is safety agency. 

surveillance activities. We recommend maintaining (CDC) "digitized" fingerprinting of designated for 
foodbome pathogens. Foodborne these functions within CDC given this structure and its 

LIHHS Appropriations 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: SIOM in Do not include as 

Pesticide programs are not recommended for inclusion 
Marketing detennines residue levels in Agriculture appropriated part ofa new food 

in new agency 
Service food BA safety agency 
(AMS) Agriculture 

Appropriations 
Committees 

Statute: Agricultural 
Marketing Act of 1946, 
U.S. Grain Standards Aflatoxin and 
Act vomitoxin 

USDA: Detennines levels of aflatoxin testing is funded Do not include as 
This is an integral part of the overall activities of this 

Grain and vomitoxiil as part of House/Senate: through user part of a new food 
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 
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Federal Food Safety ~genc : A~ncies Currently with Food Safety Activities 

FY 1998 
Current Food Safety Authorizing Statutel Budget (in 

Agency Responsibility Relevant Cmtes. millions) Recommendation Rationale 

Statute: many, 
including the Organic 

USDA: 
Act of 1944 and the 
1990 Fann Bill 

Animal and Ensures safety of animal and SO for direct Do not include as 
Plant Health There is no immediate direct connection with food 
Inspection plant resources from House/Senate: food safety part of a new food 

safety. 
Service 

infestations Agriculture activities safety agency 

(APHIS) Agriculture 
Appropriations 
Committees 



Clinton Administration Food Safety Accomplishments 

1993 USDA proposes Safe Food Handling Labels for meat and poultry products. 

1993 Administration announces Safe Drinking Water Act reauthorization principles. 

1993 NPR recommends creating a single food safety agency 

1994 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. 

1994 USDA proposes Patbogen 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. 

1995 EPA reinvents Drinking Water Program to reorient to the highest public health risks, using 
administrative authorities and renegotiating consent decrees. 

1995 FDA Seafood HACCP final rule in published. 

1996 Administration and Congress reauthorize the Safe Drinking Water Act. The new law includes 
most ofthe Administration's principles and reinvention activities to address highest risks. 

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

1996 USDA Meat and Poultry HACCP program final rule is published. 

1991 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. 

1991 FDA publishes Substances Prohibited from Use in Animal Feed, Animal Proteins Prohibited in 
~uminent Feed (Mad Cow Disease Rule); final rule. 

1991 FDA publishes the Fruit and Vegetable Juice Beverages HACCP program, Interim Warning 
Statement, and Educational Program; notice. 

1991 USDA proposes "The Food Safety Enforcement Enbancement Act of 1991" to strengthen its 
enforcement authority by allowing for mandatory recalls and civil penalties in response to the 
voluntary recall of25 million pounds of hamburger. 

1991 President announces new initiative to enhance FDA oversigbt over imported foods and 
develop guidance on good agricultural and manufacturing practices for fruits and vegetables. 
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Record Type: Record 

To: Elena Kagan/OPD/EOP 

cc: 
Subject: Status of pure food agency proposal 

Any news on this front? 

~'"""") 1 ~ -~ J. w-f t.k, -
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---------------------- Forwarded by Bruce N. Reed/GPO/EO? on 01/02/98 04:36 PM ---------------------------

Record Type: Record 

To: Paul E. BegalalWHO/EOP, Rahm I. Emanuel/WHO/EOP 

cc: Bruce N, Reed/OPD/EOP 
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 single agenc is t 
and poultry pro ucers w 0 wante no part of being regulated by HHS the last time, 
DeclSlO1i vvas "lade to ioil tI.is oile by Secretaries Glickman and Shalala before 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, 
uuestlon was asked as to depth of VP's support. Since I wasn't there, NPR repeated that this 'JS 
one of those recommendations that we have never backed off of or abandoned, I will get further 
reading from VP ASAP and let you know if there is any reason for concern there, 
Morley 
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Record Type: Record 

To: Elena Kagan/OPO/EOP 

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 
.~. 12115/9705:51 :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 I 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 call for either a stand alone agency, or a 
new agency under the HHS umbrella. OMB is not considering consolidation in 
USDA. 

The big player is the meat and poultry ind!lstry and they wO!lld strongly 
oppose any consolidation into HHS--the 'va rown comfortable with SDA 
oversig t, an wou d expect massive change in the inspection system if food 
safety was under the HHS umbrella. 

Therefore I would expect that USDA w e 
food safety re oca e onto 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 
~as placed. 

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

I'll 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 food borne illness outbre"ks 
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) anew, 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 isslles' 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 legislative proposal of Senators Durbin and 
Torricelli and Representatives Fazio and Pallone. -
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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. 
• WOuld 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. 

Page2JI 



November 20, 1997 

MEMORANDUM FOR THE DIRECTOR 

THROUGH: 

FROM: 

SUBJECT: 

T.1. GLAUI1llER ~,..
JOSHOOTBA 
SALLY KATZ.m6IW e 
~/ Qt; Id'I . 7.l.. })R 

A~~nne Erbachll~ JYq~enay Ta~lS!lll..isa GroveIDavid 
Rowe/Greg Wbitmam BalGGulian Fogtei=TSarah LaskinlMargaret 
Malanoski ,),.~ 

Creation of a Single Food Safety Agency (DECISION) 

This responds to your request at the November Sth USDA budget review for a 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 oHoodbome illness, and to clarify and simplify Federal agencies 
ac:c:ountabiIity on food safety-related issues? The current organizational structure offood 
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 enforeement authorities also undermine the system's effc:c:tiveness (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: Fedetal 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 offoodbome 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 ac:c:omplishments.) 



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, 1998. Most 
recently, on November 4th, Senators Durbin and Torricelli 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 offood safety activities into USDA. 
Consumer groups oppose moving all food safety activities under USDA because thcy 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 
Committees, 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: 

Issue 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 commodities 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 foodbome 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. 



Cons: 
• 

• 

• 

It could be viewed as "moving the boxes around" rather than addressing substantive food I 
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 \ 
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. 

Issue 2: Should the new agency be a stand-alone (vs. located wjthin an existing agency}? 

Pros: 
• 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. 

Cons: 
• 

• 

The agency Would be relatively small, with a program level of $1 billion and a staff of 
12,980 FTEs. 
There may be higher adnllnistrative costs associated with creating a new, independent] 
agency because it would not be able to share the resources of an existing agency. 

Issue 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 Agricultural Research Service (ARS); (3) llliSIFDA' s Center for 
Food Safety and Applied Nutrition (CFSAN) and Center ofVeterlnary 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 clear 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. 



NEXT STEPS I IMPLEMENT ATION ISSUES: Finally, given the agencies reactions in the 
past, it is likely that neither 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 slip port. 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 implementationlroll-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 



Feder.1 Food Safely A~.n< : Allend •• Currently with Food Safety Activitie. 

FY 1998 
Curr.nt Food SaCety AUlhorl:dng StaCUlel Budget (In 

Agen.y R .. ponslbHlty Rel.vanl Cmles. milUon.) Re<ommendatlon Rationale 

S220M in 
appropria!ed 
BA ond2,'42 
PTE •. 

StalUl.: Food, Drug, $3.6 M in U$Cr 

Regula1C5 all Cood (excepl and Cosmetic ACI roesforlhe 

HHSlFDA: meat, poultry, and egg .. lIilicalion of 

Center for products) to CIIsurc thai it is How.: Commerce color eddili .... The agency's primary rcsponsibilily is feod safety 

Food Safely wholesome, unedultcrall:d, Include as pari oC in.pecliollS, food research and risk ... essmen~ and 

and Applied and properly labeled. S ••• ,.: Labor and Note: Total a new foad safety education. These activities, along with the saf.1y 

NUII'Ilion Human Resources, fDA agency. standards and inspeclions of meal and poullI)', would 

(CI'SAN) Also respansible far Ibe appropriated comprise Ihe core oCany rood s.cely ageocy. 
safely and proper labeHog 01 Agriculture BAis $925 M 
cosmetics. Appropriallaos and 8,503 I'1'Es. 

Committees Total program 
level is 51,038 
M and 9,288 
PTEs which 
includ .. $113 
M In ....,. Ce ... 

Srahtl.: Food, Drug, 
and Cosmetic Ac. 

HHSlFOA: Horae: Commerce 
$44 M in 

Cenltr ror Re&uia1C5 the manufaclure appropriated Include as pari of The r.g~ncy'. primary responsibilily i. the approval of 
Velerinary and distribution of druBl' and 

Setlllte: Labor and BA • new food safety animal drugs and feeds, a major component of feod feed additives inJendcd Cor Medicine 
animals. Human Resc>urces, 

403 FTEs. 
agency. safety. 

(CVM) 
Agriculture 
Appropriations 
Committees 

• GAO also includes a.liv;lie. oftbe Treasury's Bureau oC Alcohol, TC>Dacca, and Firea,ms, Treasury's Cuswms Service, and the Federal Trad~ Commission in Ibeir lis. or 
Federal feO<! sarety agencies. 

.... .... 



Curr.nt Food S.foly 
Age.ty Responsibility 

USDA: Food R.gulates mea~ pou1try, and 
Sarely egg producls to ensure that 

Inipectlon they are wholesome, 
Service unadulterated, and properly 
(FSIS) labeled 

USDA: PerCorms (ood salety 
Agricultural research, such as developing 

Research way. to detect and eontrol 
Service bacterial ccntamlnation of 
(ARS) foods 

Provides volunlary inspection 
and certification se .. iea for 
lish and rlShery parducls on • Commerce: l'ce·(or-scrvicc basis. Nallonal 
Services address safety, O ••• nl.ond 
wbolesomeness, quality, and Atmospheric 
prop., labelling of fishery Admin. 
products. Inspected products (NOAA) 
C8Jl carry a DOC mark 
indicating compliance wit. 
reder'" standards. 

Feder.1 Food Safety Allen. : A2en.l .. Currentlv with Food Saretv Atlivllles 

FY 1998 
Authorizing Stalutel Budg.t (in 

Relevant Cmte., million.) Recommendalion Ratlo.ale 

Statut." I'edenII Meat 
Inspection Acl, Poultry 
Products Inspection $589 M in 
Act, Egg Products app.l"OpIiattd 
Inspection Act BA Include as part of Setting standards and performing food s.r.ty 
Hou.elSenato: $94 M in user a new food safety inspections arc the ag.ncy's primary responsibility. 
AgricuUure rce. 

agency 

Agriculture 9,895ITEs 
Appropriations 
Commil!ccs . 

Statut ... Organic Ac1 of 
1862, Research and 
Marketing AcI of 1946 

approx. 5S0 M This funding. in addition to the research funding 
HmllC?/Senate: in appropriated Include as pari of provided through fDA's programs, would support the 
Agriculture BA • new food safety pre· and pos,·hllNest rescarch neccssary to suW0rt the agency agency's regulatory and education actl.ities. 
Agriculture 150FTBs 

Appropriations 
Committees 

The agency contains the seafood lnspcc1ioniptoclUc1S 
expertise that FDA needs to meet HACCP 
re<ju;remcnlS. In order to gain ellicie""i ... NOAA 

SiaJull!: Agriwltural 
and FDA .... currenUy developing a legislative Marltcting Act $700,000 In proposal 10 transfer NOM'S National Marine 

.ppropiated BA Fisherie. Service (NMFS) 10 FDA (as a PBO). The Houl!: Resources Include as part of voluntary inspeclion progflllll would .. nlinw:, but 
$13M in uscr • new food safety NMFS inspectors would also be available for use by 

Senate: Commerce fees agency FDA 10 conduct inspeclioll!< wit.in it. 
mandatory/rcgulBlory program. NMfS' seafood 

CommClcc 190 PTE ""pert is< would be important to a new rood safety . Appropriations agency, and inclusion in the new agency would aVOId 
duplicative programs on iabelling. wholesomeness. 
elc. 

, 

... ... 



Current Food Safely 
Agency Re'pon,ibilily 

RegulllleS drinking watu to 
ensure that it is safe to drink. 
Conducts .esearch to support 
standards. 

Regula"'. injeclion of 
EPA- contaminated water into 

Drinking undetgl'Ound wells to protecl 
Water drinking waler wells. 

Provides D.inking Water 
Stat<: Revolving Fund. (OW 
SRF,) capitalization 8.BIl," to 
.fa"" for infrastructure 
upg.ades and state programs. 

Bval""",. the risk. to public 
health IlI1d the environment 
from pesticide active and 
inert Ingrcdiont& 

Sets the tcnns and conditions 
for tbe sale, use, and labeling 
procedures for food/feed-use 

EPA- and Mnfood-uso pesticides. 

Pesticides 
Sets pesticide .. orleer 
protection standards, provides 
certification and training. 
works with USDA, FDA, and 
pesticide .. e .. to reduce 
pesticide .isk and use, and 
promotes international 
nannnnizalion and regulatDI}' 
coordination. 

Fedentl Food Safety Agene : Agencle. Currently with Food Safety Activiti •• 

FY 1998 
Authorizing Statute! Budget (in 

Relevanl emt ... millions) Recommendallon aallonale 

$149 M in BA The Administtalion and Con8/'Cssju~t .eformed this 
Slalule: Safe Drinking for regulation, program, with PBSSBgO of the 1996 SOW A 
Water Act research and Amendments, and the ,.fonns seem to be working. 

enfnrcl\men~ P.ogram implementation is very different from the 
House: Commerce, SI05 Mof oth ... programs under consideration beawsc the 
Scieneeand which goes to drinking water p.ogntnl is primarily implemented by 
Transportation (partial), States as grants Do nOllnclude as 

the StattS with BPA g!8Dl mo •• y. There is also a 
Infrastructure (partiJll) 10 run drinking part of a new food large Federal assislance component in the OW SRF. 

wa"'r Wld safety agency EPA would lose signilican1 economies of sealc in Ihe 
Senate: Environment, • elated administ.ation of the D.inkins Water and CI,an Wat ... 
Public Works programs. SRFs If they were separated. At the same time, the 

$12.5 M for OW OW SRF needs input from th. drinking watet prog.am 
VNHUD SRF capilallza- on project prioritization based on public health goals. 
App'oprWions t10n grants. Protection of drinking waler sourcc:s is an 
lubcommitl<:.s environmental issue and has synergies with EPA'. 

941 FrE ClcllI1 Water Act prog'OIns. 

$laMe: Federal 
Insecticide, Pungjcide, 
and Rodenticide Act 
(FIFRA), Federal Drug. 
and Cosmetic Act. 
(PFDCA), and Food 
Quality Protection Act 
of 1996 (FQPA) 
amending PIPRA and 

$1I8M II would be difficult to sopara!<: EPA's tolerance FFDCA. 
(Total for all Do nnt include as selling octiviti .. for food-usc octivc ingredients from 

HOUJ.: Agriculture, pesticide part of a ne .. food other registration, reregistration, and cross-cutting 

Commerce program safety agency. activilies. EPA i. currently implementing the' 
octivitles) '''Iuiremont. oftbe new law. 

SllruJt~: Agriculture, 
Labor and Human 
Resources 

VNHUDand 
Agriculture 
Appropri.tlons 
Commlllc" 

... ... 

, 
g , 
• • 



Currenl Food Sarety 
Agency R .. ponslbility 

Giv .. grants to Slate and 
Local Health Departments to 
conduct surveillance and 
inYesijgato causes afhuman 
fooobome disease. 

HHS: C.nter Funds help link 8 'FoodNet" 
for Dis .... Slat. laboratories vi. 

Conlrolond computer technology with 
Prevenllon CDC lab. to condUeI . 

(CDC) "digiliud" fingerprinting of 
foodborn. pathogens. 

Conducts research, traiDS 
epidemiologists and 
coordinates inyesllgations of 
disease outbreak •. 

USDA: 
Allrlcullural Pesticido data p,ogram (PDP) 
Marketing determines residue l.v.l. In 

Service food 
(AMSI 

USDA: Determines levol, of aflatoxin 
Gram ond vomilOxiil as part of 

In:spedion inspection process 

Federal Food Safelv ARene : A.entl •• Curren II. wUh Food Safety Act;yill .. 

FY 1998 
Aulhorlzlne Slatulel Budget (In 

Rslennl Cmtu. millioos) Retommendallo. Ratlooale 

SlJJlut.: Public Health Oftb.SIIS As part of its overall infectious disease program 
Service Act million 

activities, CDC awards grants 10 Sla ... 10 conduct appropriated for 
sUIV"Ulancc and epidemiology of a variety of diseases 

Hou .. : Commerce infectious including foodOOme dis ...... emerging Infection. and disease Do nol include .. wa1erbome di ....... Stales conduct foodbome disces. 
SenoJ.: Labor and activities, $15 part ofa now food :a:ul'\'eiJlance in concert wilh tbese other related 
Human Resource. million i, safety agency. surveillance activitfe.s. \Ve recommend maintainitlg designated for these function. within CDC givetl this ,!JUcM. and it. 
UHHS Appropriations Foodborne longstanding relationship with State and local health Dlseaso SubcommincC3. 

activitics. departments. 

Statui": Agrieullural 
Marketing Act of 1946 

House/Senol<: PDP: $IOM in Do nol include as Pesticide programs arc not recommended for inclusion Agriculture ap prop. ia1ed plll1 ofa new food in new agency SA ,afety agetlcy 
Agriculture 
Approprialiwl. 
Committcc:. 

SltnuJ.: Agricullwal 
Marketing Act of 1946, 
U.S. Orain Standards AflIllOxin and 
Act vomitoxln 

tesling·i. funded Do not include a. This is an integral part oftho (lv.,all activities of this 
HOlUeiSenole: through user part of. new rood ogcm.,),. and is only one of many tests that arc giv.n. Agrlcullure f .... as one of safely agetlcy 

$<Iycall charge. 
Agriculture to userS' 
Appropri olion. 
Committccs 

.... .... 



Cur,ent Food sarety 
Agency Re.lpo •• ibilily 

USDA: 
AnlDlal and 
Plant H.alth 

EllSUres safely of animal and 

Inop.oIion planl l'CSOurces from 

So .. i« infestations 

(APHIS) 

Federal Pood SareJyAge.c : Age.de. CurrenUy with Food Sarely Acli.iti .. 

FV 1998 
Authorizing SllItutei Budget (in 

Relevant Cml ••• millions) Recommendation Rationale 

Stalutr: many I 
including Ih. Organic 
Act of 1944 and Ih. 
1990 l'onn Bill 

$0 for dirccl Do not inolude as 
Th .... is no immedia .. dirct4 conneeli"n with fond 

HOlllelSenate: food safely part or a new food 
safety. Agriculture aCllvities safely agency 

Agricullure 
Approprietions 
Committee. 

.... 
r\l 

~ 
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Clinton Administration Food Safety Accomplishments 

1993 USDA proposes Safe Food Handlillg Labels for meat and poulny products. 

1993 Administration announces Safe Drinking Water Act reauthorization principles. 

1993 NPR recommends creating a single food safety agency 

1994 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. 

1994 USDA proposes Pathogen Reduction Aet. which includes airthority for mandatory recall, 
traceback, civil penalties, and the designation offoods not handled in a way to destroy pathogens 
as adUlterated. 

1995 EPA reinvents Drinking Water Program to reorient to the highest public health risks, using 
administrative authorities and renegotiating consent decrees. 

1995 FDA Seafood HACCP final rule in published. 

1996 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. 

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

1996 USDA Meat and Poultry HACCP program final rule is published. 

1997 President's Food Safety Initiative is announced. USDA. HIlS, and EPA draft a report to the 
President with a plan to improve food safety that includes budget, regulatory and legislative 
proposals. 

1997 FDA publishes Substances Prohibited from Use in Animal Fced, Animal Proteins Prohibited in 
~uminent Feed (Mad Cow Disease Rule); final rule. 

1997 FDA publishes the Fruit and Vegetable Juice Beverages HACCP program, Interim Warning 
Statement, and Educational Program; notice. 

1997 USDA proposes "Tbe 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. 

1997 President announces new initiative to enhance FDA oversigbt over imported foods and 
develop guidance on good agricultural and manufacturing practices for fruits and vegetables. 


