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Remarks prepared fordelivéry by Thomas J. Billy, Administrator of the Food Safety and Inspection
Service, before the Annual Cooperative Food Safety Research Workshop, December 9, 1997, Riverdale,
MD. ‘

Good morning. It's a pleasure to be here at the gathering of the Eighteenth Annual USDA Cooperative
Food Safety Research Workshop. I cannot overemphasize how important it is that we mamtam a dialog
on our research needs and accomplishments.

FSIS is very proud of its long—standing research relationship with ARS, which was initially formalized
in 1981 with an Memorandum of Understanding between the two agencies. In the ensuing roughly
seventeen years, the research relationship has grown and changed, recently becoming a partnership
focused on team woik, in keeping with the trend throughout government.

Importance of Research

I know it is clear to this audience the importance of research to our Departmental food safety initiatives.
There are many data gaps that exist from farm to table that keep us from making further progress in our
fight against foodborne illness. We need to know more about the hazards in meat, poultry, and egg '
products and their relationship to adverse human health outcomes.

Fortunately, we have been able to make 31gn1f1cant progress in spite of these data gaps. Next month we
begin HACCP 1mp1t:mentat10n in the largest 300 meat and poultry plants, and Salmonella performance
standards go into effect in concert with HACCP. We are also making progress on our farm-to-table
strategy by working with industry, consumers, and the appropriate Federal, State and local government
agencies to create a seamless national food safety assurance system. "

But enormous challenges remain. We have just touched the surface in terms of doing all that we can to
improve food safety. Your work is critical to our ab111ty to progress even further. In fact, often it's a
prerequlslte to most progress. -

We must plan carefully throughout this process to get the most return we can from our research
investment. And, we must be sure that we are targeting research on the most critical areas in terms of
public health concern.

Food Safety Research Agenda

To that end, in May 1997, FSIS issued its Food Safety Research Agenda as one means of
communicating with those outside our Agency about our priorities for food safety research. The
document, which was developed with the help of a working group representing a broad base of Federal
scientific expertise, outlines the priority pathogenic organisms on which we recommend that research
dollars be concentrated. It also establishes risk assessmet as an integral feature in determining the
public health hazards associated with these and other pathogens.
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. We encourage the use of this document as a standard against which food safety research projects should
be judged. In other words, we expect research conducted to answer the ‘questions out]med in this
research agenda

Presidential Initiati‘ves

We are fortunate that this year the importance of food safety research has been confirmed at the highest
levels of the Administration. The President's Food Safety Initiative strongly supports the need for
research, as part of a comprehensive approach to reduce foodborne illness.

One challenge for the future will be to integrate the research needs stated in the FSIS Research Agenda,
~ and those contained in the President's Food Safety Initiative, into a comprehensive plan. To assist in this
process, the President’s Food Safety Initiative calls for the convening of an interagency working group
by the White House Office of Science and Technology Policy to coordinate Federal research planning
and priority setting. The goal of this working group will be to develop a coordinated Federal food safety
research plan, which will extend to our research partners in States, industry, and academia.

This mteragency committee will hold its first meeting soon. The first step for the committee will be to
develop an organized picture of the existing Federal research portfolio, followed by-a determination of
what steps need to be taken to design a more coordinated research plan.

Importance of Partnerships

It is clear in examining all of these initiatives that partnerships and teamwork are critical to the future. In
the interest of enhancing the partnership between FSIS and ARS, we have developed a new strategy of
using Scientific Liaison teams (SLTs) to track, guide, and assist the research that ARS performs on
behalf of FSIS. The resulting improved communication between our two agencies will better enable
ARS to meet the resecarch needs and objectives of FSIS so that we may, in turn, meet our own food
safety regulatory objectives. -

The teams will meet periodically to review, evaluate, and guide current ARS research projects and
provide feedback both to ARS and to the FSIS Office of Public Health and Science on a regular basis.
Because the teams will be expected to evaluate food safety research from all sources for its scientific
merit and relevance to FSIS needs, we envision that they will.serve as an important link. between FSIS
research needs and the research commumty at large.

Closing

In closing, we look forward to hearing the reports from ARS scientists about the important work they
have accomplished. Many of these issues are front-burner issues for us, such as the prevalence of -
premature browning of hamburger, new pathogen inactivation technologies such as steam
pasteurization, and methods to detect Campylobacter. 1 appreciate your hard work on our behalf and
look forward to continuing our partnership.

For Further Information Contact: .

FSIS Food Safety Education and Communications Staff
Public Outreach and Communications

Phone: (202) 720-9352 -

Fax: (202) 720-9063
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SUBJECT: Interstate Shipment of State-inspected Meat and Poultry Products

PURPOSE OF BRIEFING:

On December 11, 1997, the Administrator will brief the Under Secretary and the Deputy Under
Secretary on the status of FSIS activities regarding Interstate Shipment of State-inspected Meat
and Poultry Products. -

BACKGROUND:

The Federal Meat Inspection Act and the Poultry Products Inspection Act require that all meat
and poultry products sold in interstate commerce be inspected by the Federal Government. Under
the State-Federal Cooperative Inspection Program, individual States are authorized to inspect
meat and poultry products sold solely within their boundaries, provided their inspection program
is “at least equal to” that of the Federal Government. Currently, 25 States have USDA—approved
inspection programs for meat and/or poultry.

The argument to change the current prohibition on interstate shipment of State-inspected
products is that: State programs are, by definition, equal to the Federal program. Yet, unlike
federally-inspected products and imported products inspected under “equivalent” foreign
programs, State-inspected products are kept from markets in other states, including sometimes
markets literally across the street from the State-inspected establishment. This restriction places -
the many, mostly small, rural enterprises at an unreasonable competitive disadvantage with the
mostly big federally-inspected companies who have no such restriction, and is leading to the
demise of these small business. \ :

State officials want to protect if not strengthen their programs in this era of increasingly tight
State budgets. They justifiably fear that their programs are vulnerable to elimination in State
legislatures because while states pay only 50 percent of the cost of their program, we pay the
other 50 percent--about $40.5 million. State legislative budget cutters know that if they do away
with their State meat and poultry inspection program, FSIS must by law provide Federal
inspectors to do the job at no cost to the State. When a State-inspected plant becomes federally-
inspected so it can ship products outside the State, the viability of the State program is further
eroded by loss of that plant and the political support it provides.

On the other hand, managers of State-inspected plants wanting to market outside the State

frequently have a comfortable working relationship with the State inspection program. They fear
that obtaining a grant of Federal inspection would cost them money to upgrade their operation

FSIS FORM 2630-9 (6/86) . EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES



f
byt

and cause other problems which could be avoided if they remained under the State program.

In the face of these fears, many State program officials and owners of State-inspected plants have
concluded that the solution is a change in Federal law to permit State-inspected meat and poultry
products to be distributed in interstate commerce.

Chronology of Earlier Events:

The 1996 Farm Bill directed USDA to report to Congress on “steps to achieve interstate
shipment of products inspected under State programs that are “at least equal to” the
Federal inspection program.” :

USDA provided a report to Congress in July 1996, recommending that before state-
inspected establishments are authorized to ship products in interstate commerce, the
following conditions should be met:

-- States should implement FSIS’ Pathogen Reduction/HACCP regulations;

-- FSIS resources need to be adequate to accommodate any additional oversight needed to
substantiate “at least equal to” status;

-- Legislation should clarify that the Secretary retams ulnmate authority over products
prepared for interstate commerce;

-- A number of additional issues, mostly dealing with potentxal conflicts of Federal and
State laws, would have to be resolved.

On February 19, 1997, the Ohio Department of Agriculture, joined by some State-
inspected plants, filed a lawsuit against the USDA seeking to have current law be declared
unconstitutional on the basis that it violates plaintiffs’ right to due process of law under
the 5th Amendment and right to equal protection under the 14th Amendment. (Qhio

Department of Agriculture v, USDA, C2-97-215, S.D.Ohio.). Other states have now
joined the suit.

The Secretary has expressed support for removing barriers for small plants that want to
make interstate meat and poultry shipments, but has also stated that there are a number of
issues that must be addressed first, and that more effort is required to “involve all the
stakeholders in a deliberative process to resolve these issues.”

FSIS published a Federal Register Notice on June 10, 1997, announcing public meetings
and requesting comments on interstate shlpment The comment period ended on August
22, 1997.
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 FSIS held public meetings on interstate shipment on June 16-17, 1997, in Sioux Fall, SD,

and on July 22-23, 1997, in Washington, DC. These public meetings grew out of the -
Department’s commitment to the National Association of State Departments of
Agriculture, during the pathogen reduction and HACCP public meetings, to address the
interstate issue.

Current Status and N_eg_&tgpgg

FSIS has developed a concept for a legislative proposal based on the findings of the’
Secretary of Agriculture’s report, the comments in response to the June 10 Federal
Register Notice, and the public hearings’ comments.

FSIS submitted the legislative proposal concept p'aper to the Meat and Poultry Advisory

~ Committee for consideration at its September 10, 1997, meeting.

The concept paper, as revised based on comments of the Advisory Committee and the
Under Secretary’s office, suggests that specific provisions of a legislative proposal on
interstate shipment of State inspected meat and poultry products should include:

1) New provisions to the Federal Meat Inspection Act and the Poultry Products
" Inspection Act would redefine the relationship between Federal and State
programs. The provisions would authorize the Secretary of Agriculture to enter
into State-Federal cooperative agreements that provide for State meat and poultry
inspection programs to enforce Federal meat and poultry inspection laws and
regulations within their State as part of a seamless national inspection program.

2) A one year transition period (January 26, 2000 to January 26, 2001) will exist
duri1’ng which States will transition from State programs enforcing “at least equal

0” requirements to programs enforcing Federal meat and poultry laws and
regulatlons ‘

3) Prior to January 25, 2000, comprehensive reviews, designed in consultation
with stakeholders, of all State meat and poultry programs will be conducted.

4) Prior to entering into the new agreements to )participate in the national
inspection program, States will have to be ¢certified as having implemented all
recommendations from a comprehensive review and be certlﬁed as fully
implementing HACCP.

5) In addition to assisting the Secretary in the administration and enforcement of
Federal meat and poultry inspection laws and regulations, State programs may
impose additional inspection requirements on establishments.



6) An annual review process to certify that State inspection programs meet the
terms of State-Federal cooperative agreements will be designed in consultation
with stakeholders. :

7) USDA will collect samples and test for Salmonella in State inspected meat and
pouliry establishments to determine compliance with pathogen reduction
perfc)rmance standards. The Secretary shall collect samples and conduct other
tests in State plants to determine compliance, such as for residues, chemlcals and
other microbial agents as deemed necessary.

8) USDA will conduct sampling of State inspected products‘in the commercial
distribution chain to ensure that food safety and economic adulteratlon
requirements are being enforced.

9) The Secretary may contribute Federal funds in excess of 50 percent of the total
cost of a State meat or poultry inspection program as an incentive for States to
maintain their inspection programs. (A separate economic analysis will identify the
appropriate share.)

10) In States operating State meat and poultry inspection programs, establishments
will have the option of applying for either a Federal or State grant of inspection.
Limitations will be set on switching between Federal and State grants; perhaps
once per year. Under a State grant of inspection, inspected and passed product
will be eligible for both Federal and State inspection seals. '

11) Technical statutory changes may need to be made to ensure the Secretary’s
authority in jurisdictional issues. The Secretary shall retain pnmary junsdlctlon in
matters such as labeling and seizure and detention.

FSIS is currently obtaining'comments on the concept paper from the Deputy
Administrators.

FSIS will have legislative language on interstate shipment of State-inspected meat and
poultry products prepared by the first week of January 1998 for consideration by the Meat
and Poultry Advisory Committee at its January 13 -14 meeting.

The Meat and Poultry Advisory Committee will finish its consxderatxon of the concept
paper in January 1998. :
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SECRETARY DAN GLICKMAN
UNIVERSITY OF WASHINGTON PUBLIC HEALTH SCHOOL
.SEATTLE, WASHINGTON -~ JANUARY 28, 1998

Thank you, Provost Huntsman. I want to thank State Secretary of Health -
Bruce Miyahara for joining us. And, I should recognize the woman who brought .
me to Seattle, Suzanne Kiner. I met Suzanne in Chlcago at the memorial

‘service marking the 5th anniversary of the Pacific Northwest.outbreak. This

morning, I met with Suzanne, her daughter Brianne, Nancy Donley, the
president of a wonderful organization -- Safe Tables Our Priority -- and

.other families who were v1ct1ms of that terrible’ I hope, unrepeatable

tragedy Thls afternoon, I'1l go to the state public health lab and meet

.some of the heroes -- the epldemlologlsts who helped bring the outbreak
“under control.

Washlngton -needs no lecture on the 1mportance of safe food. Long v
before the tragedy of 1993, this state and this university have been on the '
cutting-edge in fighting food borne illness. Washlngton was the first state
-- back in 1987 -- to make E. coli 0157:H7 a reportable disease. Today, some’
40 states have followed suit: I'm proud to have in the audience today Dr.

“pPhillip Tarr, a world expert on Hemolytic Uremic Syndrome, along w1th Dr.

John Kobayashl, cne of our nation's finest epldemlologlsts These are true
ploneers in the safety of America’'s food

I also want to 1ntroduce someone on my team.” Just a few years ago, the

': words public health' were rarely uttered at the Department of Agriculture.
" Today, we have an Office of Public Health and Science which is headed by Dr.

Kay Wachsmuth who used to be a researcher here at the University of
Washington. We're very lucky to have her. She's one . of the world's leading

- experts. in mlcroblology and infectious dlseases

You know, I‘talk a lot to folks in the meat and poultry industry and
to consumers, but I rarely talk to scientists. That's because when I talk to
all of you about the CDC, or epldemlology or the finer points of microbial
test;ng and DNA flngerprlntlng,‘and I get something wrong, you can call me
on.it. So I stand here not without trepidation. On the.other hand, I never
confuse myself with a sc1entlst My domain is public policy, and I'm here’

“because our arenas -- science and government -- are making a dramatic

differencev-- and can do more to improve the public health.

You know) we hear people grouse all the time about how much better.

‘_thlngs would be if government just got out of the way But ask those same -

people: who should make sure the planes they fly run safely? Who should

- ensure the solvency of the banks that hold their life savings? Who should be

in charge of the nation's defense? The unanimous answer is government. Food

‘safety falls into this same category, and people don't just want government

1nvolved in. food safety They want government to do more

Why? Because people look to government to protect them in ways that

- they cannot fully protect themselves People want government to be actively
. involved in protecting the public health and. safety. They know, in the same
" way that the fox can't guard the chicken coop, that it is sound public
. policy for. the government to be the chlef overseer of publlc health and

safety functlons
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There is no responsibility that I take more éeriously as Agriculture‘éecretary
‘quality of every American life, every day, which is why USDA's work is very much a p
effort to 1mprove public health by supportlng cuttlng edge science.

In his State of the Union, the PreSLdent talked in detail about the stunning ad
" technology, particularly in the field of biomedicine. In the 1980s, it took nine yea
that causes cystic fibrosis. Last year, scientists located the gene that causes Park

Scientists stand on the cusp of dramatic breakthroughs that could revolutionize
understand, treat and prevent some of our most devastating diseases. We know our sci
these advances. The real question is: will they have thé resources? Last night, Pres
resounding ' yes,' proposing an historic¢ increase -- a boost of $1.15 billion to be
biomedical research. And, that's just in his 13599 budget. He intends to increase by

-_Instltutes of Health over the next five years -- bringing the total federal lnvestme‘

$20 billion. ‘
. Clearly, advances in food safety are>closely linked to the forward march of sci
another family to go through what the families I met with this morning have
been through. Ask them. Ask Doctor Tarr. It's not something you would wish
on your worst enerny. We don't have a silver bullet, at least not yet But we
do have the power to take dramatic steps toward safer food.

From new science~based meat and poultry inspections to histdric
investments in everything from cutting-edge research and surveillance to
consumer education, I am proud of what this Administration has done for food
. safety in America. Alongside a balanced budget and a formidable U.S.

‘economy, I believe that a science-based revolutlon in the safety of our food
"'will be one of our lastlng legacies.

The same month thls Administration took office -- along with Senator

~ Patty Murray, who has been a great champion of our food safety efforts'>t

- tragedy struck here, galvanizing the nation behind a morally unstoppable
mandate for ‘dramatic, change. At~ the time, that meant modernizing our systems.
s taklng what 301ence had learned and ralslng the bar on -food safety.

‘The best example is USDA's new meat and poultry 1nspectlon system
.which went on-line at the bigger plants this Monday. For close to a century,
‘our inspectors had to rely solely on. their human senses -- sight, touch and
smell -- to spot contamination. We now know that the biggest dangers in our
-food aré invisible pathogens that cannot be detected without the help of.

science. The old ways -- which date ‘back to the turn of the century when
" Upton Sinclair wrote The Jungle and sparked the passage of the Federal Meat
Tnspection Act, one of America's first consumer protection laws -- were no
longer adequate. : - ' '

Our new inspection system recognizes what science has discovered. For
the first time, there will be regular tests for generic E. coli and
salmonella. For the first time, plants and processors will be required to
not .just catch contamination, but close the safety gaps that invite it. For
the first tlme, the focus is on preventlon, and America's publlc pollcy ‘
makes it crystal clear that 1ndustry lS respons1ble for produc1ng safe food.

We call the new system Hazard Analysis and Critical’ Control P01nts -
.HACCP for short. It requires plants to come up with a tailored prevention
" plan that targets key points in their operation where contamination might
occur and outlines specific steps to ensure safety. USDA's job is to make
sure the plans work through testlng, inspections, and reviews of company
records. . : ' ‘

This is a major cultural change,'l’Ve talked to indﬁstry and consumer

v
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. groups over the past few weeks to make it clear that USDA will be fair but

firm in its enforcement. HACCP's goal is to use modern science to
significantly improve food safety, and we will not back away from that goal.
In 1996, we shut down six plants for inadequate sanitation. In 1987, as
companies phased in their HACCP sanitation plans that number rose to 20. So
companies need to take their new responsibilities very seriously, every day.

When there are p:oblems,iour'goal is to step in early enough that
failures can be addressed without any major disruptions and certainly before
illnesses occur. Many companies are good about f1x1ng problems quickly.
Unfortunately, others let the complalnts pile up, engaging-in a game of
regulatory chicken, know1ng that USDA's only formal recourse is to shut them

- down. Some offenses dre so egregious that severe action is ‘warranted. But

many. times it's nct, and a lesser punishment, such as a fine, would do.
Unfortunately, while the Consumer Product Safety CommlsSLOn and the FAA can
issue finés. USDA cannot. It is an unjustifiable! anomaly. After all, USDA

“can fine you for abusing a circus elephant, for failing to report to the
watermelon committee, or selling a cat without a license. Yet when it comes

to unsafe food -~ the only one of these actions that puts people’'s lives at
stake -- our hands are tied. It's wrong. We should not treat unsafe food
dlfferently than any other threat to the publlc health.

I want to thank Senator Murray,for her,effort on behalf of the Food
Safety Enforcement Enhancement Act which would give USDA the authority to
fine companies that violate food safety standards. This would give them a
strong incentive to fix problems qulckly so things don’ t escalate to the
point where a plant's very existence is on the line. No one wants that. But
as USDA has demonstrated, to protect the public health, we Wlll take
whatever action 13 necessary.

I'1ll never forget durlng the Hudson .recall when I Stopped in at a

fast-food restaurant for lunch. I asked the guy at the register, how do'you
- know when your burgers are cooked.' He said, we use a meat thermometer.

Then, I asked, how do you use it?' He looked at me and said, we stick it
in our customers ears.' In a roundabout: ‘way that was an encouraglng answer.
Evidently, he'd been asked that questlon one too many times .. consumers
wanted to know : : SR

. Do you “know what NPR's top 3 stories of 1997 were° One Princess.
Diana. Two: Iraqg’'s chemical wedpons. Three: the Hudson Beef recall.

‘Consumers are interested and increasingly educated Meat thermometer sales

this past Thanksgiving were at record h;ghs_ Thesevtrends reflect}a basic
truth in today's world: 'the health interests of consumers. and the economic

‘interests. of the food 1ndustry are comlng together. Why? Because safe food

sells

Look at the global scares. of 1997: Durlng the avian flu epldemlc in
Hong Kong -- where they killed all the chickens -- Hong Kong consumers cut

" their poultry purchases in half. With the mad cow problem 'in Europe, beef

sales there dropped 40%. Here at home, what was the market impact of the

"Hudson beef recall? Nearly zero. People trusted that government and the

public health community were puttlng their safety first. That’ trust is rare
around the world All of us must constantly challenge ourselves to earn 1t.

I mentioned that thh the early food safety advances of this
Administration, the focus was more on adjusting our standards to reflect
modern science. Our challenge now is to push the frontiers of our knowledge,
seeking new ways to improve food safety and better understand our enemy .

Why are we seeing new; more virulent, resistant strains of E. coli and.
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.other pathogens? As our surveillance has increased, we've found that
campylobacter is the number one cause of food-borne illness. Why? There are
also on-farm questions: What causes E. coli to show up in some animals and -
not others? Are there ways to prevent it from appearing or multiplying? This
.would be the ultimate in prevention: Can we stop pathogens from showing up
in the first place? Dr. Dale Hancock is d01ng some very 1nterest1ng work at
Washlngton State on these 1ssues

Some of the new technologies we're developing are equally fascinating.
I understand that there is wprk underway to adapt Gulf War technology that
identifies nerve gas in the air for use in detecting pathégens on food. It
would work sort of like night-vision goggles that arm our eyes w1th the
ability to qulckly and eas11y spot microbial threats. i

- There are also ex1st1ng technologies, like 1rrad1atlon FDA recently
cleared the practice for use on meat. USDA's now<work1ng on a regulation,
but the jury of public opinion is still out. Of course, increased public
concern over food safety might make it more popular - today than it.has been
over the years for poultry

But clearly, as we look ahead to the next generation of food safety
challenges, increasingly we look to science and technology for answers. Thls
Administration recognized this in our White House Food Safety Initiative, .
investing in cutting-edge research; enhanced inspections; a catchy, easy-to- understa
'all of you -- 'a national'high-teCh‘early warning system to prevent'food-borne illnes

The early warning system helps us dramatlcally cut down the time it
takes to identify and get to the source of an outbreak. We can now do in 24
hours what -~ just a few years ago -- would have taken two weeks. Just a few
© years ago, to try and link a person's illness to an outbreak or get at the

source of the problem would have required mailing samples around the country
and conducting hundreds of hours of lab work. Now, folks can enter the
genetic fingerprint of a particular pathogen into a national database,,and
the computér qulckly sorts through all the entries for a match —— sav;ng

- time, saving money, saving llves.

This system is not unlike what law enforcement uses to track .
crlmlnale‘ A police officer plugs in a suspect's flngerprlnts and . 1nstantly
gets any crlmlnal record or outstanding warrants. Our scientists can get a-
similar rap sheet' on a pathogen -~ everything from its link to an
outbreak, to its known' sources, to the toxins it produces. I want to commend
the work done at the Washington state public health lab which is among a ‘
handfuil of state labs around the country that have joined with CDC in doing
'DNA fingerprinting. In early February, this database will be available
-nationwide, marking a world of difference in fighting outbreaks. Anyone
-who's been involved in these efforts knows what a difference every day, hour
'and mlnute makes in tracklng the culprlt.

" :DNA'fingerprinting enabled Dr. Kobayashi and his team to quickly - .o
pinpoint the Odwalla outbreak involving unpasteurized apple juice. It also
enabled us to identify the Hudson outbreak. The state lab in Colorado -
plugged their. strains into the national database, spotted the outbreak, and
e-mailed the 1nformat10n to the €DC. CDC was then able to link the illnesses
to . hamburger. thanks to DNA - data on the food side of the equation that was

' provided by USDA's lab in Athens, VGeorgla' In the Pacific Northwest
outbreak, which was before we had this rapid response capability, 732 people
" became ill before we could identify the problem. In the Hudson case, we
‘stopped the outbreak at .16 illnesses. Our goal is to keep bringing that -

- number down, but we have made dramatlc progress. - ’
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I say we' for a reason. Our ability to work across federal, state,
university and private lines will be critical to our efforts. Food is now
produced, processed and moved cuickly around the country -- in massive .
quantities. The days where the norm is food-borne illness linked to local
church picnics are likely to be subsumed by outbreaks with a far greater
geographic reach, requiring a national community of sczentlsts to work '
together. We are building that community today

In looklng ahead .the 1ncrea51ngly central role of science and publlc
health experts in fighting the next generation of food safety battles is
obvious to me. But it would be far too easy to put everything on your
shoulders. You must give us the scientific answers and technological
breakthroughs. Buk government must ensure that you get the resources you
need to get the job done rlght.

'BeforeAI proceed, I should have you know that this Administration is‘<
under strict orders not to reveal what's in President Clinton's 1999 budget.
But I made a special phone call, and got permission to share some good news
with all of you. We know from the State of ‘the Union Address that this will
be the first balanced budget in a generation which means that we're going to

*see some tough dec151ons on fundlng priorities. . S o '

I know that has some concerned about the future of our food safety
efforts. Don't be. As the federal budget comes down, the federal food safety

budget will go up -~ way, way up. In 1998, we increased food safety

investments by $43.5 million. For 1999, President Clinton will propose an’

‘increase of $101 mllllon, over'and:abOVe the 1998 levels, to continue high-priority
research and’ survelllance ’ : - oo - )

Thls is a show of faith in the work of many of the people in thlS

“'room. It is a reflection of the strong desire of the American people for a

food safety revolutlon. And, it is a sign of respect for the many families
who have worked through their own tragedies -to push government, -industry,
consumers, and the scientific communlty to rise to one of the greatest

o public health challenges of our tlme I want to, thank the scientific

community here in Washington for the ploneerlng role you have played on food

"safety. I am grateful for all that you have done. But with this new,

1nv1gorated commitment, it is my hope that your greatest achievements are
vet ahead.’ "This Admlnlstratlon will support you every step of the way Thank

you. - o : e

#

'NOTE: USDA news releases and media advisories are available on the Intéxnet.

Access, the USDA Home Page on phe World Wide Web at http://www.usda.gov
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Food Safety and Inspection Service
United States Department of Agriculture .
Washington, D.C. 20250-3700 '

Backgrounders

lFebruary 1998 |
Foodborne Diseases Active Surveillance Network (FoodNet)

The U.S. Department of Agriculture's Food Safety and Inspection Service (FSIS), the Food and Drug
Administration (FDA), and the Centers for Disease Control and Prevention (CDC) are collaborating
with state health departments and local investigators at seven locations across the country to identify
more accurately the incidence of foodborne illness in the United States. Through the Foodborne ;
Diseases Active Surveillance Network (FoodNet), the agencies involved will be better able to track the
incidence of foodborne illness and monitor the effectiveness of food safety programs in reducmg
foodborne illness.

Background

FSIS ensures the safety, wholesomeness, and accurate labeling of meat, poultry, and egg products. FDA
ensures the safety and wholesomeness of foods other than meat and poultry. CDC monitors the rates of
foodborne diseases in the United States, investigates outbreaks of foodbome 1llnesses and facilitates
‘efforts to prevent foodborne disease.

Traditionally, foodborne diseases are reported to local and state health departments and to CDC through
passive surveillance systems or laboratory-based reporting systems. Current data from these systems are
used to estimate that there are 6 million to 33 million cases of bacterial foodborne diseases in the United
States each year. However, these systems do not prov1de precise estimates to evaluate food safety
reforms and program changes nor how they will affect the incidence of foodbome disease.

These ex1st1ng ‘passive’ systems rely ona number of events. F_1rst, an 1nd1v1du_al with foodbome illness
must choose to seek medical care. Then®'the patient's physician must decide to collect cultures and
request laboratory analys1s And ﬁnally, results must be reported to state health departments and then to
- the CDC. If any step in the process is missed, the case goes unreported CDC estimates that only oneto - -
five percent of foodborne disease cases are reported

To overcome the difficulties caused by such a large number of unreported cases, the collaboratmg
FoodNet sites have set up a system to actively identify laboratory-confirmed cases of foodborne illness
and to perform surveys to more accurately estimate the actual number of people who become sick with
d1arrhea each year. : : : -

FoodNet is in keepmg with the National Academy of Sciences' recommendation for more communrty- '
based surveillance of pathogens and of foodborne disease incidence in humans. The prQ]CCt measures.
the 1mpact of programs armed at reducing the pathogens on meat and poultry

-'The program or1g1nally known as the Sentinel Slte Survey, began with a 3 month trial in 1995 and has
been actively collecting data since January 1996. Coordinated by CDC, data is collected at sites in )
Atlanta, GA, at Emory University and the Veteran' s AffaJrs Medrcal Center in northern California at the

* http://www.fsis.usda.gov/OA/background/bfoodnet.htm 11212000
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~ California Department of Health Services and the University of California at Berkeley; in Connecticut at
the Connecticut Department of Public Health and Addiction Services, and Yale University; in Minnesota
- at the Minnesota Department of Health; and in Oregon at the Oregon State Health Division. And,
beginning in January 1997, an additional county in Connecticut and 12 counties in Georgia were added
:to FoodNet. This increased the population under surveillance by an additional 1.5 million to now include
14.7 million people. Also, investigators in New York and Maryland joined the program and now
conduct active surveillance in several counties ‘within their states. -

Data is collected through: populatlon -based surveys 1aboratory surveys phys1c1an surveys and case-
control studies. _ o o

Laboratory Sirvey
‘Laboratories that conduct microbiological testing of stool samples were surveyed to
determine their practices for processing and-culturing samples. They are reporting results
from cultures so that FoodNet can determine the number of culture-confirmed cases of

- foodborne bacterial illnesses. :

Population Survey

The population-based surveys are intended to develop estimates of the numbers of diarrheal
cases that occur in the study population each year, the proportion of persons with diarrhea
who seek health care, and their food handling behaviors and practices. Data is being

o gathered through random telephone surveys with individuals who reside within the sites.

Physnclan Survey

The primary purpose of the initial physician survey is to deterrmne how often and under
- what circumstances physicians order tests. As changes occur in the way health care is
provided over time, FoodNet will momtor how those changes affect stool culturing
‘ pract1ces ' :
‘ Case-control Studies o
Case-control studies are used to statistically determine risks associated with different foods
and to obtain information on potential exposure. Case-control studies consist of interviews

with selected persons who had laboratory-confirmed cases of Salmonella or E. coli

- O157:H7, and a random selected control group of people in the community who were not
ill.

The FoodNet program spec1f1cally targets seven bacterlal pathogens—-Campylobacter E. coli 0157 H7 o
Listeria, Salmonella, Shzgella Vibrio, and Yersinia. In addition, the case-control studies seek to develop )
a better understandrng of two of those pathogens Salmonella and E. colz O157:H7. '

In 1997, FoodNet becan act1ve survelllance for hemolytrc uremic syndrome (HUS) a serious potent1a1
outcome of 1nfect10ns caused by E. coli 0157:H7 and other Shiga toxin producing E: coli infections. In -
addition, FoodNet initiated- act1ve surveillance for Cryptosporzdza and Cyclospora at three of the survey :
sites. ‘ : :

' First Year's Results

_ ht_tp://wvvvv.fsis.usda;gov/OA/background/bfoodnet.htrn ‘ ST 1172142000
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FoodNet completed its first year of gathering data on December 31, 1996. Results from the first yeat of
 the study were published by CDC in the March 28, 1997, issue of the Morbidity and Mortality Monthly

Report (MMWR) (copies of the MMWR are available through the Internet at

hitp:/fwww.cdc. soneaofmmwrfmmwr html ). :

FoodNet found 7,259 laboratory—conflrmed d1arrhea1 cases attributable to the 7 bacterial pathogens

 targeted. Of those cases, 45 percent--or 3,267 cases--were attributed to Campylobacter. Salmonella was

identified in 29.5 percent (2,142 cases)A Shigella in 17.2 percent (1,251 cases), E. coli O157:H7 in 5.3

* percent (384 cases), Yersinia in 1.9 percent (135 cases), Listeria in 0.9 percent (63 cases), and Vibrio in
0.2 percent (17 cases). ' . : : ‘

An :
importa’

FoodNet: Cases, by month of collection, all sites 1996
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How Data Will Be Used

FSIS, FDA CDC and the project 51tes will use FoodNet mformat10n to monitor the 1n01dence of
" -foodborne diseases in the United StatesFOutbreaks identified during this surveillance project will be
investigated and appropriate control measures taken This system will help 1dent1fy new and emerging
foodborne pathogens.

FSIS will use the pathogen data to evaluate the effectiveness of new food safety programs and
‘ regulatlons in reducmg foodborne pathogens on meat and poultry. In July 1996, the Agency publisheda -
final rule requiring meat and poultry plants to begin implementing pathogen reduction and hazard '
" analysis and critical control point (HACCP) systems to reduce microbial contamination. The rule
“mandates microbial testmg for Salmonella to verify the effectiveness of HACCP procedures in reducing
_pathogenic orgamsms in meat and poultry ' :

FDA pubhshed a final rule 1mplement1ng HACCP prmc:1ples for seafood in December 1995 The

- provisions of that rule took effect on December 18, 1997. FDA will include data from FoodNet inits

. evaluation of the effectiveness of HACCP systems as well as other food safety interventions in reducing

~ foodborne pathogens in ceafood dalry products fruits and vegetables and to develop future food safety -
programs. : :

: http:ffww'w.fsié.usd_a,gdvaA/bacl;grouhdfbfeodnet.htm - o 11‘/21'/2000 '
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The Futhre of FdodNet :

For the project to be successful, data must be collected over a number of years to chart national trends
and consider the effectiveness of control strategies. The data at this point are very preliminary and
“cannot be relied upon as an accurate indiCatdr of either the prevalcnce of foodborne illness or its causes.

Beginning in fiscal year 1998, all 51tes will participate in a case-control study for Campylobacter
" infections. Previously, the case-control studles were limited to Iaboratory confirmed cases of Salmonella
or E. coli 0157 H7. :

For More Information... ' o | - K
. Technical Inquiries: o  Peggy Nunnery (2925 501-7515 |
‘Media Inquities: - - . Jacque Knight (202‘)‘7210-911‘3
| Food and Drug Administration: = ' Judith Foulke (202) 205-4144
Centlersfoi‘_Disease Cont'roi ar_id Prevention: - Tom Skmner (404) 639- 3286
Consumer 1nq1iirie§: o o | : USDA's Meat and Poultry Hothne 1- 800—535-

4555, orin Washmgton DC: (202) 720- 3333

' FSIS Web site: - A . http; //www fsis.usda. govi

" This backgrounder is alsb avéilable at the FSIS Web site at:
http:f!www.fsis.usda.g‘:ov/backgroundfbfoodnet.htm

) Additional mformatlon about the Foodborne Disease Active Survcﬂlance Network is available at:

H/ www fsxs usda.gov/( lPHS/fSlsrepl htm

Backgrounders Menu | SIS Home Page | USDA Home Page
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" Release No. .0123.98

Remarks

| i op o o
- SECRETARY DAN GLICKMAN -

TURNING THE TABLES ON FOOD-BORNE ILLNESS'
NATIONAL PRESS CLUB -- MARCH .19, 1998

Good afternoon.,Not'too long ago, I was at an event where Cokie
Roberts was the emcee. When she introduced me, it was after a dinner, and
she got up and said she watched me eat the whole time, and everything I ate,
- she ate, because she knew 1t would be safe. .

That's a rlskyistrategy. You could galn a few pounds. I've alwaYs said
that even though I wasn't a farmer (I just represented them as a Congressman
from Kansas for 18 years), my training for this job started at an early age
N 51tt1ng at my mother's table with her saylng, eat, eat, eat.

I enjoy a good meal, and even as a person who works constantly on food
safety issues, I can honestly say that I enjoy my meals with the confidence
and peace of mind that comes w1th knowing that America does indeed have the
safest food in the world. Yes, it's true, more and more today we eat the ‘
world's food. But we do a good job of making sure it's safe, -and thanks to
~~Pre31dent Cllnton,'we are- taklng our food safety efforts to a whole new
level : - :

_ You know, when I was up for thls job my conflrmatlon hearings focused
on things like wheat and cattle prices, dairy and crop ‘insurance reform.. But
when I ‘took this job, my mother gave me one plece of adv1ce Dan, ' she
sald just make sure the food is safe : E

] Everywhere 1 go, food safety is what's‘on'people's'minds. Folks

~ literally walk up to me on the street and ask, - how do I cook a hamburger .

‘right?' You know, a research group asked folks what stories they followed = -
most closely last year: 1) Princess Diana. 2) Irag's chemical weapons. 3)

the Hudson Beef xecall L ' o

Consumers understand how 1mportant this is; they want government to do
'more but they also have confidence in their food supply. . and that is rare
‘around the world. When they killed all the chickens- due to the bird flu
" epidemic in Hong Kong, consumers there cut poultry purchases in half. With
" the mad cow problem in Europe, beef sales there dropped by 40%. What was the
" market- 1mpact here durlng last Year s hamburger recall? Nearly zero.

! Folks today have: thelr qualms with government but. not when it comes’
to food safety:. In this ‘arena, people unanimously want - ‘a- strong government.
‘It may get smaller . overall, it may do less, but people always will ‘look ‘to
government to protect them in ways they cannot protect themselves. maklng
sure the alrplanes we fly in are safe,. maklng sure our . nation is secure,
making ‘sure the banks that hold our llfe savings are’ solvent, maklng sure

 the food we: feed our famllles is safe. A b ‘ - :

You. know, tomorrow is. Natlonal AgrléultﬁrelDay which is news to most
folks. As we've noved ‘from an agricultural to an 1ndustr1al service economy
where only 2.percent of our people work directly on the farm,vour publlc
perception of agriculture ‘has come to border on science fiction. It's sort
of 11keestar,Trek where a computer magically produces whatever food you -

. . oy X . R v
., .
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desire.

Our lives in Washington.don't seem so far off from that futuristic

. scenario. Here in our nation's capital, .it's the dead of winter. But if you

step into 'a Safeway or Giant or Fresh Fields, you'll find a tropical

- paradise ‘of fresh fruits and vegetables -- along with abundance of every.

kind -- meat, poultry, seafood -- whatever you want, whenever you want -it.
Americans also spend less of their income on food than any other

people in the world -- .about 11%. In China, it's 50%. This abundance and

affordability -- along with a stréng U.S: economy -- affects everything from

our waistlines to our -health. We're a heftier people today. We're also

"healthier. Last week the National Cancer Institute annocunced the first
‘decline in cancer rates in 60 years. One reason cited was 1mproved diets,
. 1nclud1ng more fresh fruits and vegetables : ' :

Yet today, we also know that more than 9,000 Americans die every year
from foodborne illness. Turning the tables on foodborne illness requires
responding to a complex web of trends: new, more virulent, more drug-resistant patho
how we process and distribute food; we're: eat1ng more outside the home --
40% of the American food dollar today is spent in restaurants, paying others
to prepare our meals; we eat food from around the world; and, we have a
growing senior populatlon whose immune systems are- more vulnerable

We face a far more complex ‘food safety challenge today It is one that
requires everyone -- farmer, rancher, scientist, publlc pollcy maker,

-processor, shipper, grocer, - cook -- to do thelr part

We've made progress. This time last century, more U.S.'troops died in

'the'Spanisthmerican War from eating contaminated food than from battle
. wounds. A few years later, Upton Sinclair wrote The Jungle,' which pushed

America to enact its first meat and poﬁltry safety laws -- really.our first
consumer protectJon laws This. book also launched the progressive movement
here : : : ’ :

When Sinclair published his book, then-Agriculture Secretary James

. Wilson wrote to the Postmaster General saying-it was the most scurrilous

slander he d seen, and could the Postmaster instruct his dellvery folks to

'_prevent its’ dlstzlbutlon° e We have come a long way
Like that first consumer groundswell, what President Clinton -- with-
the strong support of consumers and by and large the food industry -- is

"doing I believe will go down .in ‘history as one of the most 51gn1f1cant
‘consumer and publlc health v1ctor1es ‘of this decade.

Like Slnclalr s book affected the people of ‘his time, we had our own
shocklng, unlfylng catalyst for change. President Clinton took office the

. same month the Pacific Northwest E. coli outbreak began, when hundreds were

sickened and four young children died. That tragedy united government,
consumers, 1ndustry and the publlc health community behlnd a food safety
revolutlon ,

USDA now has- an independent, - arms- length Food safety and Inspectlon
Serv1ce-—— the largest food safety agency in the world -- staffed with some
of the best pubch health sc1ent1sts in the world. Their core mission is

' . preventing foodborne disease. Just a few’ years ago, these folks worked in
_the same agency that markets U S. agr;culture,_Now, they are totally"
.separate : : B : :

s
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We banned the sale of hamburger contaminated with'harmful'E coli.
This decision has kept millions of pounds of unsafe food off the market but
1t was hlghly controvers1al at the time.

President Clinton has invested heav1ly in a state-of-the-art
surveillance system that allows doctors and scientists to do in 24 hours
what just a few years ago took two weeks. Instead of conductlng hundreds of
hours of tedious lab work, doctors now can enter the DNA flngerprlnt of a
pathogen into a national database and quiokly search for vital, ‘life- sav1ng
information. It's like the system law enforcement uses where they scan
suspects’ fingerprlnts into a computer to get their criminal records. On our
‘system, scientists can get a similar. rap sheet' on'avpathogen3—— everything
from its link to ‘an outbreak, to known ‘sources, to the toxins it produces.

In the Pacific Northwest, before .we. had this rapidfresponse,'732
people became ill before we zeroed in on the cause. Last year, we stopped
the Hudson outbreak at 16 illnesses. '

,This_Administration also put the safe-food-handling instruction
stickers on the meat and poultry you buy at the grocery.store, and we have
education campaigns that promote basic in- kltchen safety practices -- like
washing your hands, and storing foods at proper temperatures

. In fact, President Clinton's Food Safety.Initiative works at every
.point. from farm to table to secure food safety. And, he's asking for an -
extra $101 ' million to- advance inspections, fruit and vegetable safety,
cutting-edge research, consumer: educatlon and natlonal survelllance

~This year, we also startedfa new_approach;to meat and poultry
inspections. For nearly a century, inspectors had to lock for contamination,
even though many dangerous threats in our food supply are invisible. Now, we
use technology to go after these hidden dangers. There are regularntests for
E. coli and salmonella, and we require plants not just to catch
contamlnatlon but ‘to close safety gaps. :

This is a major cultural'change._Our public policy now makes it
crystal clear that industry is responsible for producing safe food. In fact,
they have prlmary respons1b111ty It's not just up to inspectors to catch
unsafe food It's not just 'up to consumers to-cook their: meat thoroughly,
and wash their fruits and vegetables well Industry, also, is responsible
for produc1ng safe food ‘ ' -

This is a profound and pos1t1ve step, but it must be taken firmly.
Most in the industry are eager to.rise to the new safety standards. They '
know safe food sells. They are 100% committed, and they are the first. to
' tell me that some in. the 1ndustry do not meet their safety respon51b111t1es

N The experts agree. They ll tell” you :it's the few folks who drag thelr”
"feet on the little things that time and agaln wind up. cau51ng the major
public health- incidents.. I've asked Congress for the authority to fine them
for putting the public's health at. risk. Right ‘now, all ‘USDA can do is drop
what I call .the atomic bomb' -- shut a plant down. That's an. action that
affects people's livelihdods, and it is only taken in extreme cases. But I ,
.don't think our food safety efforts should solely focus on the lowest common -
denominator. Flnes tailored to the seriousness of the offense would allow us. -
to get folks' attention, and fix minor ‘flaws before. they become major '
Problems( - ' ' e ' ' : ’

. Most folks are surprlsed when I.tell them USDA doeslnot have this
authorlty, and they are shocked when I'tell them_that,no.one in ‘government
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"can order a recall of unsafe food ... It's true. While industry by and large
" acts in good faith, what concerns me is the changlng nature of the food
business. Take hamburger plants. The big guys can now produce upwards of a
.million pounds of product a day, and ship most of it wvirtually overnight
across the country : : : ' . '

When We ask for a recall. We have no assurance that every corner R
store, every retail outlet, every distributor will‘act and act quickly We
don't even have mandatory notification. Days can go by before USDA is even,
"informed that ‘the public may be at risk. This is a terrible situation to be
in. during an outbreak when -every day, every hour that goes by’ without action
. someone could get sick or worse.. : '

~ This is way out of step with Amerlca ] strong consumer protectlon _
laws. After all, if ‘I sold an unsafe toy. or car, other government agencies
“could order a-recall, and fine me for putting people -at risk. USDA can fine.
people under various statutes: sell a cat without a 11cense, abuse 'a circus elephant
fine, fine. Yet, if you produce unsafe food -~ the only one of these items that puts.-
flnanc1al penalty

I'll let you draw your own conclusions why. I'll just say that not once-has a c
said, don't let government protect me from unsafe food.' There's a bill before Cong
Food Safety Enforcement Enhancement Act -- that would glve USDA these powers
-- fines, mandatory: notlflcatlon, and the power to order a recall if a ’
voluntaryfrecall fails. :

We' re also in a new flscal env1ronment today The Amerlcan people want
government to do-more on 'food safety -- more inspections, more research,
more -consumer education -- -and the’ American people want a balanced budget.
" Given these conflicting demands, we -have to find new ways to appropriately
fund the most'critical_functions of government. How can we do this?

Well, the entire Nuclear Regulatory Commission is funded through fees
for services rendered to the industry. The Food and Drug Administration has
ifees for safety evaluations of pharmaceuticals; there are safety fees on the
" railroad and airline industries. Thé Administration wants the entire Federal
Aviation Administration funded through user fees. And, when chemical .
companies .register new pesticides with the Env1ronmental Protection Agency,
" they are charged for the work EPA - has to do to énsure thelr product can
: safely be used on our food. - ‘ :

_ ' In each of these cases, safety is a company's most valuable asset.
>Industry should not look entirely to taxpayers to safeguard it. 'And,
‘relative to these other proposals, USDA is asking for a mere pittance: less
than one penny a pound} How much are you willing to pay for safe food?

' We also need to challenge more state and local governments to adopt

EE the food code -- ‘which is a unlform set of food safety guidelines for the

~links in our commerc1al food cha1n that are prlmarlly overseen by state and
local Jurlsdlctlon -~ that is, the'1 million restaurants, grocery stores
and .cafeterias in this country.:The food code is our'top'scientists'best
recommendations for one high- standard of safety. I' d like to see it in.
actlon across the (ountry .

We-must_keep challenging'industry to step up to the plate. I give them
a lot of credit. I see the cattlemen here today. They've invested millions
of dollars in food safety research. Some in the fast-food' industry have set
their own standards over and above government's. 'If you compare -today's food
safety revolution to. Sinclair's, the biggest difference is industry. ThlS

- time around they are prov1d1ng real leadership, and taklng thelr
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responsibilities seriously.

'
i

wWhen you look back on what this Administration has. done to date, you
‘see government catching up with science -- using what science knew to raise
. the bar of food safety. When we look ahead, the next great frontier is
" pushing the boundaries of what SCience knows and can do for»us.

) I sat ‘on the frofit row at the Presrdent s State of the Union speech.

' The biggest applause he got was when he announced that he ‘would seek. the
largest funding increases in history for the National Science Foundation and
the National Institutes of Health. He got this applause because every Member
of Congress. understood the importance of this work to people‘'s lives. The
same is true for food safety research and . President Cllnton has been '
generous in hlS funding. ,

Science is the next greet food safety frontier, and without question,
our greatest weapon in the battle for food safety is new technology. Earlier
this decade, scientific‘advances enabled us . to beat back Listeria. Now,
~ scientists see glimmers of hope that we may be at a turning point on E.
ooli Today, ‘I have an exciting breakthrough te amnounce on the salmonella
front -- one we hope may prove jUSt the tlp of the 1ceberg in a new food
safety revolutlon

ThlS week, USDA recelved FDA approval for a new ant1~salmonella spray
" that ‘has proven up to 99.9% effective in ellmlnatlng salmonella in poultry.
Scientists know that naturally occurring organisms in adult chickens are
- highly successful in warding off salmonella. This means:the bacteria's usual
window of opportunlty is when the chicks are young. This new product allows
poultry producers to mist young chicks with these good organisms. The chicks
then do their preening, which gets the good guys into their system and keeps
the salmonella out. And, as long as the spray gets on the CthkS before the
salmonella, they will be salmonella free.

o We tested 80,000 chiCks. The presence'of salmonella was .reduced to
zero with just one spray right .as they hatched. I have also directed that we
proceed with the next stage of our research which will focus on breeder hens
to see if we can prevent salmonella from passing from a hen to her eggs. We
.. are very qptlmlsth about thls,’and it w1ll brlng us even closer to a 100%
:'solutlon ' '

We are also now seeking to apply the same principle in cattle and hogs
-- which’ holds the promise of" openlng up ‘a whole new world for preventlon of<
vfoodborne illness. . . o

- This is a major milestone for food safety But I do want to make clear
that proper processing and safe in-kitchen preparation remain essential. I
also want to give a world of credit to Donald Corrier and David Nisbet .of
USDA's Agricultural Research Service .lab in College Station, Texas, along
.with all_of their partners in this piOheering effort. |

"Our scientists stand on the verge of many more. breakthroughs. They are
looklng into the origing of campylobacter -- which is the leading cause of
1‘food borne illness in our nation. I should point out that preliminary data

.on our salmonella spray indicates. that 1t flghts campylobacter, too.,

There are a rumber of folks convertlng Gulf War technology to, food-safety uses.
pregnancy tests -- that would go on your ‘julce cap or other food packaglng :
.and glve you a clear sign if your food has been contamlnated

We need to encourage these‘advancest That meansvmore‘funding*for'food
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sefety research, and it means a more strategic, coordinated use of these
-funds -- making sure that every project fits into a natlonal food safety
strategy driven by the: publlc health experts :

I w1sh I could stand here today with a simple solutlon to the food
safety challenge -- you know, some .magical: 5-p01nt government plan that
would make foodborne illness go away. But that's not something goverrmment
alone can do. This President and this Administration- have done more than any.
before us to improve.the safety of America's food. Together with farmers and
rahChers, with the food industry,‘with'the public health community and the
research community and the consumer community, I believe we are turning the -7
" tables on foodborne illness -- setting the nation on an irreversible path
toward a safer food ‘supply and a healthier American people.

~Thank youl
#

NOTE: USDA news releases and media advisories are available on the Internet:
Access the USDA Home Page on the World Wide Web at http://www.usda.gov

'

http://www.usda.gov/news/releases/1998/03/0123 .- 11212000
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TO FSIS ADM

. DEPARTMENT OF AGRICULTURE
' OFWICE OF THE BEORETARY
. WABHINTON, D.C. NGRSO

~ mmmummmsmwmy
T EYBEMPLOYERY
SUBJECT:  HACCP IMPLEMENTAﬂON

- Ayearandnhalfago,lnongtammedthemplqymoﬂhemod&fetymmm )
Bepvice for a landmark sccomplishment—the issuance of a new ruls on pathogen reduction and
- HACCP aystems for meat and poultyy production to greatly enhance food safety. The new mls
.moluﬁnﬂzd&wmmmwmwmdmulwymdmmmg:ﬂmdmqumu .
. mmmtrytotakmgmtamponmhhtyforthesaﬁtyoﬂmmdum |

- an, aﬂ:sr 18 months ofmtmivapmpmuanonyomm SSOP’s are mplm sndyou
- _hawbegmhnpﬂmmﬁngmdeafm&nsHACCPhlwhmckmdpaﬂﬁvmm
- peocessing plants acrogs the country, On behalf of Pregident Clintons and myself, I would like to
| mmmymmmmuummmmammmwmmmm
mﬂﬂshamoemmm&amﬁwmmdpmlw ' |

Imtwmmmmwnmmmmmmemm .
- mmofmwmmmmmmmmmmmam For almost
100 years, Federal inspectors have played an easentisl role in protecting American consumers -

and will contintie to do so. HACGNanotabomdsanthemmbmometommabout
diminishing the role of the Federal inspector, Many of you will play an expanding rolein
evaluating industry’s ability to maintein effective SSOP and HACCP systems. Othevswill -
continue to directly inspect product, including performing vabuzble organolaptic examinations,
. Sunothmwhemdeplayedmemyamothaimpmmodufdymdmmmpmmw

- .achvxﬁesmmidaplm y |

. %mumccuqmdmmmnﬁmm'smmmmmwhnmm ,
 will contizme to have a job with BSIS, Some joba may be in different locations, may require new

fraining, and may even support & higher grade, ut every position will play a vital role in our

food safety mission, FSIS inspectors oan cantinns to taks edvantage of agency-funded

sducational opportimities to enhanes their skills for their fisture roles with FSIS. ngudlesauf

thnlocuﬁonorapeniﬂoaetnfduﬂmmdm%ﬁemlaofﬁeﬁmwmmﬂw

mmwmmmmmmmmmmmm ‘
. progeams to protect the publio from food-boms iliness, Fondagfetyiaonenﬂ’mmdmtc}lintons'

AN EQUAL OPRORTUNITY EMPLOVER
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centyry. AsItravel around the country, I gepse move pblip intersst in cur thod safety agenda. -

and acormplishments than any time in the history of gur Departroent, It is amlmditbounr
Fsmmmmmmammmmmmemmm

AlLFSIS mploymmvms:ians. labmtmy personnel, support staff, and compliznce
offloers—join inapeotats in helping to protect the public heajth, I commend the emmployves of
SIS for being ontitanding examples of the very best the Federal Government hos to offer. The -
mmmmmFSISmenmfoodufawisingmdhmds Thank you for your ,
contimuing dedication,
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DEPARTMENT OF AGRICULTURE
| OFFICE OF THE SECRETARY ‘
WASHINGTON, D.C. 20250

TO: . | (‘»ee Dlsmbutlon Lrst)

‘FROMI: ’ Cathenne E. Woteki Q@Qo AP[I? 30 '19‘98"
_ Under Secretary c : o
' Foed Safety

SUBJECT' - USDA Feed ErrrergenCy Rapid Responée & EvaIuation Team .

, ~As you know the Secretary of Agnculture has made improving feod safety a hrgh personal
priority. As part of his commitment, on April 22 he issued a directive (attached) charging me

with the responsibility for organizing and coordinating the work of an intra-departmiental Food
Emergency Rapid Response & Evaluation Team (FERRET). The Team will be responsible for
recommending to the Secretary and Deputy Secretary of Agriculture (1) a plan that would
enhance USDA’s capacity to respond rapidly to food safety emergeneles as they might arise, and
(2) a long-term strategy for preventmg food safety emergenc1es

The Secretary has asked me to chair a Team whose membership also would include the Under
Secretaries for Food, Nutrition, and Consumer Services; Farm and Foreign Agricultural Services;

~ and Research, Education, and Economics; the As51stant Secretary for Marketmg and Regulatory
Programs; and General Counset

Additionally, he has asked that — as appropriate — the Team involve in its work the Under
Secretaries for Environment and Natural Resources and Rural Development, the Press

Secretary s Office, Office of Legislative Affairs, Office of Budget and Policy Analysis, Office of
the Chief Economist and Office of,lntergovernmental Affairs, as well as appropnate
representatlves from FDA EPA, and CDC. : :

. The Seéretary and I need and value your active partlmpatlon in the Team’s work. My office will
~be calling you shortly to nottfy you of our ﬁrst meetmg \

Attachment
DISTRIBUTION LIST
Shirley Watkins, FNCS o . Gus Schumacher, FFAS
Miley Gonzalez, REE = - . Mike Dunn, MRP
~Charlie Rawls; OGC C ~ - Jim Lyons, NRE
---Jill Long Thempsozn,-RD : o ' Tom Amontree, OC
Dave Carlin, OCR - .. Steve Dewhurst, OBPA -

Keith Collins, OCE - | ~ Maria Hernandez, OIA -

. S -
AN EQUAL OPPORTUNITY EMPLOYER
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DEPARTMENT OF AGRICULTURE
OFFICE OF THE SECRETARY '
WASHINGTON, D.C. 20280

APR '2 2 1098

'MEMORANDUM FOR: Catherine E. Woteki

Under Secretary - | Y ’
Food Safety ‘ :
FROM: | o Dan Glickman -~ *
~ -+ Secretary Of Agriculture
SUBJECT: ‘ o USDA-Fo.od Emergency Rapid Response & ‘Evaiuation Team

Throilgh this memorandum, I am charging you, as USDA’s senior food safety official, with the

~ responsibility of organizing and coordinating the work of an intra-departmental Food Emergency

Rapid Response & Evaluation Team. I am directing you and the Team to develop a plan which the
Department can use (1) in responding quickly and appropriately to food safety emergencies as they
arise, especially those which cross agency jurisdictions, and (2) to evaluate our emergency episodes

‘and use what is learned to improve our long-term strategy for preventing food safety emergencies,
~ particularly by returning that information to the appropriate mission areas for evaluation and action.

The Team will be our coordinating mechanism for developing departmental responses to food -
safety emergencies, and will advise on food safety issues that might-arise from emergencies. Such
timely, accurate information, developed from an objective, well-coordinated response team will
enhance the public health, protect consumers, while at the same time informing the marketplace of

) problems which need to be addressed for the benefit of all. ‘The Team will make recommendatlons

in these areas to the Secretary and Deputy Secretary of Agnculture .

Team mem‘bershlp should include, but not be 11m1ted to:

Under Secretary for FOOd Safety (Chair)

~ ‘Under Secretary for Food, Nutrition, and Consumer Services -
- Under Secretary for Farm and Foreign Agricultural Services

Under Secretary for Research, Education, and Economics
Assistant Secretary for Marketing and Regulatory Pro grams

‘General Counsel

~As appropnate I also would ant1c1pate your mcludmg the Under Secretarles for Env1ronment and

Natural Resources and Rural Development, the Press Secretary’s Office, Office of Legislative

__ Affairs, Office of Budget and Policy Analysis, Office of the Chief Economist and Office of
~.Intergovernmer1tal Affairs.~The members of the team will utilize staff from their own mission areas
as necessary and appropnate to provxde mformatxon, advxce and counsel to themselves and the team

as-a whole,

AN EQUAL OPPORTUNITY EMPLOYER



A The USDA Food Emergency Rapid Response & Evaluation Team is charged with:

¢ Addressing quickly and appropriately emergency food safety issues that cross agency
' jurisdictions, for example USDA commodity purchases, assigning the highest priority to
. responding to issues or incidents that have the potential of putting families’ and school
- children’s health at risk — a priority that is consistent with the President’s April 21, 1997 -
“Protection of Cluldren From Envuonmental Health Risks and Safety Risks” executive
order, or issues which may arise in other areas of the' department for instance, gram storage E
and mspectlon or other commodity programs;

. Establishjng goals for communicating internally and externally the outcomes of food safety
a issues addressed by the Team, including communication with other government offices,
agencies, and departments; the Congress; school administrators, school food preparers, and
school children’s parents, industry groups and trade associations, members of the scientific
commuinity, and state and county officials, as well as other consumers as appropnate and,
~ the news media. :

. - Lending support to the Federal Outbreak Response Coordination Group (FORCG) initiated -
o _ by President Clinton in May, 1997, as part of his Food Safety Initiative. FORCG will
function as the primary mechanism to improve communications between Federal food

safety agencxes and state agenczes with food safety responsibilities.

. - Producing guidelines and prdcedures for responding to emergency situations.

4

]

In addmon to working with USDA Sub cabinet, expect you to collaborate with your counterparts

at FDA, EPA, and CDC to ensure this department’s timely reSponse to emcrgmg issues and -

' USDA s dctive role i in 1nterdcpartmental activities. -

‘, Th1$ charge to you is effective nnrnechately Please prepare a response to me by May 1, 1998 and
_include an anticipated time line for estabhshmg the Team and producing a document that responds

* ‘to.the items hsted 1in the dn'eetlve :
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Release No. 0295.98
Statement :
_ . . of . o
‘Agriculture Secretary Dan Glickman
on House Introduction of the . .
'Food Safety Enforcement Enhancement Act -
July 21, 1998

"I want to thank Congressmen Baldacc1 for 1ntroduc1ng HR 4266 USDA's
"Food Safety Enforcement Enhancement Act. i '

"This leglslatlon is am 1mportant part of the Clinton Admlnlstratlon s’
comprehens1ve effort to 1mprove food safety. Our broad-based strategy
includes cutting-edge research into the root causes. of foodborne illness,
expanded consumer education, and more nationwide monitoring to control
outbreaks more qu1ckly Most 1mportantly, we have fundamentally 1mproved our
meat and poultry inspection system by focu51ng on prevention and. by
incorporating scientific testlng dlrectly targeted at harmful bacterla llke E.
coli 0157:H7, -and salmonella .

_ "But we need additional ‘enforcement tools to ensure that this new system :
is as effective as possible. As the law stands today, USDA cannot fine a
company for lax safety standards. We can assess flnes for all kinds of other
things: selling a cat w1thout a llcense, abusing a circus.elephant, selling a
potato that's tod small.. Yet if you producé unsafe‘food -- the only one of’
these actions that puts people s lives. at risk -- USDA cannot impose any
financial penalty.  This leglslatlon grarits USDA the authorlty to fine
Vcompanles that v:olate food safety laws

"Tt is time to treat food safety ‘as . seriously as we do any other- threat
to human health. Right now, when a car kills due to faulty manufacturing,
plane engine fails ‘revealing critical safety gaps, or a toy harms .the chlldren‘
i1t was meant to please -- the federal government can act qulckly to remove
them from the marketplace. .Food safety is just as. 1mportant That ' s. why this
legislation requires prompt government notlflcatlon when contamlnated meat or
poultry may have entered the market, and.it allows for mandatory recalls’ when
voluntary means fail to remove - all potentlally unsafe product from the market

. . e . ,

“Agaln, I thank Congressman Baldacc1 and his. 15 co- sponsors for thelr
‘leadershlp on this vital -issue. I look forward to worklng with them on what T
fhope will be a- successful attempt to turn thlS bill 1nto law "

#

Note to reporters: 'The other House_sponsors are Congressmen LaTourette,

Klink, Doyle;, Pomeroy, Farr, Delauro, Ackerman, Allen, Sanders, Hinchey,

Gejdenson, Coburn, Fazio, Kaptur, and Blumenauer The .companion Senate bill,

S. 1264, was introduced.by Senator Harkin on October 7, 1997. TIts. other

" sponsors are Senators Daschle, Leahy, Johnson, Durbln Murray, Moseley Braun,
Boxer, Mikulski, Torricelli, Dodd and Kennedy :

http://www.usda.govinews/releases/1998/07/0205 - 11/21/2000
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by
Secretary of Agrlculture Dan Gllckman
Regarding the WTO's Decision on the.EU. Beef Hormone Ban
May 28, 1998

g
"We are pleased w1th the WTO's flnal ‘decision that the European Union must -
.brlng its ban on meat from animals treated with growth-promoting hormones into

compliance with the WTO Dlspute Settlement Panel and Appellate Body rullngs by .
May 13, 1999 : :

."Thls decision shows that the WTO dispute-settlement process works, even in
the case of sensitive, long-running disputes. The disciplines of the WTO
Sanitary- Phytosanitary Agreement, for which the United States fought long and
hard in the Uruguay Round, have been preserved. Countries have been put. on
notice that they can no longer hide behind measures that have no sc1ent1f1c
basis and are 1ncons1stent w1th obllgatlons to which they have agreed

"U S . beef producers have waited a- decade for thlS day to come "We trust
that the EU will now do the right thing and 1mplement market opening measures
by the WTO- mandated deadline. The United States, and now the WTO, expect
nothing less. . - : ‘ : ‘ : :

# . . '
. NOTE: USDA news release and media adv1sor1es ‘are avallable on the Internet. Access
the World Wlde Web at http / /www.usda.gov "

._i.ﬁ:_" .

* http://www.usda.govinews/releases/1998/05/0224 -~ 11/21/2000
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M]EMORANDUM OF UNDERSTANDING
~ AMONG .
THE UNITED STATES DEPARTMENT OF AGRICULTURE
AND
THE UNITED STATES DEPARTMENT OF HEALTH AN D
HUMAN SERVICES
AND
THE ENVIRONMENTAL PROTECTION AGENCY

1 ]NT]RODUCTION i
A. PARTIES

The partles to this agreement are the Umted States Department of Agrlculture (USDA), the United
States Department of Health and Human Services (HHS) and the Envrronmental Protection Agency

(EPA).
B.BACKGROUND

While the American food supply is among the safest in the warld there are still millions of Americans
stricken by illness every year caused by the food they consume, and some 9,000 a year - ‘mostly the

- very young and elderly -- die as-a result. The threats are numerous and varied, ranging from Escherichia
coli 0157:H7 in meat and apple juice, to Salmonella in eggs and on vegetables to C’yclospora on fruit, to.
Cryptosprodium in public drinking water supphes -- and most recently, to hepatitis’ A virus’ m frozen,

’ shced and sugared str: awbemes ‘

In his J anuary 25, 1997 radio address, Presrdent Clinton directed three Cablnet members -- the Secretary

- of Agriculture, the Secretary of HHS, and the Administrator of the EPA -- to identify specific steps to

~ improve the safety of the food supply. Their May, 1997, report to the President identified several issues
and outlined a comprehensive -new 1n1t1é'1't1ve to address those issues and 1mpr0ve the safety of the .

Natlon s food supply - ~ b ~

One issue addressed in the report to the President was the coordination among federal, state and local
-agencies in responding to interstate outbreaks of foodborne illnesses. This MOU builds on previous
Administration steps to modernize our food safety system and respond to emergmg challenges as well as
créating partnerships and leveraging the resources of federal, state and Iocal agencies as part of the Vrce
: Presrdent S, Natronal Partnership for Reinventing Govemment '

Four federal entities are charged with responding to outbreaks of foodborne illness (for the purpose of -
‘this MOU, foodborne illness also includes waterborne illness): USDA, EPA, and the Food and Drug
Administration (FDA) and the Centers for Disease Control and Prevention (CDC) at HHS. Each of the
four federal agencies has a critical role when a outbreaks occur. CDC's primary responsibility is.to assist
state and local health departments in investigating outbreaks of illness and in identifying the cause of the
outbreak. FDA, the Food Safety and Inspection Service (FSIS) at USDA, and EPA also have -
responsibility for determining whether a product they regulate may be causing illness, and for halting the
spread of 111ness by takmg regulatory action against the suspect products, or wastes (other than-animal

http://www foodsafety.gov/~dms/forcgmowhtml - - 11/21/2000
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manures) that have the potential to contaminate the air, land, or waters used to produce the food product.
. The food product implicated in a foodborne outbreak determines which regulatory agency has primary
jurisdiction: FSIS regulates meat, poultry, and egg products; FDA regulates all other foods including
game meats, bottled drinking water and shell eggs; and EPA regulates water, drinking water from public
. systems and pesticides, and manages organic and inorganic wastes used or disposed of on agricultural
- land. While each entity has clearly defined areas of responsibility, the successful contamment of many
- outbreaks of foodborne illness involves more than one federal entity. -

All states and many 10ca.1 governments with varying expertise and resources share responsibility with the
federal agencies for résponse to such outbreaks and, also, have a critical role. Identification and
investigations of foodborne illness often begin at the community or state level. States and local
governments share with the federal government the legal responsibility for protecting the health of their .

- residents. The majority of foodborne outbreaks occur at the local or state level, however, many

. outbreaks involve federal agency jurisdiction. Illnesses cross state borders, and most foods or food
ingredients are processed or produced in another state or by international trading partners. Federal
involvement is also necessary when contaminated food from a common source has been dlstnbuted to
grocery stores, restaurants and homes i in more than one state. : :

When outbreaks of foodborne 111ness occur, federal agen01es work with state and local health and
agricultural authorities in their investigation and in implemeéntation of control measures through _
consultation, diagnostic assistance, and by regulatory action against the products. In some instances, on-
site assistance is requested by local and state authorities from the CDC to establish the cause of an
outbreak, and from other agencies to help find the source of the problem. For large or multistate
outbreaks, federal agencies play a critical coordination role to ensure consxstency of approach and -
1mplementat10n ‘of needed control measures : :

- C. RECOGNITION OF NEED

‘Although sngmflcant communication already occurs among the federal agencies; among federal state
and local agencies; among the various state agencies; and between state and local agencies, better -
coordination is needed to meet new and growing threats. to the nation's food supply, enhance the level of
‘public health, protectton prowde standards for prevention of future foodborne illness outbreaks, leverage
agency resources and expenence, and avoid duphcatwn of effort and move more qulckly since products -
‘can be widely dtstnbuted B S : :

Further, a critical elevment_ of an effective, rapid response to a foodborne illness outbreak is ready
communication by all the involved parties. Although there are communication systems in place, the
- systems need to be expanded and coordinated to achieve rapid exchange of information and data
between key outbreak response personnel in each agency at the federal, state and local levels and the
' affected food 1ndustty

The repon to the President recommended the establishment of an intergovernmental group, to be known

as the Foodborne Outbreak Response Coordinating Group, to improve the approach to.interstate
outbreaks of foodborne 111ness and develop a national, coordinated outbreak response system.

II. PURPOSE ,' '

A. This memorandum o'f.understanding \("Memorandum")b ar-n’ong‘ the plarties is entered into in order to
form the Foodborne Outbreak Response Coordinating Group ("FORCG"). :

© http/iwww foodsafety.gov/~dms/forcgmouhtml S 112172000
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1.

* B. The ‘purpose of the FORCG is deﬁned by the following goal rnission and objectives:

Ttis the goal of FORCG to 1mprove the approach to interstate outbreaks of foodborne illness, by

. federal, state and local agencres charged with respondmg to such outbreaks.

. ,Toward this goal itis the mission of FORCG to 1nclude federal state and local agencies Wrth

outbreak response duties in the development of a national comprehensrve and coordmated
foodborne illness outbreak response system.

“This mission will be accomphshed by subscribing to the followmg management objectrves whrch
“will, in-turn, guide FORCG:

. a. FORCG w1ll review and evaluate outbreak response at the federal agency level (among

agencies), including cooperation among federal agencies and between state and local agencies and
affected industries. FORCG will identify areas where efficiency can be gained and make specific -

~ recommendations for improvement. FORCG will work with federal, state, and local governments,

- the food industry, health professionals, and consumer-advocates to implement beneficial changes.

b. Standard operating preCedures will be developed for the rapid exchange of data and information

- associated with foodborne illness outbreaks between involved agencies and for dissemination to.

. the publrc The procedures will cover the exchange of data and information associated withan .

_ outbreak and will complement systems estabhshed for exchange of information about day -to-day
- occurrences of feodbome illness. » : :

c. A natronwrde survey w1ll be conducted to catalogue exrsnng state and local food safety program o

* _ infrastructures.

d. Workrng groups will be established to develop recommended procedures for outbreak response

~_ coordination between federal and state agencies, and between state and local agencres levels to

1rnprove the coordmated response to mterstate outbreaks

- L ORGANIZATION AND MEMBERSH]P

A. Under Trtle , Sectron 204, Subpart (a) of the Unfunded Mandate Reform Act of 1995 Pub. L. 104—
4, elected state officers, or their desrgnated representatives with authority to act on their behalf, may .
meet with federal officers to exchange views, information, or advice relating to the management or ,
implementation of federal programs established pursuant to public law that exphcrtly or inherently share
intergovernmental responsibilities or administration. The parties, therefore, agree that all members of

' FORCG will be federal officials or state employees w1th the reqursrte authorrty

-B. FORCG w1ll have the followmg rnembers

'1.;

Two representatives from USDA: The Under Secretary for Food Safety and the Adrmmstrator for
FSIS, or therr desrgnees : .

Four representatlves from HHS: The Assistant Secretary for Health the Comrmssroner of the

- FDA the Director of CFSAN and the Director of CDC, or therr desrgnees

Two represeutatwes from EPA: The Assistant Admmrstrator for the Ofﬁce of Preventron
Pestrcrdes and Toxic Substances and the Assistant Admrnlstrator for Water, or their desrgnees

http://www foodsafety gov/~dms/forcgmouhtml . © 11/21/2000
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4. One state employee who is a representative of the Association of Food and Drug Officials. ..

5. One state employee. who isa representatlve of Natlona] Assocratlon of City and County Health
- Officials. :

6. One state émployee who is a representatlve of the Assocratlon of State and Territorial Public
Health Laboratory Directors. ~ :

7. One state employee who i isa representatlve of the Councﬂ of State and Terntonal
Ep1demlologrsts

8. - One state employee who isa representatlve of the National Assocranon of State Departments of
Agnculture h : ' . E

IV RESPONS][BIILITIES AND SCOPE OF WORK

- A. FORCG will be co—cha;tred by the Under Secretary for Feod Safety (USDA) and the Assrstant
Secretary for Health (HHS). HlS or her desrgnee will fac1htate each meeting. -
B. One member will be desrgnated as the outbreak response coordmator for each department or agency

~ that has a role in an outbreak response. The duties of each outbreak response coordinator will be
‘identified as FORCG develops the overall outbreak response system. HHS will designate the Assistant - -
Secretary for Health ‘as the primary person in charge of coordination for HHS. USDA will designate the
Under Secretary for Food Safety as the primary person in charge of coordination for USDA. EPA will
. designate the Assistant Administrator for Water as the primary person in charge of coordination for EPA
when drinking water is involved, and the Assistant Administrator for the Office of Prevention, -

Pesticides, and Toxic Substances will be the primary person when Pesucldes and Toxic Substances are
mvolved :

V. GENERAL PROVISIONS
A FORCG-i'ii}in meet Bi-monthly

B. This Memorandum may be modlﬁed wrth supplemental written agreements signed by the parties and
can be terrmnated in writing, in whole or in part, by consensus of the pa.rtles ’ :

C. This Memorandum will become effective on the date the ﬁnal signature is affixed hereto

D. This Memorandum is entered into within the limits of the statutory authonty of the partles to the

. Memorandum

o | SIGNATURES . |
Catherine E. Woteki, Ph.D, RD. - David M. Satcher, M.D., Ph.D.
Under Secretary _ - B Assistant Secretary for Health and
Food Safety =~ . - C . Surgeon General
Us. Department of Agnculture R P Department of Health and Human
: 7 » ' : S »Servrces
Lynn R. Goldman, M.D. | - S - Robert Perc'iasepe a

'http://www.fe'odsaf‘ety.getrlédms/forcgmou.htmlD. o | - . ' ';‘4,11/21/200.0
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Assistant Administrator for Prevention, Pesticides, and Assistanit Administrator for Water

Toxic Substances o -~ Environmental Protection Agency -
'Environmental Protection Agency = - L ) S : S
|

' Return to May 22, 1998 Talk Paper

Hypertext updated by ear 1998-MAY-29
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Food Safety and Inspection Service
United States Department of Agrlculture
Washmgton, D. C 20250 3700

Speeches | ' o : ;

Office of the Under Secretary for Food Safety
uU.s. Department of Agrlculture

| The Importance of .Sound Science_ -'

'_Remarks prepared for delivery by Dr. Catherine Wioteki' Under Secrettzry for Food Safety, before a

public meetmg on the President's Natzonal Food Safety Initiative, October 2, 1998, Arlzngton VA.

It's a pleasure. to join my colleagues from the Office of Scrence Technology Policy, the Department of
Health and Human Services, the Environmental Protection Agency, and the Department of Agriculture:
at this very important meeting to begin the development of a comprehensive, strategic Federal food
safety plan :

One of my tasks here today is to talk just a few minutes about the part of the vision statement that
addresses the importance of science. As Neal Lane said n h1s opening remarks, "sound science must

underpin all of our food safety efforts "

Th1s 1S 1mportant for two major reasons. FlI‘St science must guide our program and pollcy dec1s1ons
And second, the application of science holds real promise for major improvements in food safety.
Continued investment in food safety research will provide the information we need to make better
decisions, and it will provide the technologies to prevent—or at least to reduce—foodbome diseases. :

The vision statement says "We work within a seamless food safety system that uses farm to-table

preventive strategies and integrated research, surveillance, inspection, and enforcement. We are v1gllant
to new and emergent threats and consider the needs of vulnerable populations We use science- and risk-
based approaches alongI with publ1c/pr1vate partnershlps

It is clear that. w1th1n such a seamless system sc1ence must guide our food safety prloritles——whether we'

are talking about research, regulation, or surveillance. With scarce resources, we must set our priorities
- in all three areas wisely based on the best science available. What are the most critical food safety -
- threats? What methods will work best to attack them? These are the types of questions we must answer -

through science.

e We also must use science to set good food safety policies For example, science-based HACCP systems

are being widely adopted as a means of preventing contaminatlon from pathogens and other hazards in
meat, poultry, seafood and fruit j _|uices

Unfortunately, we dont always have all of the information we need to make every food safety decision.
. The best we can do is make decisions based on the 1nformat10n we have available today, and 1nvest in
.research that will fill the 1nformation gaps. . ' : :

If we are to achieve the seamless prevention based 1ntegrated food safety system in the vision

-statement, we will need a better understanding of pathogens in food and what interventions can be

implemented farm to- table to help control them
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- By the same token, we need to push forward the scientific frontiers in our understanding of the risks
posed by chemical residues in food and water. We need better methods to estimate exposure and risks to
special groups—such as children and the elderly—that may be more sensitive to the effects of
‘pathogens, pesticides and other hazardous contaminants. We also need to better understand the potential
for chemicals to affect the endocrine, immune, and nervous systems..

At the same time, new food safety challenges continue to emerge as a result of factors such'as changing
food habits, a global food supply, and a changing population. Emerging pathogens are testing our ability
to respond quickly and effectively. Just think about the impact of E. colz 015 H7--a pathogen that was

: vrrtually unknown 15 years ago but is now a household name. .

A critical review of the federally-supported portfolro. of food safety research has already begun through

the National Science and Technology Council and will continue as a result of the new Joint Institute for -

Food Safety Research. But we have a lot of work to do before we can honestly say we havea =

" coordinated and cooperative food safety research strategy and that we are makrng the best use of public- -
private partnershrps to further that strategy o

‘Under the President’s Natronal Food Safety In1t1at1ve I can speak for all the partrcrpatrng agencies when
1 say that we are committed to using science and risk-based approaches to assure the public of the
highest level of safety we can attain. I was also pleased that the recently published report from the
National Academy of Sciences, Ensuring Safe Food From Productzon to Consumptzon, further supports
- the science-based directions we - are takrng - : _

Salmonella Enterrtrdrs

In closrng, I would lrke to offer a specific example——perhaps a prototype—of this seamless food safety
system that uses scienice- and risk-based approaches. It is our strategy to address the publrc health
problem associated- wrth Salmonella Enteritidis in eggs and egg products

Eprdemrologrcal data from the Centers for Disease Control and Preventron showed there was an
1ncreas1ng problem wrth 1nfectrons of Salmonella Enteritidis assocrated wrth these products
A multr drscrplrnary team from govemment and academra conducted a quantrtatrve mrcrobral rrsk
"assessment to characterize the adverse Health effects associated with consuming eggs and egg products -
contaminated with the pathogen and to help us identify interventions that could lead to. public health
- improvements. Through public meetings, the industry, consumers, and the scientific community offered
~data and advice. FSIS and FDA then published, jointly, an advance notice of proposed rulemaking to
initiate a comprehens1 ve and coordrnated process to address thrs publrc health problem.

o Cooperatrve endeavors wrth 1ndustry and other regulatory agencies sharing the responsrbrlrty for food

safety will characterize our approach, now and in the future But this approach wrll only work if we have
N good sc1ent1f1c 1nformatron to work wrth

Public Drscussron Fo‘rmat' :

Now that we have descnbed the three themes contained i in the vision statement, we will be gin, followrng
the break, a facilitated discussion of the draft vision statement. We see the vision statement as a starting

. point, and thus a good place to begrn the strategrc plannrng process
- We are here today to lrsten to you. We want to.receive as much 1nput as possrble from all of our
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constltuenmes This pubhc process is absolutely necessary to ensure that we arrive ata strategic plan

that has a broad- base of support

' We have developed six questions to help fac1htate and provide a framework for the discussion and have o
allocated a certain amount of time for each question. We recognize that many people have requested

time to present their views, and we will be as flexible as we can to honor these requests within the time

~ constraints, We hope you will try, as much as possible, to speak to the six questions.

Twill ask the first question now so that you can begin thinking about 'the answer during the break

'Questlon #1: Does the vision statement accurately deplct an achtevable food safety systern vision? What ‘
mod1f1cat10ns if any, would you rnake‘? )

~ With that question in mind, we will take a 15-minute break.

Further Information Contact ' '
ESIS Food Safety Education and Commumcatlons Staff
Public Outreach and Commumcatlons o
Phone: (202).720-9352

- Fax: (202) 720-9063

Speeches Menu l»FSIS Home Page | USDA HvomePag‘e ~

hetp://www.fsis.usda.gov/oa/speeches/1998/cw_fsihtm . - | 1122172000


http://www:fsis;usda.gov/oa/speechesIl998/cw

C ol

... President's Council on'Food‘ Safety -- : A‘ Page 1 of 4

ts

., Lot

I’resrdem's Cceuncﬂ on Food Safety

! ™
5 a3 ;
W—or., ]
‘?ala,.
LS. Deparument Depar;mem of Health Department
. of Avriculture ¢ and Human Services of Commerce

. Charter |
- December 16, 1998

Article I: Purpose.

~ On August 25, 1998, the President, by Executive Order 13100, established the President's Council on ,

Food Safety ("Council") to improve the safety of the food supply through science-based regulation and

well-coordinated inspection, enforcement, research, and education programs. The purpose of the

‘Council is to protect the health of the American people by preventing foodborne illness through

improving the safety of the food supply by means of science-based regulation and well-coordinated
surveillance and investigation, inspection, enforcement, research, and educational programs. The
Council is to: develop and update periodically a comprehensive strategic plan for Federal food safety
activities; make recommendations to the President on how to implement the comprehensive strategy and
enhance coordination amorig Federal agencies, State, local and tribal governments, and the private
sector; advise Federal agencies in setting priority areas for investment in food safety and developing a

- coordinated food safety budget for the Administration; and to oversee research efforts of the Joint

Institute for Food Safety Research. The President also directed the Council to evaluate and report back
to him on the proposals contained in the National Academy of Sciences (NAS)report on food safety.

"This Charter provides the basis for collaboration among the members of the Counc11 in carrying out its

responmbrhues as set forth in the Executive Order

Article 11: Membersgp

‘The followmg 1nd1v1duals shall be members of the Council:

Secretary of Agnculture,.
Secretary of Commerce,
Secretary of Health and Human Services,
- Administrator of the Environmental Protection Agency,
Director of the Office of Management and Budget, '
Assistant to the President for Scxence and Technologlelrector of the Office of Science and
Technology Policy,
Assistant to the President for Domestic Policy, and
Director of the N atronal Partnershrp for Reinventing Govemment

AW~

o N

- Each member may desrgnate a senior Federal employee to serve as an alternate representatrve to "
perform the duties of the Councﬂ member. : :

‘ Article III: Co-Chai‘r;s_
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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 Techno]ogy Policy, or their de31gnated
alternates shall serve as co- chalrs of the Council. A

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

Article IV: Staff Sup‘ port Serviges .

Staff support services for the actlvmes of the Council will be provided by the Co-Chairs through a ,
Secretariat, which will consist of a senior Federal employee from the Department of Agriculture and one

- from the Department of Health and Human Services. Other members may provide additional staff

support services, as necessary. The Secretariat will facilitate plannmg, coordmatlon and commumcatmn
among Council members A

Article V: Meetings

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

A majority of the Council membership shall constitute a quorum for the transaction of business. All
- decisions made by the Council at the meetings shall be by consensus deﬁned as substantlal agreement as
determined by the chair. : A , -

** The Secretariat will prepare updates of the Councﬂ s activities and make the mformauon available for
- public 1nspecnon and copymg and on the Councﬂ Internet web site. : '

The Council will prepare a report for submission to the President on March 1 of each year. The report

will contain, at a minimum, a description of the Council's activities and accomphshments during the

preceding fiscal year, a description of the planned activities for the coming year, a rev1ew of strategic
: plannlng objecnves and progress made toward accomphshmg those objectives.

Article YI Dutles and Responsxblhtxe};

| The specific respons ibilities of the Council are to:

1. Develop and update penodlcally a comprehenswe strateglc Federal food safety plan ("plan") to
reduce the incidence of foodborne illness and its chronic sequelae by further enhancing the safety
of the nation's food supply and monitoring the impact of these enhancements. The plan will
address public health, resource, and management questions facing Federal food safety agencies .
and will focus on the full range of food safety issues, including the needs of regulatory agencies

- and the actions necessary to ensure the safety of the food Americans consume. The planning
process will consider both short-term and long-term issues including new and emerging threats to
the nation's food supply and the special needs of vulnerable populations such as children and the -
elderly. In developing this plan the Council will take into consideration the findings and ‘
recommendations of the NAS report "Ensuring Safe Food from Production to Consumption” and

- the review of Federal food safety research by the interagency workmg group under the auspices of
the National Science and Technology Counml ‘
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The strategic plan will help set priorities, improve coordination and efficiency, identify gaps in the
current system and ways to fill those gaps, enhance and strengthen prevention and intervention
strategies, and identify reliable measures to indicate progress.

‘The Council will conduct public meetmgs to engage consumers, producers, mdustry food service
providers, retailers, health professionals, State and local governments, Trlbes academxa and the
public i in the strategic planning process

2. Consistent with the strategic plan, advise Federal agencies of priority areas for investment in food
safety and work with member agencies in developing annual food safety budgets for ‘submission
to the Office of Management and Budget (OMB) to-sustain and strengthen priority activities on
food safety, eliminate duplication, and ensure the most effectlve use of resources for achieving the -
goals of the pl(m :

3. Oversee the Joint Institute for Food Safety Research (HFSR) The Council will evaluate the -
reports from JIFSR on food safety research activities and give direction to JIFSR on research
‘needed to establlsh the most effectlve possible food safety system.

4. Evaluate and report to the President on the NAS report, "Ensunng Safe Food from Production to

Consumption", After providing opportunity for public comment, including public meetings, the
- Council will, by February 21, 1999, report to the President on the Council's response to and
recommendations concerning the NAS report and approprlate additional actions to improve food
- safety. .

, Article VII: Committees

The co-chairs',‘after consultation with Counci]' members, shall establish committees of Council members,
their alternates, or other Federal employees, as they deem necessary, to facilitate and carry out
effectively the responsibilities of the Council Such committees shall report to the Council.

The followmg comrmttee shall be estabhshed by the co-chalrs

JIFSR Executlve Research Commlttee

This committee will evaluate the reports from the J]FSR on its efforts t6 coordinate food safety research
and make recommendations to the Council regardmg research needed to establish the most effectlve

-possible food safety system

Article VIII: Web

: The Councﬂ shall. estabhsh an Internet web site. The Department of Agriculture shall be the system

owner of the web site and shall be responsible for maintaining it. The Council website will provide links

~ to websites of all federal agencies havmg food safety responmblhnes

Artlcle IX: Effectlve Date

- This Charter shall become’ effectlve on the latest date affixed below and rnay be mochfled with
supplemental agreements signed by all the members of the Council. :

December 16, 1998
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?  Food Safety and Inspection Service -
7 United States Department of Agriculture
Washington, D.C. 20250-3700

‘Speeches

Office of the Under Secretary for Food Safety
- U.S. Department of Agriculture -

A Farm-To-Table Food Safety Strategy

. Remarks prepared for de[wery by Dr. Catherine Wozekz Under Secretary for Food Safety, before the
Amencan Farm Bureau Federation, Albuquerque New Mexico, January 10, 1999.

* Thank you for the opportumty to join you today to talk about food safety January is always a good time
to reflect on our accomplishments and focus on pnontles for the new year. It's also a good time to be in
New Mexico! : : :

Over the past several years, food safety has received attention at the h1ghest levels of government and by
the pubhc I don’t have a crystal ball but I believe that food safety will continue to receive much
attention in 1999. :

I also believe that the long-term effect of this attention will be to strengthen consumers’ confidence in

~ the safety of our food supply. News about recalls or the identification of a new food safety problem can
- -have some short-lived negative effects, such as reducing consumer purchases of specific products. But
the attention has some positive effects as well, because everyone—government, industry, and the
public—is coming together to make our good food safety system even better. And in surveys, consumers
continue to believe that government food safety agenctes are protectmg them

'Foodbome 1Hnesses are not new, of course. But many factors have forced us to pay closer attention to .
foodborne pathogens as a health nsk

| First, is the growmg knowledge about pathogens how they are transrmtted through food, and their role
in causmg disease. '

Second, new pathogens are emerging. Pickup a microbiology textbook from 20 years ago and you
~won’t even find mention of E. coli O157:H7. Shigatoxin is another pathogen of concern.

Third, our population is aging, and the elderly and immune~<‘:ompron1ised are two groups that are -
growing in numbers and are more susceptible to foodborne diseases.

~ Lastly, several factors are creating opportunities for bigger outbreaks, including concentration in the
food industry, increases in imported foods, more convenience foods that are prepared in advance; and a
population that is not as savvy as our grandparents when it comes to food preparation. Calls to our toll-
free Meat and Poultry Hotline show that consumers still need the basics on what temperatures to cook
their turkeys and how to safely store leftovers

One thing is clear-foodbome illness isa probleni we need to be concerned about. And by "we," I mean
everyone 1nv01ved n food production, processing, distribution, and preparation. We all have a role to
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play in pre%zenting foodborne illness. You may have heard the statistics about foodborne illness. The

Council for Agricultural Science and Technology (CAST), based on data from the Centers for Disease
Control and Prevention, estimates that annually, 6 to 33 million Americans become ill, and that
foodborne illness contributes to the deaths of perhaps 9,000 persons each year. The economic impact of
foodborne illness, in terms of medical care, lost wages and associated costs, is $5.6 to $9.4 billion per
year. ‘ : : '

And we must remember that foodborne illness is not just a minor digestive upset. It can result in very
serious, life-threatening health problems such as Guillain-Barré Syndrome, which is paralysis associated
with Campylobacter, and Hcmolytlc Urermc Syndrome-—hfe -threatening kldney damage assoc1ated w1th
E. coli O15T:HT.

'There have been some recent concerns about the statlstlcs on foodborne illness and thelr accuracy The

Centers for Disease Control and Prevention in Atlanta is now conducting a review and will come up
with a revised estimate in the near future. Although it is important to have accurate estimates of the
burden of foodborne illness, we don't need exact figures in order to take action. The fact is, a large
percentage of foodborne illnesses are preventable, and there is a lot we can do to reduce the numbers.

‘Recognition of the preventable nature of foodbomne illness is a major motivation for the President's Food
- Safety In1t1at1ve . : A

Food Safety Strategy

Fortunately, we have a food safety strategy in place that is leading to concrete improvements in focd :
safety. Our strategy is based on two very important points. First, we know that partnerships are critical

-to our success. All of us—government, industry, academia, and consumers—are in this fight against
* foodborne illness together, and none of us can do the job alone.

And second, we must lreep a broad, farm-to-table focus when finding solutions to our food safety
problems. It will require multiple steps, all along the farm-to-table chain, for real progress to occur.

. There is no one quick food safety fix.

Farm-to-Table Strategy : ' o A' | - .

Let me talk about our farm to-table strat’égy ina httle more detail. We believe that each sector in the
food system is responsible for doing whatever it can to improve food safety. We know there are many

~ data gaps when it comes-to knowing how to reduce pathogens. This is particularly true on the farm. But

as science and technology improve, scientific principles for reducing pathogens and other hazards will
emerge. We expect each sector to.take full advantage of these developments to improve food safety.
This is already happening. We are seeing many instances of new technology being used to make food
safer. For example, slaughter plants are using antimicrobial rinses and steam vacuum technology to
reduce pathogens on carcasses. And competitive exclusion products are now commercially avzulable to .
poultry produccrs to prevcnt Salmonella from becoming established in ch1ckens

 Our 1nv01vement in farm-to-table food safety does not mean we believe that Federal regulatlon is needed -

to solve all problems. For example, in plants, where animals are slaughtered and meat and poultry

‘processed; the Federal govemment clearly has the authority and the respon31b111ty to take regulatory
_ act1on .

But the animal production level—that is, on the farm and duri‘ng intermediate stages before animals

- reach the slaughter plant—is an example of where we do not enviSiop a direct regulatory role. Rather,

V'http:f{www.fsis.usda.gOv/OA/speechés/1999/cw__afbf.htm o - '10/18/2000

Rt e VL[ 0t pemane e, 08


http://www.fsis.usda.gov/ONspeechesI1999/cw_afbf.htm
http:anim3.Is

Remarks of Catherine E. Woteki, January 10, 1999 | | A: ’ - Page 3 of 5

we are Workjng with producer groups toward the voluntary application of food safety assurance
programs, based on HACCP principles. At the same time, we are guiding and supporting research that
will tell us what really works and what is practical in real-life situations to make food safer.

We have seen a lot of interest among producers in doing their part. Of course, because women are key
managers on farms, you have a Iarge role’in 1mplement1ng many of these initiatives. I’ll cite some
examples, but there are many more.

For example, producers have joined forces with government agencres in South Dakota to develop a
quality assurance beef safety plan. Feedlots in that state are participating in a pilot project to identify and
manage the critical control points affecting beef safety in feedlots. The goal is to develop an overall set
of guidelines and a protocol for each feedlot to assure buyers that food safety is a priority.

The National Pork Producers Council, in cooperation with government, is implementing a nationwide,
~ multi-step quality assurance program, which includes 10 basic production practices to improve food
safety, herd health and the environment. It has been shown that producers implementing this program
- notonly produce a safer product, but a more profitable and. hrgher quality product

‘And the Beef Industry Food Safety Councrl has developed a research agenda to reduce or possrbly
eliminate, E. coli O157:H7.

= President’s Food Safety Initiative

Food safety received a major boost in 1997, when President Clinton announced his major Food Safety

~ Initiative. In fact, this rhonth is the 2-year anniversary of the President's radio address. The initiative
continues to provide new funds for needed improvements in areas such as foodborne diseases
surveillance, research, inspections; and consumer education. It also unifies the various food safety
initiatives being carried out by Federal agencies with responsibility for food safety. Twelve agencies in
four Federal departmerits have a role in food safety, and seven of these are in USDA. We have been able
to make much progress through this initiative. I W1ll hlghhght just a few areas.

For instance, the FoodNet survelllance network has been expanded under the President’s initiative.
FoodNet tracks foodbotne diseases in the United States and helps public health officials better

* understand the sources of these illnesses® We are learning some important information from FoodNet.
Second-year data indicate that Campylobacter is the most frequently isolated pathogen in cases of
diarrheal disease, whrch has led us to take a number of steps to address the problem

Under the President’s initiative, we also have made progress in respondmg to outbreaks of foodborne
illness. Last year, Vice President Gore announced the new Foodborne Outbreak Response Coordinating
Group, a partnership of Federal and State agencies established to better respond to foodborne illness
outbreaks. We are sharing more information now about outbreaks, coordinating responses with State -
- departments of health and agnculture and we are tryrng to standardrze our procedures as much as

possmle : ,

- We also are nnprovrng 1nspectrons for meat and poultry products by requmng the lmplementatron of

- HACCP—Hazard Analysis and Critical Control Points—Systems in all plants. Under HACCP, plants
identify critical control points during their processes where hazards such as microbial contamination can
occur, establish controls to prevent or reduce those hazards, and maintain records documenting that the
controls are workmg as intended. HACCP has already been implemented in all large plants—those with
500 or more employees This month small plants will be requlred to have HACCP in place, and next
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January very small plants must meet the requiremenfs.'

We also are domg more under the President’s initiative to educate everyone involved in the farm-to-

table chain about what they can do to improve food safety. Our Fight BAC! food safety campaign for

consumers features "BAC," a green, slime-oozing bacterium. The campaign emphasizes four basic
safety food handling messages—Clean, Separate Chill, and Cook. Activities also are bemg carried out
to educate food hand]ers at other points in the farm-to-table cham

' NAS Report

As we continue our progress in these and other areas, we also are having to respond to ma]or concerns.
on the part of Congress about whether we are organized at the Federal level i In a manner to best protect
the public from foodborne illness. In 1997, a bill was introduced by Senator Durbin and Representative

. Fazio to create a single food safety agency. And the House Appropriations committee last year asked the

National Academy of Sciences to conduct a study to determine the scientific and organizational needs of
an effective food safety system. The Academy released its report in August, and the President's Food |
Safety Council, which I will mention in just a moment, is in the process of respondmg to the .
recommendations contained in the report. Specifically, the Academy had three major recommendations.

First, the Academy concluded that an effective and efficient food safefy system must be based in
science. It noted that while many rational, science-based regulatory phllOSOphleS have been adopted, this
adoptlon has been uneven. :

Second, the committee said that Federal statute changes are needed to enable the U.S. food safety

~ system to be based in science. The committee recommended statute changes that would allow

inspection, enforcement, and research efforts to be based on scientific risk assessments. It also

- recommended that Con gress and the Adrmnlstratlon require development ofa comprehenswe national

food safety plan.

~* Third, the Academy said that Congress should estabhsh-—by statute--a unified and central framework for
- managing Federal food safety programs. Under this structure, one official should be responsible for 4
‘Federal efforts in food safety and have control of resources allocated to food safety.

. - President’s Food Safety Council kS

A public dlalogue about what is the best system for ensuring food safety will contmue as we—both

B Congress and the Administration—review the recommendations. In August, President Clinton signed

the order creating the President's Food Safety Council, which he charged with developing a
comprehensive strategic plan for Federal food safety activities and ensuring that Federal agenc1es
develop coordinated food safety budgets each year. One of the Council's first jobs will be to review the
Academy's study, solicit public input, and report back to the President with recommendations on

‘appropriate actions to improve food safety. Of course, Congress, which funded the study, also is
‘expected to welgh in on the recommendations. The Council also will be prepanng a long-range strateglc
-plan and preparing a unified, coordinated food safety budget

' Closmg

Clearly, we have an ambiﬁous agenda ahead, and there will be many upcoming discussions about how
best to improve the national food safety system. Fortunately, there are many points of agreement on
where we should be headed, and they are reflected in the vision statement developed by the President's

’ http://wwiv.fsis.ﬂusda.gev/OAfspeechesll999/cw_afbf.htm S S | 10/18/2000


http://www.fsis.usda.gov/ONspeechesI1999/cw_afbf.htm

Remarks of Catherine E. Woteki, January 10, 1999 o ) o _ Page 5of5

' Food Safety Council:

"We work within a seamless food safety system that uses farm-to-table -

preventive strategies and integrated research, surveillance, inspection, and

enforcement. We are vigilant to new and emergent threats and consider the

needs of vulnerable populations. We use science- and risk-based approackes
_along with publsc/przvate partnersktps

This vision statement will gulde us as we work to meet our goal of reducing the 1nc1dence of foodbome
iliness to the extent possible.

 For Further Information:
FSIS Congressional and Public Affairs Staff -
Phone: (202) 720-3897

- Fax: (202) 720-5704
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President's Food Safety Initiative 2000 o - . Pagelof?

Department of Health and Human Services
U.S. Department of Agriculture
February 25, 1999 '

Backgrounder
2000 Premdent s Food Safety Inltlatlve

For the third consecutlve year, the Department of Health and Human Servxces (HHS) and the
Department of Agriculture (USDA) have coordinated a multi-agency effort to protect the health of the
American pubhc by improving the safety of the Nation's food supply. Through ]omt planning, agenmcs

* can maximize the use of their resources and achieve the greatest improvements-in food safety. This

process began with the May 1997 report to the President, entitled, Food Safety from Farm-to-Table: A -
National Food Safety Initiative. The report recognized foodborne illness as an emerging public health -
hazard that required aggressive government action, identified critical gaps in the food safety system for
controlling or eliminating foodborne pathogens from the food supply, and proposed a strategy for

- closing those gaps.

1998 and 1999 Activities

 The 1998 budget initiative brought much-needed new resources to enhance surveillance of foodborne

disease and outbreaks and better coordinate our response to outbreaks, improve inspections and
compliance-particularly seafood HACCP inspections, target.important new research.and risk assessment
to critical scientific gaps, and strengthen education and training especially of those who handle food at

- critical points from the retail setting to the home. The 1999 initiative built on science-based gains made

in these areas, and placed increased emphasis on ensuring the safety of domestic and imported fresh
produce and imported foods; targeted retail food safety education; transformed traditional meat and
poultry inspéction systems to science-based HACCP systems; and developed sc1ent1ﬁc mformatlon and

. tools to control a greater range of food safety hazards.

2000 Budget Request

 For 2000, the Administration is proposing an increase of $74.8. million for the President's Food Safety

Initiative. Of this amount, $40 million is allocated to HHS and $34.8 million to USDA. The 2000
President's Food Safety Initiative builds on the foundation established in 1998 and 1999. Additional
resources will be targeted to: (1) further develop a nationally integrated, seamless, and science-based
food safety system,.(2) enhance public health surveillance and increase the speed and efficiency of -
responses to outbreaks of foodborne illness, and (3) place greater emphasis on the control of foodborne
hazards in the pre-harvest phase of the farm to-table continuum. Fundlng 1s requested for the followmg

: actxvmes '

Enhance Survelllance and Investxgatlon to Improve Outbreak Response (+$16 4 mlllmn)

: I—IHS (+$16.4 mllhon) The Food and Drug Administration’ (FDA) working through the Centers for
Disease Control and Prevention (CDC) will expand its access to PulseNet and increase outbreak -
- response and associated traceback activities. FDA will begin initial development of electronic
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communication and data sharing systems for use in Federal-State monitoring and traceback activities.
FDA, working with"CDC, will also expand and increase the overall capacity of the National
Antimicrobial Resistance Monitoring System (NARMS) and the number of States covered to assure a
higher probability of detecting emerging resistant pathogens capable of animal to human transmission
and to minimize the occurrence of foodborne outbreaks including those from outside of the United

~ States. CDC will identify foodborne hazards and characterize the risk posed by those hazards, increase
the speed with which the presence of hazards in foods can be determined and controlled, and improve
the accuracy and timeliness of public-health data that justify food safety control programs and evaluate
their effectiveness. CDC will also work with the States to improve diagnostic capacity for viruses and
parasites, and expand the network of States with capacity to interact electromcally with CDC to evaluate
and i 1mprove dlagnostlc practices.

Strengthen Coordmatlon and Improve Efficlency (+$0.5 million):

USDA (+$0.5 mﬂhou) The Food Safety and Inspection Service (FSIS) will assign district
epidemiologists to work with State Departments of Agriculture and Public Health to better coordinate
‘responses to foodbome disease outbreaks and recalls. Efforts will be directed at increasing the speed and
-efficiency of responding to outbreaks of foodborne illness and to prevent further outbreaks. Funds will
provide the specialized training, supplies, technology, and equipment for district epidemiology officers.

. This effort will further ass1st Federal, State, and Local 1ntegrat10n in support of a seamless national food
safety program . :

Expand Inspectlon and Comphance Efforts with Additional Emphams on ngh Risk Foods,
Imported Produce, ar_xd Enhancing Federathtate Partnershlps (+$19.3 million):

" 'HHS (+$16.9 million): FDA will increase inspection coverage and frequency of coverage of domestic
firms, with the highest risk firms being inspected once per year beginning in FY 2001. FDA will
increase the number of inspections of foreign processors and will conduct evaluations of foreign food
productlons systems. FDA will continue to provide training to. State and.local food safety officials and
industry in the effective use of preventive control systems, such as hazard analysis and critical control -
- point (HACCP) systems-especially seafood HACCP systems, and to perform inspections of HACCP
systems. FDA will provide States resources and "hands-on" training to promote the adoption of the Food
Code by retail establishments. f ‘ ‘
A © ,
USDA (+$24 mllhon) In 2000 all State rneat and pcultry estabhshrnents Wlll be requlred to have
implemented hazard analysis and critical control point (HACCP) systems. By that time, the 26 State
meat and poultry inspection programs will be required to amend their regulations to make them equal to
- Federal regulations. To facilitate this transition, FSIS will conduct the pathogen testing required by the
"HACCRP rule of State mspected meat and poultry products in FSIS laboratories. In addition, FSIS will -
conduct comprehensive reviews of State laboratories to validate the ability of these laboratories to meet
HACCP testing requirements. Demonstrating compliance with pathogen testing requirements of the
HACCP rule will be a major prerequisite for permitting interstate shipment of State inspected product.
Assisting States will integrate and unify efforts to create a seamless national inspection program.

Irrlpreve Capabi]ity to Estimate Risks Associated with Foodborne Haiards (+$7 9 million)d' a

HHS (+$1.5 million): FDA wﬂl develop methods for predlctmg the risk assomated with foodbome

- pathogens and will develop partnerships with government, 1ndustry, and academic scientists to conduct
studies that demonstrate comparability of disease across species. FDA will continue a program of -
research in quantltatlve nsk assessment (partlcularly for rmcroblal hazards) that is targeted to address the
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~ limitations in risk assessment methodologies. FDA will continue to build the activities of the
interagency Risk Assessment Consortium that provides a forum for coordination of Federal microbial
risk assessment research. FDA through the Joint Institute for Food Safety and Applied Nutrition
(JIFSAN) will continue development of a risk assessment clearinghouse to better establish government,
1ndustry, and academic partnershlps

USDA (+$6. 4 million): The Agr1cultura1 Research Serv1ce (ARS) the Cooperat1ve State Research,
~ Education, and Extension Service (CSREES), the Economic Research Service (ERS), and the Nat10nal
Agricultural Statistics Service (NASS) will extend risk assessment modeling and data collection to’
include the pre-harvest phase for all foods. Previous risk assessment activities have focused on post-
harvest operations. This pre-harvest modeling is necessary to determine the effects of various production
. practices, processing, and transportation systems on the behavior and subsequent contamination of '
_ poultry, beef, and swine as they are presented for slaughter. A Nationwide survey of fruit and vegetable
producers and packinghouses will be conducted to establish a baseline of agricultural handling practices
related to food safety Data from the survey would be used to target food safety education materlals and
to conduct economic analyses concerning food safety related agricultural practices. -

- Continue to Develop and Disseminate Targeted Food Safety Education Materials (+$2.4 million):

HHS (+$1.5 million): FDA, in cooperation with USDA and other Federal, State, and local agencies, will
develop multi-lingual education programs for food service workers and will implement a National -
education and training program to ensure greater safety in retail food preparation practices, 1nc1ud1ng the
“use of HACCP principles in retail establishments. Efforts will focus on the development of education
materials for educating and training relating to proper storage, handling, and transportatlon practices
identified in the Food Code. In addition, FDA w1ll develop educational messages for using antimicrobial -
' drugs for use in an1ma1 foods. :

. USDA (+$0.9 million): CSREES, will develop educat10na1 programs that target h1gh-rlsk under served
populations who are at increased risk from developing foodborne illnesses, such as the elderly, children,
and immuno-compromised individuals. Food safety education materials will also be provided to very

. small retailers and distributors to increase their awareness of their food safety responsibilities as part of a

‘Nationwide gducation and training program. In additional CSREES will develop and implement training
programs, for producers veterinarians, and crop consultants on good manufacturmg and agr1cu1tura1
practlces that can mmmuze rrncroblal contammatlon of their products.

- Accelerate Food Safety Research (+$28.2 mllllon)

USDA (+$24.5 million) ARS and CSREES will support research projects that will contribute to the -
development of effective methods of handling and treating agricultural products to minimize -
microbiological contamination. Control of animal production practices, 1nc1ud1ng manure manageinent,
will prevent possible distribution of pathogens to crops or other animals from surface runoff and
irrigation waters. In addition, improved detection methodologies will be developed to enable producers
to monitor their production processes for contamination. Research will also be supported to develop the

o knowledge necessary to prevent the development of antibiotic drug resistance. Research results will be

used to develop strategies to prevent both the emergence and the maintenance in food producing animals
of pathogenic and non-pathogenic antibiotic resistant bacteria. The Agricultural Marketing Service - '
(AMS). will establish microbiological baselines for pathogens on fruits and vegetables. This information . -
will contribute to the identification of microbiological hazards and the development of intervention
fstrategles to reduce the food safety nsks posed by these products
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HHS (+$3.7 million): FDA will expand research on methods development and prevention technologies.
FDA will collaborate with other Federal agencies and the private sector at the National Center for Food
Safety and Technology (NCFST) and with academia to translate preventive technologies and techmques
into appropriate versions for use by small firms and consumers. FDA and USDA will expand
mechanisms to transfer technologies to States, small and large firms, foreign governments, consumers,
and others. FDA will expand its ongoing research on the development of methods for detectlng '
foodbome pathogens in ammal feeds. ~ :

PRESIDENT'S FOOD SAFETY INITIATIVE
FY 2000 BUDGET
1997 . 1998 . 1999 . 2000 A IncreaseOver
o S i . Budget - 1999
ACTIVITY —_ L |
| Dollars in Thousands
SURVEILLANCE:
USDA:
Food Safety and Inspection Service - $1,000 $1,500 $1,500 $1,500 - %0
Economic-Resear_ch Service - 32 32 282 ' 285 3
Stibtotal, USDA D S 1,032 1,532 1,782 1,785 3
HHS:
Food and Drug Administration o | 38T 3897 ) 10297 | 6,400
Centers for Dlsease Control and : - 4,500 14,500 || '19.000 29,000 10.000
-Preventlon : e s : .
Subtotal, HHS - - 5237 18397 || - 22.897 39297 || 16.400
_ Subtotal, Surveillance : 6,269 19,929 24,679 41,082 16,403
COORDINATION:
USDA:
Food Safety and 1nspec'tion Service . || - -0 0 0 - .500 500.
Food and Drug Administration - | Z173 || 7723 || - 7723 1723 0
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Subtotal, Cooirdihétioh 7,173 7,723 7,723 8,223 560
INSPECTIONS: |
'USDA:
Food. Séfety and Inspéc’tion Service 0 . 565 10,113 12,513 2,400
HHS: . . o
Food and Drug Adminis;Uaﬁon 173,244 -81.114 _ 105~614 1_2_2.51_4_ 1_6,M
Su;total,-lnspections 73,244 81,67‘9 115,727 135,027 19,300
RISK ASSESSMENT: :
USDA: .
Agricultural Researcﬁ Service i 5,461 4,498 | 4790.9 | 171,309 | 2,400
Cooperative State Research, Education, 145 150 2,612 3,702 1,090
and Extension Service .
Food Safety and Inspection Service . 0 0 A 3,260 3,260 . _ 0
E&'onomic Research Service 33 33 236 686 450
| Na.tiona.l' Agricultural Statistics Seﬁice 0 0 0 2,500 2,500
* Office of thé Chief Ecoromist B 62 60 158 158 0
Subtotal, USDA 5,701 4,741 11,175 17,615 6440
'HHS: o ]
| F_;).od and brug Administration o 2589 6.539 6539 8.039 1.500
Subtotal; Risk Asséssment _ 8,290 1 1;280 1.7,7 1.4 25,654 7,940
' EDUCATION: |
_ USDA_:.
Coopefative Staté Research, Education, 2,365 . 2,365 7365 | 8;28;/ 922
and Extension Service '
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Food Safety and Inspection Service. 0 0 3,659 3,659 . 0
Food And Nutrition Service 0 0 2,000 2,000 : 0
Office of the Chief Economist 27 38 38 38 0
Economic Research Service 420 420 420 || - 420 . , _Q
Subtotal, USDA 2812 | 2823 || . 13482 l 14,404 l T
HHS: , | ' :
Food and Drug Administration 4,800 6,870 6,870 8,370 1,500
‘Centers for Disease Control and 0 0 476 476
Prevention :

Subtotal, HHS 4,800 6.870 7,346 8.846
. Subtotal, Education 7,612 9,693 20,828 23,250 2,422
RESEARCH:
, |
USDA: :
Agricultural Research Service 44,186 50,351 64,959 || :74,279 9,320
Cooperative State Research, Education, 3,724 6,250 14,788 ‘ 23,799 9,011
and Extension Service ‘ o s .
Agricultural Marketing Service e 0 0 112 6.297. 6,185
Subtotal, USDA o [ 47910 56,601 79,859 104,375 24,516
Food and Drug Adnﬁnisﬁation 20793 27,193 27 693 o _3.14323 . 3,700
Subtotal, Research 68.703 83794 || . 107.552 13576 28.216
"TOTAL, INITIATIVE . 171.291 214098 || 294,223 369.004 74.781
| ]\ R - PRESIDENT'S FOOD SAFETY INITIATIVE H :
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FY 2000 PROPOSAL

1997 1998 1999 2000 Increase
Budget Over

TOTAL INITIATIVE N P 1999,

Dollars in Thousands

USDA: -
Agricultural Research SCM;; || sa0647 || $54.849  $6.9,868 '$81,588 _$11,7'20
Cooperative State Research, . 6234 || 8765 |[ 24765 || - 35788 || 11,023
Education, and Extension Service . ' o .
AgliculturalMa.rketing Se’rvice 0 - | 0 IIZJ . 6,297 6,185
,Foi?d Safety and Inspection Ser\}ice ,1’000 _ 2,065 18,532 21,432 2;9l00
Economic Research Service ||+ 485 || 485 038 || . 1,391 453
Office of the Chief Economist - || ~ 89 ||~ 98| 19| . 196 0
National Agricultural Statistics o 0 0| ~ 2500 2,500
Service _ : . , L :
Food and Consumer Service 0 0 2.000 2.000 0
Subtotal,USDA ' 57455 || 66262 || . 116411 || 151,192 || 34,781
HHS: .
,F@'aﬁd Drug Administration o '1o§,336 133336 | 158,33;6 ‘18.8,336.' 30,000
Centers for Disease Control and '7‘-??' 4500 || - 14.500 19476 | 20476'|| 10,000
Prevention _ : . , ’ :
Subtotal, HHS || 113836 || 147.836 || ~177.812 || 217.812 || 40.000
TOTAL, ]NITIATIVE . - '171,291_ 214,098 2§4.223 369,004 | 74,781

www.FoodSafety. gov
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© RESPONSE TO THE NATIONAL ACADEMY OF SCIENCES REPORT,
"'ENSU]RING SAFE FOOD FROM PRODUCTION TO CONSUMPTION"

NAS REPO RT OVERVIEW

Introduction. USDA believes that the Natlonal Academy of Sc1ences (NAS) report, _
“Ensunng Safe Food from Production toConsumption," is a valuable contribution to the -
- ongoing and necessary dialogue on the future direction of the riational food safety system.
The report, inifiated in 1997 at the request of Congress, provides an examination of the
scientific and organizational needs of an effective food safety. system and g1ves us the
opportumty to expand the food safety and public health dialogue. -

NAS‘ Attrlbutes of the Effective Food Sa‘fety System. The NAS Report defines the
operational charge or mission of an effective food safety system as "to protect and improve -
the public health by ensuring that foods meet science-based safety standards through the
1ntegrated activities of the public and private sectors.” Further, the report outlines the five
maj or components or at’mbutes of a model food safety system ‘

1. Sc1ence—based with a strong empha51s on risk ana1y51s or risks deemed to have the greatest
potential impact and mcludmg comprehenswe survelllance and momtonng as the bas1s for
nsk ana1y51s, :

2 A natmnal food law that is clear rat10na1 and comprehens1ve as well as sc1ent1ﬁcally

" based on nsk ‘ - : :

3. A unified mission and smgle food safety ent1ty at the Federal 1eve1 with authorlty and

-resources to nnplement a'science- based policy in all Federal activities related to food safety, .
4. A responswe orgamzanon partnenng with non—Federal partners, and
5 An adequately funded orgamzatlon able to promote the pubhc s health and safety

In cons1denng our present complex multl-faceted food safety system[]cha:ractenzed as
having evolved "plecemeal over a century"ﬂthe report claims that it "is not the product of
planning, and it is often not equipped to anticipate changes. But the situation is not just
_ haphazard; changes in risks have made the system outmoded. The role and organization of -
- government entities have remained largely unchanged and the food safety system has fallen -
behind today 5 needs."” : oo '
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‘NAS Recommendatlons To transform our present system, the Academy proposed three
maJ or recommendations: :

First, "the repOrt concluded that an effective and efficient food safety system must be based on
science. It noted that while many rational, science-based regulatory philosophies have been
: adopted progress has been uneven. : - : :

SeCond, the NAS committee said that changes to Federal statutés might well be needed to

enable the U.S. food safety regulatory system to adopt and use the best science available. The -

~ committee suggested that the statutory changes would allow inspection, enforcement, and

research efforts to be based on scientifically supportable risk assessments. It also -

recommended that Congress and the Adm1mstrat1on require development ofa comprehens1ve
-food safety plan

Th1rd, the authors urged Congress to establish a unified and central structure for managing
Federal food safety programs. It offered four pOSSible structures under which one official
would be responsible for Federal efforts in food safety. Further, the NAS recommended that
Congress should provide the Agency responsible for food safety at the Federal level with
sufficient resources and the tools necessary to integrate and umfy the efforts of authont1es at
. the state and local levels to enhance food safety e

While the NAS report's analysis and recommendations offer much for USDA to cons1der the
Department believes, based on its first-hand experience, that while some further changesin -
authority and a rationalization of resources are desirable, major reinvention or major
restructuring of Federal food safety activities may not be needed to raise the level of food
safety. Existing statutory authorities, which were reviewed and significantly amended in
1994, :are not major impediments to improvement. USDA's current authority provides the
flexibility needed to implement substantial change and improvement. We have most of the -
necessary tools 1mprovements are already emerg1ng

A SCIENCE-BASED USDA REORGANIZATION

A Farm-to Table Strategy

The committee report deﬁnes safe food as "food that is wholesome, that does not exceed
acceptable levels of risk associated with pathogenic organisms or chemical and physical
hazards, and whose supply is the result of the combined activities of Congress, regulatory
agencies, multiple industries, universities, private organizations, and consumers." Clearly this
* definition implies that the safety of our food supply requires that everyone, at every step of
the production process, make a serious commitment to food safety We are all reSponsible._ .

Recogmzmg its respons1b1l1ty, USDA has adopted a farm to-table approach that looks at

- food safety as an integrated and interdependent system. Actions and programs within USDA .

are directed across this food production continuum rather than focused on any individual |
component. Flowever, our farm-to-table strategy recognizes that our statutory authorities'

-2 .
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limit regulatory oversight and enforcement to prescribed areas. . Therefore our strategy relies
‘upon voluntary adoption of quality control programs at the producnon level, and partriership
with states, the private sector, and research and education agenmes to strengthen the base for
such voluntary programs. :

h Discussed below are a number of the more important aspects of the dynamic System that
USDA is in the process of implementing that we feel will more fully explain our position.

Reorganization

Much has been said about the need for organizational and structural change in the
intergovernmental system as well as the need for mote coordination within an improved food
safety system. The Administration has been actively engaged in organizational and program
changes to eliminate conflicts, enhance coordination of responses to public health issues and
emergenc1es, and coordlnate research planmng and prioritization. :

Office of the Under Secretary for Food Safety. In 1994, the Congress and Administration
coop erated in enacting a major reorganization of food safety within USDA, creating the. new
mission area and Office of the Under Secretary for Food Safety, which oversees the Food
~ Safety and Inspection Service (FSIS) and the U.S. Manager of Codex Alimentarius. Under
that legtslatton a mission area dedicated to public health was created within USDA, and the
leglslatton mandated that this office be occupled by an mdmdual with a proven background
in pubhc health and safety :

This action also effeetwely ehminated what had appeared to some as a conflict of interest by )
separating the food safety and regulatory function from marketing functions related to -
agricultural products, two mission areas that had prev1ously been housed together within the
'Department » : '

The Food Safety and Inspectmn Service. F SIS the USDA regulatory agency under the

- Under Secretary for Food Safety”’that is respons1ble for the safety of meat, poultry, and egg :
products, also underwent a major reorganization. Among its most significant features were

the establishment of a more efficient field organizational structure and the establishment of a
new Office of Public Health and Science to provide scientific focus, leadership, and expertise -
to address the most important public health risks related to meat, poultry, and egg products
Within this new office, the Agency established the followmg d1v1510ns

Emergency R()sponse which coordmates all Agency recall actmttes assoc1ated with
outbreaks of foodborne 11]ness :

Emergency Patkogens and Zoonotzc Diseases, which monitors erhergmg human pathogens in

‘the food supply ancl ammal populatlons and studles farm to-table control and preventmn
«strategles

3
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: Food Hazard Survezllance wh1ch marntams both act1ve and passive survelllance systems for
foodborne illness; and ' - :

Epi’demiology and Risk Assessment, which leads and coordinates all agency investigation and
traceback activities associated with outbreaks of foodborne rllness and conducts quantitative -
m1crob1a1 risk assessments ' : '

Research

Research isa k,ey component of the President's Food Safet‘yv Initiative. There have been a
number of actions taken by the Administration and the Department in the past few years that . -
have provided an expanded role for research in the U.S. food safety system.

~ Office of the Under Secretary for Research, Education and Economics. The 1994

reorganization of USDA centralized research activities in the newly created mission area of -

Research, Education and Economics (REE). Food safety research is largely funded through

_ two USDA agenciesllthe Agricultural Research Service (ARS) and the Cooperative State
Research, Education and Extension Service (CSREES): Together in FY 1998 these agencies

" conducted and funded in excess of $56 million in food safety research. The centralized -
research f0cus enables the Department to better leverage existing funds.' :

" The REE research act1v1t1es both 1ntramural and extramural are 1ntended to meet the need of
the regulatory agencies to achieve improved food safety via HACCP implementation and

- other initiatives. To that end, ARS, the intramural research arm of USDA, and FSIS have

yearly food safety and research budget and planning sessions. These sessions provide one
mechanism to ensure that proposed reseéarch initiatives address the specific priorities of FSIS. .
In addition, FSIS consults closely with other USDA agencies to ensure that its cntrcal

_ research and 1nformat10n needs are bemg met. ' :

CSREES supports food safety research via several fundrng mechamsmsl]formula funds
National Research Initiative competitive grants, special research grants awarded by a-

- competitive process, and specialite- specific grants that are appropriated by Congress. The

- priorities for competitive grants are based on stakeholder 1nput 1nc1ud1ng government
agencres in support of their pubhc health m1ss1on

Interagency Working Group on n Food Safety Research. The Adrmmstratlon has also been
actively engaged in other coordinated research planning and prioritization. In 1998, an
Interagency Working Group (IWG) on Food Safety Research was created. The IWG, co-
chaired by USDA and the Department of Health and Human Services (HHS), develops a
government-wide « coordinated strategy for food safety research, including the identification
of information gaps and priorities for future research. The IWG provides a forum for
coordination, collaboratlon and communlcatron n settrng and reviewing the Federal research
agenda. . ;

~ Joint Institute on'Food‘-Safety Research. In July 1998, the President directed the Secretary . _
- of Agriculture and Secretary of Health and Human Services to develop a Joint Institute on "~ - )
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' Food Safety Research (JIFSR). The JIFSR concept provides a miechanism for coordinated - -
planning of food safety research among the various parts of government and the private
sector, as well as fostering effective translation of research results into practice. The JIFSR,
‘operationally located in REE at USDA, expects to opt1m1ze food safety research investments,
channel Federal resources to research that is needed to minimize the impact of current and .
“emerging food safety problems; and avoid research redundancies. The JIFSR is currently
- being developed jointly by USDA, HHS, and Office of Science.and Technology Pol1cy The
program is expected to be fully developed by late 1999.

New Technology Development One of USDA's goals is to encourage the appl1cat1on of
new technology by industry to improve food safety. Some new technology approved for
industry use includes steam pasteurization, antimicrobial rinses to reduce pathogen loads on
raw products, and competitive exclusion to reduce Salmonella levels in poultry on farms. In
addition, the Food and Drug Administration (FDA) has approved irradiation for meat
products. Research could also clarify how to increase economic incentives for industry to
develop and adopt new technologies to reduce foodborne hazards

National Database for Food Safety Research. USDA, through the_ direction of ARS and its
National Agricultural Library, is developing a national database on. food safety research. The
database will contain information on all federal food safety research and will attempt to '
document private sector investments in food safety research. The database will provide one
additional mechanism for commumcatmg the range of food safety research and potential
' appl1cat1ons

. National Food Safety Research Conference. The recently signed Agricultural Research,'
Bill mandates that USDA sponsor a national food safety research conference. This

. conference was held in November 1998. The conference provided a valuable means. of

'd1ssem1nat1ng research results and a forum for discussing stakeholder priorities for future
food safety research. The Bill also mandated four workshops to follow the conf_erence :

- Risk Assessment
The NAS report's focus on the use of scientific risk assessment and cost benefit analysis in
order to develop rules that will have the most positive influence on public health is
- appropriate and is mandated by Congress for most USDA regulatory actions that impact
public health and have an annual impact on the economy of $100 million or more. The- ‘
~ analysis of risk and benefits should begin at the start of any regulatory development progress.

- Because scientific certainty is not reahstrcally attainable, these analyses can guide the

process and help decision makers make the tough dec1s1ons a sc1ence-based food safety

. -system will requ1re -

_ USDA has a strong lead agency 1nvolved in r1sk assessment act1v1t1es the Ofﬁce of Risk
Assessment and Cost-Benefit Analysis within the- Office of the Chief Economist. In addition, -
the Economic Research Service (ERS), the Animal and Plant Health Inspection Service
(APHIS), FSIS, CSREES, and ARS conduct research used in risk assessment or use risk’
* assessment in managing their programs. USDA is conducting.quantitative microbial risk
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. assessments to focus food safety resources on reducing those risks that have the greatest
‘consequences for human health. These risk assessments draw on the technical expertise
residing in these six agencies. Risk assessment is also being used to identify data gaps and
target research that should have the greatest value in terms of i nnpact on publtc health. .

USDA has completed a farm-to-table quant1tat1ve risk assessment for Salmonella enteritidis
- in eggs and egg products and has initiated a risk assessment for E. coli 0157:H7 in ground
beef. It has also entered into a cooperative agreement with Harvard University's School of .
Public Health and Tuskegee University's School of Veterinary Medlcme for arisk analys1s of
bovine spong1form encephalopathy (BSE) : :

USDA also plays an 1mp0rtant role by supplylng data on pestlclde residues in food through A
- its Pesticide Data Program. These data are used by the Environmental Protection Agency to
conduct realistic dietary risk assessments and to address pesticide registrations issues. The ‘
PDP is a criticial component of the Food Quality Protection Act'of 1996, which directs the,
Secretary of Agriculture to collect, in a uniform manner, pesticide residue data on foods most

- likely consumed by infants and children. PDP operates in partnership with cooperating state

agencies, which are responsible for sample collection and ‘analysis using statistically reliable
protocols. Following the PDP model, USDA has begun development of a Microbiological -
' Data Program that will yield statistically reliable data on the level of rmcrob1010g1cal
orgamsms found n the U S. food supply

FLEXIBILITY AND COORDINATION IN THE lPRESENT SYSTEM
Inspectmn

The NAS Report identifies a des1re for a "national food law that is clear, ratlonal and ,
_comprehensive, as well as. smentlﬁcally based on risk" as a major component of a model food

~ ‘safety system. F uxther the document notes that the continuous inspection system of meat and
- poultry through sight, smell, and touch ("organoleptic" inspection) creates inefficiencies, and
should be replaced by a sc1ence—based approach that 1S capable of detecting hazards of -
concern. :

' USDA already has substan’ual ﬂex1b111ty under its current meat and poulﬁy 1nspect10n
* authority to create a more risk-based regulatory system similar to the one recommended by

the report. In fact, major steps have already been taken to achieve that objective. It i is
. important to note that current law requlres continuous antemortem and postmortem

- inspection at all official slaughter and processing facilities. These laws do not specify how

. this inspection mandate is to be implemented. This continuous inspection requirement for
animals ensures use of the best sanitary dressing processes, prevents fecal contamination,
reduces the incidence of disease-causing pathogens, and prevents the meat from diseased
animals from entenng the food supply. Wholesale elimination of i 1nspect10n of all animals
‘ and carcasses is therefore not the most prudent course of actlon '

6
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Statutory Differences. It should be noted that ther'e.is a fundamental difference between the y
‘statutes that govern the inspection and oversight of meat and poultry, implemented by FSIS,
and the statutes for other foods, enforced by HHS via the Food and Drug Adm1mstrat10n :

Itis FSIS' statutory responsxblllty to ensure that no meat and poultry that may be adulterated .
receives the mark of inspection and enters the marketplace Companies slaughtering or
' proce551ng meat and poultry have a legal obligation to report such activity to FSIS and FSIS
is obligated to provide appropriate inspection to the plant. FSIS also has the responsibility to
ensure that other countries maintain equivalent inspection and oversight of meat and poultry
products intended to be exported to the United States from those countries.

: FDA‘s statutory responsrbthty is much different. FDA is obligated to remove adulterated
foods from the marketplace. It has the authority to inspect establishments producmg food but :
cannot provrde daily inspection of even hlgh-nsk food products at thls time. '

Pathogen Reductlon and HACCP. In July 1996, USDA pubhshed its landmark rule on .
Pathogen Reduction and HACCP. The rule requires all plants that slaughter and process meat

~ and poultry to implement HACCP systems as a means of preventmg or controlling

contamination from pathogens and other hazards. To make sure HACCP systems are
working as-inténded, the rule also sets in-plant performance standards for Salmonella, the .
first-ever pathogen reduction performarce standards for a broad range of products and a

- major shlft from the Agency s traditional reliance on "command and control“ regulatlons

Performance standards prov1de compames w_1th the -flex1b1hty they need to innovate and
efficiently meet their food safety responsibilities. Standards also provide FSIS with
measurable points to ensure that the food plants they oversee are in. comphance and
~ successfully producing meat and poultry products deserving of the USDA 1nspect1on mark..
_ The'largest meat and poultry plants were required to have HACCP systems in place and to
- meet the performance standards for Salmonella by January 26, 1998. Small plants were
required to meet those reqmrements by January 25,.1999, and very small plants by January -
25 '2000. - ,
, New Inspection Models. As USDA focuses on HACCP implementation throughouit the -
~ industry, it has begun development of a project to design new inspection models that better
address current publi¢ health risks in the meat and poultry supply. These changes will
- improve the efﬁc:lency and effectiveness of 1nspectlon overs;tght and pemnt better use of
' Department resources. :

State Cooperatlve Meat and Poultry Inspectlon Programs FSIS oversees and supports

- (with more than $40 million annually) 25 state inspection programs for meat and poultry. An -

~additional state (Minnesota) is presently initiating a meat inspection program. These -

coopeérative programs permit states to inspect product for distribution within their own - -

- boundaries. The State inspection programs must be equlvalent to the- Federal program
conducted by’ FSIS -

United States Department of Agriculture . |
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Voluntary Services. "To promote and facilitate the adoption of HACCPQbased auditing
‘programs, USDA offers voluntary, HACCP-based aud1t1ng and venﬁcatlon serv1ces to fresh-
cut produce process1ng fa0111t1es ~

Informatlon Sharing. FSIS has a trained 1nspectlon force in every Federally inspected meat
and poultry slaughter and processing plant in the Unitéd States. In some cases, products are -
being processed in the same plants that fall under the jurisdiction of FDA because they are

* food products that do not contain meat or poultry. FSIS and FDA are in the process of
establishing and implementing a Memorandum of Understanding (MOU) to facilitate
appropriate sharing of information among senior agency field personnel regardlng safe food
_productlon in these plants

Modermzmg Information Technology. As one step in the 'adoption of new information -

- technologies in inspection programs, FSIS has developed an interactive computer system —

- the Field Autornation and Information Management (FAIM) - for itsown use, and is -

~ encouraging states to adopt it by sharing the costs of 1mplementatlon The system permit's the
 field inspection force to have in their possession regulations, scheduling information, and
appropriate information regardlng enforcement. It can also be used for training. FSIS has
conducted discussion with FDA regardlng FA[M s app11cab111ty to its 1nspect10n system.

Food Code and Internatlonal Standardls USDA is also worklng more closely with 1ts e
counterparts at the Federal, State, and local level to encourage national umformlty n food
safety standards through support and endorsement of the Food Code. '

- Because world trade in agricultural commod1t1es cont1nues to grow, USDA is worklng
through the Codex Alimentarius Commission to encourage international umformlty in food
. safety standards. Respons1b111ty for overs1ght of the U.S. manager of Codex is in the Ofﬁce

: ‘_of Food Safety

The NAS reports hav1ng 12 pnmary Federal agenmes (seven of which are housed w1th1n
'USDA) involved in key food safety issues fragments.the current system and implies that the
system suffers from a crippling lack of coordination. In fact, in recent years tremendous
progress has been made in strengthemng ties among food safety agencies at all levels of -
government, industry, academia, and the publiclsharing a common publlc health mission and '
fulfilling that m1ss1on more effect1vely by cont1nu1ng to build partnershlps in s0 many food

: safety areas. - -
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Voluntary Quality Control Programs. The Animal Production Food Safety Staff in FSIS is -
an excellent example of developing partnership with states to encourage the voluntary
implementation of quality control programs at the animal production level. The education of
“small producers is of particular concern as we move forward with HACCP implementation in
small plants. We believe that changes in the marketing of animals will be'expected by plants
- operating undet HACCP, and we want to help producers be ready for these changes.

Surveillance

FoodNet Surveillance Network. In July 1995, USDA began a collaborative project with
HHS, through its Centers for Disease Control and Prevention (CDC) and Food and Drug
Administration. (FDA), to collect more precise information on the incidence of foodborne
disease in the United States. The FoodNet surveillance network has been expanded under the
President's Food Safety Initiative, and it is prov1d1ng valuable information on trends in
foodborne illness and on the assoc1at10n between cases of illness and the types of foods

A consumed

: Momtormg for Adulteration. USDA also conducts a number of monitoring programs to -
ensure that FSIS-regulated meat and poultry produicts are free of microbial, chemical, and
animal species adulterants. When adulterated products are found, they are removed from
commerce to protect the health of consumers.

Farm-Level Survelllance and Education. USDA also conducts farm-level survelllance ,
through the Animal and Plant Health Inspection Service (APHIS) APHIS has a field force of
veterinarians who work cooperatively at the state and local level to ensure the health of -
poultry and livestock populations. APHIS" National Animal Health Monitoring System has
- .conducted nine science-based studies addressing information gaps in the areas of animal
~health, welfare, and production; product wholesomeness and the env1ronment in the cattle,
‘ swme and layer 1ndustr1es e :

Antibiotic Resistance; The National Antibiotic Resistance Monitoring System was
established in 1996 as an interagency cooperative activity to monitor emerging resistance in
foodborne pathogens, beginning with Salmonella. The effort is coordinated and directed -

‘ through HHS by the Food and Drug Adm1mstrat10n s Center for Veterinary Medicine (CVM)
and includes CDC and three USDA agencies (ARS, APHIS, FSIS). Both APHIS and FSIS

e ~ play an 1ntegral role in system demgn and the: acqu131t1on of isolates.

" BSE Study In 1998 FSIS, API-IIS and the Ofﬁce of Risk Assessment and Cost-Benﬁt

Analysis (ORACBA) cooperated to develop a contract for the Harvard School of Public

 Health to examine any unrecognized pathways of possible BSE entry into the United States.

' 'USDA has been working successfully since 1989 to prevent its entry, and t}:us cooperative
effort 1s regal ded as one more safeguard for the Amencan people
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Pesticide Data Program. In the area of pesticide residue data for dietary risk assessment,

"'USDA's Pesticide Data Program is being focused to address national priorities involving at- .

risk populations. Examples include data for acute dietary studies, aggregate risk associated
with drinking water, and cumulative exposure assessments. Also being compiled are data for
fresh versus processed as well as imported versus domestlc agncultural products '

Outbreak Response

FORC G In 1998; Vice-President Gore announced the,formatlon of the Foodborne Outbreak

" Response Coordinating Group (F ORC G), a partnership of Federal and State agencies

established to better respond to foodborne illness outbreaks. The role of this interagency

. group, co-chaired by the Under Secretary for Food Safety and the Assistant Secretary for |

Health, is to coordinate and develop procedures for managing outbreaks, share information
on potential sources of outbreaks and pathogens, and coordmate mterdepartmental action on

~ thosei issues when- necessary

FERRET. Within USDA the Secretary asked the Under Secretary for Food Safety to form
and chair an internal Food Emergency Rapid Response and Evaluation Team (FERRET), -
designed to enable USDA to be prepared to respond to such emergencies as outbreaks
involving foods purchased by USDA feeding programs, and formulate plans across mission

‘areas to dnnlmsh those possﬂ:nhtles in the future.

Fleld Epldemlology USDA has stationed field ep1dem1ology officers in a number of FSIS
district offices to prov1de more rapid response. USDA also is explormg changes in its recall

‘ 1pol1c1es and procedures in'light of : a number of large recalls that stramed the system cun'ently

in place

: PulseNet the national database of molecular ﬁngerpnnts of pathogens developed through

partnerships involving CDC, FSIS, FDA, and State governments, allows a comparison of .

~ strains of bacteria to determine whether or not there is-a s1ngle source for outbreaks or-
' sporadlc cases. S ‘

~ Improving research, inspection, and surveillance alone will not ensure safé food. Education

and training for.all those involved in producing, processing, and distributing food are

.. essential to the goal of providing the public with safe food products. The budget for food

safety education has increased from a modest $2.8 million in FY. 1997 to $13.5 million in FY -
1999. Although it is. still in the concept stage, the Joint Institute on Food Research will also -

E prowde a mechanism for joint planmng and pnontlzatron of food safety education activities.

' Consumer Educatmn The President's Food Safety Initiative has spurred new consumer -

education ‘programs within USDA as well as expanded cooperative ventures with public and

~ private partners, including other Federal agencies. One example is the "Fight BAC!"

campaign sponsored by the Partnersh1p for Food Safety Education, a public-private

" partnership, with participation of both USDA and HHS. In addition, USDA is working
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. through organizations such as the Association of Food and Drug Officials (AFDO) to provide
‘education to those who handle food at the retail level and is carrying out extensive HACCP
~education for its own and State employees involved in inspection. USDA is also working
with industry to develop science-based food safety assurance programs for fresh- cut fruit and
vegetable processmg fac1l1t1es :

Epldemlology Appllcatlons USDA is basmg its safe food handhng educatlon on science.
Epidemiology iriformation from FoodNet and other sources is helping to identify types of
foods associated with illness, behaviors that can contribute to disease, and populations who .
are more vulnetrable. In addition, USDA is increasingly using risk assessments and research
data to develop accurate and high-priority consumer messages. An example is an ARS/FSIS
study on the premature browning of ground beef, which led to a nationwide education '
campa1 gn to promote the use of food thermometers when cookmg hamburger.

- Anlmal and Food Handler Educatlon CSREES adm1n1sters :a food safety educat1on
program (the National Food Safety and Quality Initiative).in pmtnershlp with land-grant
institutions across the United States. This program supports food safety education initiatives-
* at all land-grant institutions as well as specific education initiatives that reach animal and
food handlers along the entire farm-to-table chain. In addition, science-based programs in. - -
~ HACCP training for the meat and poultry industry are funded by CSREES through Fund for

- Rural America grants and special research grants. The scope and focus of these educational
programs are developed in consultation with stakeholders 1nclud1ng other Federal agenc1es '
1nvolved in food safety educatlon ' : : co

. Summary

The NAS report and its recommendations open imiportant areas of dialogue on the direction
of food safety into the 21st century. We cannever get away from the fact that at any point in
the farm-to-table continuum, harmful bacterra or chemicals can contaminate food. Therefore
at every point along the way, everyone must be proactive in keeping food safe. Thatis -

; exactly what we are domg at USDA[lbemg proactive, not reactive, to the challenges
: presented by an increasingly soph1st1cated food product1on system

We w1sh to ut1l1ze all the effect1ve tools ava1lable in the current food safety system as we11 as
increasing thé science-based nature of that program. We feel strongly that we must be smgle- ,
-minded about our commitment to improving the nation's food safety system. Clearly, we in
"USDA and the authors of the NAS report are in agreement on this pomt :

Where we d1ffer[|and we beheve th1s is healthy d1sagreement[|1s in'the deta1ls of how best to N
accomplish these improvements. We have tried to demonstrate in the preceding section that -

B ~ much has already been done. These accomplishments, however, came within the existing

~ laws, structure, -and system. Achieving consensus on a new comprehens1ve national food -
safety law or major organizational changes will bring about worthwhile deliberations, but it
will also not be easy. USDA focusing its energy on the foundation we have already
establlshed and bu11d1ng from there will best serve the American pubhc
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A DISCUSSION OF THE NAS REPORT RECOMMENDATIONS

A RECOMNIENDATION I: AN EFFECTIVE AND EFFICIENT FOOD
SAFETY SYSTEM MUST BE BASED IN SCIENCE

| Background

- The report netes that the Umted States has enjoyed notable successes in anrovmg
food safety and that with increasing knowledge, many rational, science-based regulatory
philosophies have been adopted. The reports adds, however, that adoption of these
regulatory philosophies 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. The greatest strides in ensuring food safety from - .

production to consumption, the Academy noted, ¢an be made through a scientific, risk-based
‘ system that ensures that surveillance, regulatory, and research resources are allocated to - ‘

' maximize effectlveness

Strengths of the Re'commendation' -

, USDA agrees that a food safety system that is based on science is important in
ensuring that surveillance, regulatory, and research activities provide the greatest public :
health benefits. This involves identifying the foremost public health needs, discovering the

‘most cost-effective opportunities for improvement, and setting priorities. As knowledge
incrédses, new technologies become available. The nature of food hazards changes and the .
.. food safety system must be flexible enough to identify, adapt to, and take advantage of these
changes.. The system should provide economic incentives to develop new mventlons : '
commerc1al scale-up, and mdustry adoptlon ' : :

A research effort vnth mdustry, consumer academlc and govemment parﬁmpatlon
could develop options and evaluate them. The benefits and costs of each option should be
~ considered, the impact on public and private economic incentives for food safety at each of
" the three stages of innovation (invention, commercial scale-up; and industry adoptlon) ,
appraised, and the short-run versus the long-run impact on economic incentives estimated.

. Wéaknéssés of the Recominéndatidn

»' USDA s progress thus far n 1mplementmg a science-based strategy, andits .
. commitment to further this’ progress supports the underlying ph1los0phy that food safety
. measures must be based in science. However, it is also true that the science underlying these-
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- measures is subject to large uncertainties. A joint Food and Agricultural Organization/World

~ Health Organization consultation' in risk management and food safety notes that, “in many
cases, there is insufficient quantitative information to translate requirements for ‘safety and
wholesomieness’ into a definitive quantitative assessment of the risks to human health.” By
default, most food safety risk assessments are not quantitative predictions of the expected_ '
level of damaging effects but rather qualitative assessments of whether a hazard ata
partlcular level is safe or unsafe. :

.In addition, the Committee failed to consider that it is neither feasible, nor good
“public policy, to perform detailed, quantitative risk assessments for every problem.' The level
of detail in a risk analysis should be commensurate with the problem’s importance; expected
- health, economic, or social impact; and the expected impact and cost of control measures”. It -
is important to adopt a tiered approach to food safety risk analyses and to avoid paralysis by
analysis. For decisions with insignificant regulatory or economic impacts, srmphstlc routine
-analyses are often appropriate. And in.emergency situations, rapid public health and -
scientific assessments are needed. In many cases, relative risk rankings are sufficient, and’
precise predlctlons of actual public health risk unnecessary and ‘even counterproductlve if -
~they result in ineffective allocation of resources. For the purposes of promulgating a maj or

, rulemakmg, more elaborate analyses with independent review are warranted. So long as

- USDA continueés to develop measures of benefits and costs of health-promotmg o
interventions, it will be better able to choose among interventions in emergency situations
and to decide whether risks and intervention costs entail significant impacts. '

Science must also be tempered with other considerations, such as technical feasibility,
statutory mandates, policy considerations, budget constraints, and consumer preferences. As
the Committee itself acknowledged, the determination of what constitutes a safe food
involves a subjective evaluation of social issues and values, as well as a scientific assessment
of risk. For example, public health benefits should be balanced with associated costs.
‘Executive Order 12866° and USDA administrative guidance require agencies to consider
economic factors in decision making. The Reorganization Act of 1994 established the R
' USDA Office of Risk Assessment and Cost Benefit Analysis, which is charged with ensuring
_that major regulations proposed by USDA are based on sound sc1ent1ﬁc and economic
analy51s ‘

Barriers to Implementmg the Recommendatlon

‘There are many barners -or challenges to 1mprov1ng the sc1ent1ﬁc basis of food
safety programs. First, public health needs change. New food safety challenges continue to *
‘emerge as a result of changing food habits, a global food supply, and a changing population.
An example is the impact of E. coli 0157:H_7—a pathogen that possibly did not exist 20

'FAO and WHO 1997. RlSk Management and Food Safety Report of a Joint FAO/WHO consultatron Rome Italy,
: January 27- 31 FAO Food and Nutrition Paper No.65. = - .

L2 Pres1dent1al/Congressronal Commrssron on Rrsk Assessment and Risk Management 1997. Framework for Envrronmental_ o
. Assessment and Risk Management. www. rlskworld com/Nreports/ 1997/nsk-rpt/pdf/EPAJAN PDF
* 58 FR51735; October 4, 1993. _ : S
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years ago but has been responsible for major outbreaks of foodborne illness in recent years.
‘Second, the scientific understanding of risk changes as well. There remains a steep learning
‘curve when it comes to understanding the hazards in food and how to minimize resulting
- risks. Third, there is a fragmentation of research and regulatory efforts, although cooperation
- and coordination among public health agencies at the Federal, State, and local level, and with
the private sector, is improving. Fourth, limited resources exist to conduct surveillance,

~ monitoring, and risk assessments to identify the most salient public health needs. And fifth,

. inconsistent food safety standards exist at the Federal, State, local, and international levels.
~Mechanisms are in place to reduce this inconsistency, but it is a long-range project.

Conclusion ,:

_ USDA’s food safety programs are already science-based and the Department is
striving to make them more so. Considerable improvements have been made over the past
several years as a result of the President’s Food-Safety Initiative and individual agency
activities. Elements important to a science-based program—surveillance, outbreak response,
risk assessment, research, inspection, and education of stakeholders—ex1st and are
continually being strengthened '

_ ;However, the sc1ent1ﬁcv information produced from research and risk assessment
efforts will not result in improved food safety unless there is a strong educational component
" in the system. This means there must be education for all those involved in producing and
. handling food as well as for those persons involved in government food safety activities.
“Strengthening also involves improving coordination among the various public-private entities
involved in these activities. Under any organizational structure, coordmatron among agenc1es
and between the pubhc—pnvate sector is cntlcal :

In addmon science must be tempered w1th other cenmderahons such as techmcal

: feas1b111ty, statutory mandates, policy considerations, budget constralnts practicality, and
congumer preferences. ‘A new rapid test that works in the laboratory may not work in real-
- life plant environments. In some circumstances, it may be more appropriate to. focus

- resources on a lesser risk, if thaf’ nsk can be addressed relatwely easily and qu1ckly

Addltlonally, emphasm should be placed on better evaluatmg science-based -
programs. Initial efforts have been made in this area. For example, Salmonella data from the

.- first year of HACCP implementation show a trend toward fewer contaminated products. And

FoodNet data provide a picture of the incidence of foodborne illness, and whether it has
. changed for specific pathogens. But much more needs to be done to ensure that the programs
in place are doing what they are designed to do.

- USDA belleves that the necessary elements of a science-based program are in place,
and that improvements planned for the next 5-10 years will enhance food safety.

Spe01ﬁcally, USDA recommends that the President’s Council on Food Safety con51der in 1ts |
strategrc planmng process how to accomphsh the following enhancements :
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- Organizational Improvements A new organizational structure is in place in FSIS, and
‘the Agency will be doing much more to improve its infrastructure for recruiting and retaining
scientists. In particular, USDA could take more advantage of visiting scientist programs, .
term apporntments and senior level biomedical research scientists. More training is needed
to prepare a new cadre of risk analysts. The degree to which a food safety program is
science-based is directly related to staff expertlse

Surveillance As USDA approaches the new millennium, it will be looking for new ways to -
achieve surveillance goals and to monitor the food supply. Although the FoodNet has
provided information never before available in the United States about the prevalence of
foodborne illness, it remains an mcomplete picture of hational prevalence :

In addltron, new and 1mproved ways are needed to monitor the food supply. For
~ example, new detection methods for Campylobacter will allow USDA to better estimate the
prevalence of this pathogen. In the future, it may even become possible for the consumer to
judge the presence of pathogens on foods in the grocery store or refngerator by lookmg ata
simple colorimetric marker on the product packagmg -

USDA also conducts farm-level surveillance through the Ammal and Plant Health
Inspection Sérvice, which, although only indirectly involved i in the area of food safety, hasa -
field force of veterinarians who work cooperatively at the State and local level to ensure the .
health of poultry and livestock populations. APHIS’ National Animal Health Monitoring
System has conducted nine science-based studies addressing information gaps in the areas of
animal health, welfare, and production product wholesomeness, and the environment in
industries including the cattle, swine, and layer industries. Fur“ther use of these resources to

: enhance food safety should be con51dered - = ~

Outbreak response A tremendous amount of time and expense is currently belng expended |
onrecalling products that are found to contain certain pathogens such as E. coli 0157:H7.

- USDA needs to systematrcally evaluate the effectiveness of these recalls. In the future,

- USDA should be able to determine how much product was returned and make an effort to -

. estimate, when appropriate data’ are available, how many 111nesses may have been averted by
the recall. USDA also needs emergency response fundmg to enable it to respond to ‘
R epldermcs and possﬂ)le bloterronsm mcrdents

: Rlsk assessment " The Federal government needs to create and use a national microbial

risk assessment capability as a means of identifying hazards and quantifying risk and assist in

- creating similar. capacities internationally. This will enable limited resources to be used more

 effectively.to conduct risk assessments, and will enable resources to be used more effectlvely
. to address food safety problems accordlng to the relatlve risks they pose. .

Fmally, there is an acute need to develop new. methods a.nd data for m1crob1al risk
analysis. In the area of dose-response assessment, because clinical trials with human subjects-
are not feasible for the virulent pathogens of greatest concern, animal and in vitro models are
needed to fnl]y integrate dose-response information into the risk assessments. Investigation .
of outbreaks however could provide more information on the exposed population and the '
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pathogen levels in foods capable of causing illness. It is equally important to develop
‘methods and conduct monitoring that will enable an efficient assessment of the occurrence
and level of microbial pathogens at different points along the farm-to- table pathway. In thls
area, methods and models are especially needed to predict the growth and decline of
pathogens under a variety of environmental conditions and under a variety of interventions..
When developing databases on pathogen occurrence and levels from farm to table, -

"~ cooperative efforts among industry, academia, and government should be fostered.

Research. Through the Joint Institute for Food Safety Research, a research infrastructure.
has been established to ensure scientific support for a risk-based, farm-to-table food safety

program. The Institute will continue a critical review of the federally supported portfolio of

food safety research that was begun through the National Science and Technology Council.

‘Future goals in the area of research will be to establish a coordinated scientific research

agenda, integrate research efforts through an increased use of partnerships and other means,

increase resources to support science-based decision making, éncourage the application of

- new technologles to 1mprove food safety, and conduct research on the costs and benefits of
mterventlons

E Inspection. ‘USDA will further improve the inspection of meat, poultry, and egg products
through the continued implementation of HACCP and HACCP-based inspection models. It -

will also continue to promulgate more science-based regulatory requirements. An example.is
additional performance standards for pathogen reduction, which can be developed as more
momtonng and survell]ance data become avatlable

A USDA also w11] work w1th FDA and others toward con51stent food safety standards
~ nationally and internationally.  The Conference for Food Protéction and the Codex
Alimentarius Commission are the primary mechanisms through which these activities will .

take place. However, the CAC is only a body for the international harmonization of science- -

. -based food safety standards. It has neither the resources nor the mandate to assist its
* rnembers—m particular, developmg countries-—to strengthen their capabrhty to meet
internationally agreed-upon standards. USDA should become more active in this area of
~ techmcal cooperatlon with developmg countries. : :

Educatlon USDA w1ll continue science-based education and training programs for
/ producers processors, distributors, food handlers, and consumers, as well as those involved

in regulatory activities. It is essential to include in these programs new scientific information

on foodborne pathogens and their control and effective food safety management strategies.

~ An increased effort will be made to prov1de education to the growers and producers of food

- products to reduce pathogen occurrence in the production setting, thus reducing the need for

‘remedial action later in the food production chain. There also will be a focus on “at-risk” -
populations to provide the most vulnerable segments of the population with increased |
knowledge of how to avoid the risk of foodborne illness. This will be accomphshed through
enhanced cooperative pro grams with stakeholders ﬁom all segments of the food system In
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addrtron USDA will ¢ontinue to encourage voluntary use.of scrence-based food safety
'techmques such as HACCP, in the food mdustry '

. RECOMMENDATION ITA: CONGRESS SHOULD CHANGE
FEDERAL STATUTES SO THAT INSPECTION, ENFORCEMENT,
AND RESEARCH EFFORTS CAN BE BASED ON SCIENTIFICALLY
, SUPPORTABLE ASSESSMZENTS OF RISKS TO PUBLIC HEALTH

Background T

The report contains several criticisms of the current food safety laws. It states that the
" laws—particularly what the report characterizes-as the requirement that there be continuous
inspection of meat and poultry productien'through sight, smell, and touch (“organoleptic”
inspection)—create inefficiencies, do not allow resource use to reflect the risks involved, and -
inhibit the use of scientific decrslon-makmg in actlvrtles related to food safety, including the
Vmomtonng of 1mported food. _ :

. The report recommends revision of the current statutes on food safety to create a
comprehensrve national food law under which: Lo

1. InSpectlo'n, enforcement, and research efforts can be based on a scientifically supportable
. assessment of risks to public health. This means eliminating the continuous inspection
- system for meat and poultry and replacing it with a scrence~based approach that is
' capable of detecting ha.zards of concern. - , L

2. There isa single set of ﬂexrble scrence—based regulations for all foods that allows
- resources to be assigned based on risk, that permits coordination of Federal and state
V'resources .md that makes it possrble to address all nsks from farm to table.

3. All 1mported focds come: only from countnes WIth fcod safety standards equlvalent to
U S standards . ‘

Strengths of thé Reéommendation

The report s recommendatlons that Federal statutes should prov1de agencies with -
authonty to'make decisions based on risks to the public health and on scientific
considerations make perfect sense. USDA has no disagreement with these recommendations.
In fact, the Clinton Administration’s Pathogen Reduction' Act-of 1994, which was not passed
by Congress, would have made more éxplicit the mandate that the Secretary of Agriculture is™
to use the best available scientific and technological data in prescribing regulations. USDA h
supports- ‘increased coordination among Federal agencies, and between the Federal
government and the states in pursult of food safety goals. -
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In fact, imported meat, poultry, and egg products now come only from countnes with
'~ food safety standards that are equivalent to U.S. standards. In fact, the statutes administered
. by FSIS prohibit the importation of meat, poultry, and egg products from countries not.
" identified by thé Secretary of Agnculture as havmg inspection systems equivalent to that of
_ the United States. FSIS has a momtormg system in place with these exporting countries.

, Weaknesses of the Recommendatlon

_ The report overstates the problems w1th the current statutory requlrernents The
A statutory requirement for inspection of all poultry and meat carcasses and products is -
-misunderstood by the authors of the report. For instance, the report reflects the mistaken
belief that the statutes require the current method of organoleptlc inspection of all carcasses.
In fact, the statutes do not prescnbe how inspection is to be carried out. USDA has the
flexibility to create, and is in fact has begun to develop, the more risk-based regulatory
system recommended by the Academy. The Department has adopted regulations requiring
that HACCP be implemented in all slaughter and processing plants and is studying how best
. to effect further inspection improvements in slaughtering plants It has also adopted -
~ pathogen reduction measures. Clearly, the Agency is pursuing a science-based approach to
* reducing the ri ,ks to the Amencan public from meat and poultry. :

While the current law does not ¢ requn'e organolept1c mspection as it has been -
accomplished by FSIS hlstoncally, it does require antemortem and postmortem inspection of
all official slaughter and processing facilities. The report fails to note that this inspection -

" requirement has served-American consumers. well. Postmortem inspection is the key to
‘ensuring that plants are employing the best sanitary dressing processes and that they are
effectively preventing fecal contamination, which harbors the pathogens that cause disease.
Inspection of all animals and carcasses also serves to protect the public from diseases and

other hazards to human health. Europe’s experience with BSE should serve as a reminder

‘that wholesale ehmmatron of mspectlon of all ammals and carcasses is not the most prudent
oourse of action.

~ The mspectlon of all ammals and carcasses does not necessanly lead to 1nefﬁcrencres
as the report secems to suggest. FSIS has instituted a study of new inspection models for
carrying out its antemortem and postmortem inspection mandates. This study is designed to
test whether the public will be adequately protected with plants doing the sorting and
government inspectors providing overs1ght 1nspect10n and venﬁcanon mspecnon of the
slaughter process : : o -

Consumers expect safe food, but thej}-also expect food to be wholesome and not to be - -

economically adulterated. Consumers also want assurance that animals used for food are
healthy and well cared for; and are slaughtered humanely. There are several methods of
* - ensuring safety, and contmuous inspection is one of many optlons

However, given the prommence of rneat -and poultry products in the American d1et a

_-comprehensive contmuous mspectron program is necessary if consumer expectatlons are to .
be fulfilled. :
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The report also fails to recognize the efforts at resource coordination that Federal
agencies are making under their current authorities. First, as part of the President’s Food
Safety Initiative, agencies have formed FORC-G to coordinate outbreak response and to
develop appropriate procedures for emergency responses. In addition, FSIS and FDA will
soon enter into a Memorandum of Understanding under which each agency will share
selected inspection results of interest with the other agency, which should minimize
duplication. Also, FSIS and FDA are working together on final rules and a MOU that will -

minimize duplication in reviews of the safety of new substances for use in food (see Page 45 .

of the report). These efforts should increase the efficiency of the Federal government’s food
safety program. More 1mportant1y, they represent only a begmmng effort at coordination.

Fmally, the report fails to acknowledge the dlfﬁeulues in obtarmng passage of the
sweeping new law that it recommends. The report cites the absence of a food safety

" counterpart to the Clean Air Act and the Occupational Safety and Health Act (Page 85). In

fact, legislative proposals to do many of the things that the report finds to be necessary (e.g.,

enhance FDA’s authority over imports) have been introduced in Congress in recent years but

have not received necessary support in the legislative process. 'Given this history, the

. President’s Food Safety Council will need to con31der the pohtlcal feasibility of major :
statutory changes '

Conclusion

USDA beheves that the President’s Councrl on Food Safety should not reeommend a
* ‘'major overhaul of the food safety laws without first conducting a full assessment of these -
statutes and recognizing the 81gmﬁcant regulatory changes, both current and pla.rmed
aﬂowed by them.

The 1994 Reorgamzatlon of USDA aceomphshed the creation of the Office of Under _
‘Secretary for Food Safety, separate and apart from its previous position with Marketing in
~_ the Department. In addition, the research functions were centralized in the Office of the

Under Secretary for Research, Educanon and Econornics, enabhng food safety research tobe
coordmated and enhanced '

USDA also beheves that it has achleved and can contmue to accomphsh 51gruﬁcant
scientifically based 1mprovements in its food safety pro grams.under current authorities. The -
report’s failure to recognize this fact, and its reliance on an incomplete and inaccurate
understanding of current laws and the inspection program, has led the authors of the NAS
report to recommend sweeping leglslatlve changes that are not supported by facts in the
- report. . This is partlcularly true given the report’s failure to assess the significant difficulties
in obtaining the type of broad législative change that it recommends. USDA, in conjunction
‘with the other federal food safety agencies and the states, has made substantive progress, and
will continue to strive, for an ever more effective and efficient food safety system that is
. based on the best available science and appropriate. analysis and assessment of risk. While
we do not agree that major statutory reforms are needed, we do reccmmend that some
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changes be made. For example, the followmg leg1s1at1ve changes w111 we bel1eve enhance .
‘the Department s ongoing efforts to improve food safety:

1. USDA has sought and would benefit from, enhancements to its enforcement author1ty
The Food Safety Enforcement Enhancement Act, forwarded by the Clinton Administration
and introduced during the last Congress, included new tools needed to support the new
science-based inspection system. Specific examples of proposed legislation that are highly
desirable include authority to mandate recalls and the authority to assess civil penalties in
adm1mstrat1ve proceedings for v1olat10ns of i 1nspect1on laws and regulations.

2. USDA is explor1ng statutory changes that would allow meat and poultry products
produced under state inspection to be distributed in interstate commerce whlle ensuring a
- seamless Federal- State food safety system. -

. 3. USDA supports legislative clarification of the current system for the regulat1on of eggs
and egg produc ts. -

4. USDA supports statutory changes to the FDA statutes that would permit. FSIS inspectors
not only to report their findings to FDA but also to actually perform 1nspect1ons for that
agency to increase interagency efﬁc1enc1es :

~ 5.-FSIS should be g1ven explicit authorlty o enter into cooperatrve agreements for food
safety risk assessment. Under the current statutes, FSIS has to go through other USDA
agenc1es that have that authorlty

RECOM[MENDATION IIB: 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 .

‘ ASSESSN[ENTS OF RISK AND POTENTIAL BENEFITS

o Backgrouhd_

| . The NAS report’s recornmendation IIb contains two parts. The first part recommends

. ‘that Congress and the Administration require preparat1on of a comprehensive, national food -

safety plan. The report’s Executive Summary lists several essential features of such a plan,
including a unified food safety mission; integrated Federal, State, and local activities; .
adequate support for research and surveillance; and increased efforts to ensure the safety of
1mported foods. The second part of the recommendation suggests. that resources be allocated
- on the basis of sc1ence-based assessments of risk and potential | beneﬁts
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. Since pubhcatlon of the NAS report, much has been done to 1n1t1ate a comprehensrve
national food safety plan. On August 25, 1998, President Clinton issued Executive Order
13100 establishing the President’s Council on Food Safety. One of the Council’s primary
purposes is to develop a comprehensive strategic plan for Federal food safety activities that
contains specific recommendations on needed changes, including goals with measurable .
outcomes. The plan’s principal goal is to establish a seamless science-based food safety
system. The plan will set priorities, improve coordination and efficiency, identify gaps in the
current system and mechanisms to fill those gaps, continue to enhance and strengthen -
preventlcn strateg1es and develop performance measures to show progress

The Counc1l will consult with all 1nterested parties in preparmg the plan and consider
both long-term and short-term issues, including new and emerging threats and the special
needs of vulnerable populations such as children and the elderly. The Council will advise
agencies of priorities for investing in food safety and ensure that Federal agencies annually -
submit coordinated food safety budgets to OMB. In short, the President’s Food Safety
Council will develop a national food safety plan and the budget to accomphsh what the
Committee recommends :

- Food safety agencies have already taken the ﬁrst steps to develop the national plan by
holdmg interagency strategic planning sessions, developmg a draft vision statement for the
U.S. food safety system, and establishing the roles of all those involved in food safety. In -
addition, during 1997 and 1998, the Federal food safety agencies involved a wide range of
stakeholders in public meetings and wntten comments to pubhc dockets.

Atits first formal meeting, on December 16 1998 the Council approved the process
‘'to develop a national food safety plan and a unified budget to support the plan. These.
decisions clear the way for meeting the Comm1ttee recommendation for a comprehens1ve
» natmnal food safety plan. '

¢~ However, the NAS report recommendahon goes a step further than a national plan by
urgmg that resources be allocated according to science-based assessments of risk and
- potential benefits.. While this seems like a very good idea, early attempts by F ederal agenc:les'
to carry out nsk—based allocatlon of resources have not been successful. :

‘The F ederal expenence Wlth comparatlve rrsk assessment to allocate resources dates
to 1986, when the U.S: Environmental Protection Agency (EPA) assessed the risks posed by
various environmental problems In 1988, the agency released its findings in a report -
entitled, “Unfinished Business.” This project did not enjoy broad credibility because 1) it
‘was.so broad and 2) critics within the agency suggested that programs with sufficient staffto .
~ devote to the inter-office workmg greup were able to generate the most favorable analysis.

EPA asked the Scrence Adv1sory Board (SAB) fo review the vahdlty of “Unﬁmshed
Business.” The expert panel declined to provide a consensus ranking of human health nsks
citing scientific uncertainties and the subjective nature of such comparisons. 'In 1996, ‘EPA
-~ requested that the SAB revisit comparative risk assessment and the Board established an_

' Integrated Risk PI‘OJ ect ([RP) As of December 1998 the ﬁnal report was still undergomg
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_peer review and did not }Srioritize specific pollution problems. Ultimately, none of the
“national environmental rlsk ranking exercises has 51gn1ﬁcant1y 1mpacted EPA’s budget
' allocatlons

Since 1987, more than 24 states and localities have completed risk ranking exercises. -
Usually, priority-setting was an initial, primary objective. However, as the projects evolved,
other objectives such as “enhancing stakeholder involvement™ generally eclipsed priority-
setting. In state projects, contentious issues with potentially large economic repercussions
were omitted from the comparative risk discussions. Commonly, the ﬁnal risk rankings were
used to initiate new programs or to increase the budget of ex1stmg programs that addressed
highly ranked risks. ~

Strengths df the Re.com'm.e‘ndation

. Proponents of risk-based allocation of résources see comparative risk analysis as
objectlve rational, and based on sound science. They believe that it should be an integral -
part of food safety strategic plans because it provides an efficient method of applying limited
Federal resources to public health priorities. It is argued that comparative risk analysis
would increase the predictability, transparency, and overall credibility of the process of
allocating funds to food safety programs. USDA believes that the analysis of risks and
benefits should be an integral part of the regulatory development process. In fact, the output
from these analyses can truly serve as a guide to the process and help decision makers choose
. an appropriate course of actlon A : : o :

'Weaknesses -of the Recommendatlon

The hmltatlons of comparatlve risk analysis are the tlme and resources required to

* conduct them. As more risk assessments are conducted, the techniques and databases will be
devefoped and they will bé more timely and more precise. Policy makers will have the risk
assessments as valuable scnentlﬁc mputs to their dcmsmn—makmg processes. ‘

: K Barriers to ][mplementing the Recommendation

The President’s Council on Food Safety has made significant progress in developing -

~ a process for a national food safety plan and unified budget. However, developing and -

' successfully implementing a national plan will require strong cooperation, coordination, and

communication. Each Federal, State, and local agency has unique mandates, authorities, -

hlstory, culture, and operating procedures These differences make the planning and

- implementation process extremely complex. While the food safety agencies may agree on.
goals and outcomes, it will be more difficult to ensure accountablhty for performance The
discipline necessary to achieve all that the NAS report has recommended will come only with
a strong central authority that has the ability to direct food safety resources. Science-based

 risk assessments can be conducted on a variety of levels. If time is short, screening-level risk
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'assessments should be used to provide information to decision makers. In other cases, more
detailed risk assessments of a broader scope are preferred to identify and evaluate a wide
range of policy opt1ons :

Conclusion'

'~ Science-based risk assessment does not seek absolute certainty. Rather, it endeavors
to bring the best existing science to the problem at hand. Risk assessment and cost benefit
-~ analysis should be built into the regulatory management and decision process so that these
valuable tools can. 1nforrn decision makers in an appropriate way. Though risk assessment
and cost-benefit analysis are an important part of the'information- prov1ded to a decision
maker, it must be remembered that there are legal, political, and other economic concerns
that must also be considered . Only with the best analysis poss1ble can the l1rmted food safety
and publ1c health resources be appropnately allocated T -

USDA belleves that the President’s Counc1l has already'set' in motion activities that
.meet the NAS report’s recommendation and supports continuation of this process. In
response to the NAS report, the President’s Council requested the Food Safety Risk
" Assessment Consortium to consider how to develop a comparative risk analys1s for food .
_ safety strategic planning. The Consort1um developed three opt1ons

: Under Option 1, USDA’s Econom1c Research Serv1ce (ERS) would lead an analys1s _

using cost-of-illness methodology to rank foodborne pathogen risks, based on CDC -
surveillance data. This option does not require any additional funds, and could be '
accompl1shed durlng CY1999

o Opt1on 2 would expand Option 1 by cons1der1ng a broad range of food safety hazards
including pesticides and chemicals. The analysis would rank hazards on several criteria,

" such.as cost of illness, chronic and acute illness, and environmental effects. This option

would cost approx1mately $823 000 and would take 24 months to complete.

C . . :

Under Opt1on‘3, scientists would select highly ranked hazards:and evaluate cont_rol '

measures and net benefits. They would determine which actions or interventions yielded the
best rétum in terms of reduc1ng illness. Intervention options might include education; better
- surveillance; more inspection; or formal, quantitative risk assessments and focused research.
This option would cost approximately $2,143,000 and would accomplish the obj; ect1ves
descnbed in opt1ons 1 and 2. However, it would require 51 months to’ complete

These opt1ons could provide helpful 1nput toa nat1ona1 food safety plan USDA
cautions, how_ever that the Council avoid repeating mistakes of the past in applying risk -
assessment that is too strict, rigorous, or inflexible. Instead, the Department recommends .
that priorities be established on the known greatest risks at the current time, with the _
understanding that scientific risk estimates can change frequently over time and are l1kely to

"do so. How economic incentives for new food safety 1nnovat1ons could be 1ncreased should '
. also be 1nvest1gated :
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- RECOMMENDATION IIA: TO IMPLEMENT A SCIENCE- BASED
SYSTEM, CONGRESS SHOULD ESTABLISH, BY STATUTE,; A
UNIFIED CENTRAL FRAMEWORK FOR MANAGING FEDERAL 4
FOOD SAFETY PROGRAMS, ONE WHICH 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. -

| " Background |

- The NAS report finds that the current regulatory. structure for food safety in the
‘ United States is not well-equipped to meet current challenges. : Specifically, it notes: The
- system is faemg tremendous pressures with regard to: '

o emergmg pathogens and ablhty to detect them;

e maintainin g adequate 1nspect10n and momtonng of the mcreasmg volume of 1mported
foods especially fruxts and vegetables ~

. 'malntalmng adequate mspectmn of commercxal food serv1ces and the i 1ncreasmg nu;mber
- oflarger food processmg plants; and T

. the growmg number of people at hlgh nsk for foodborne ﬂlnesses

: . The report cites the strengths of the current food safety system mcludmg the advent *
" of FoodNet and PulseNet, HACCP implémentation, and the Partnership for Food Safety =
_ Education. It-also identifies deficiencies, which it attributes partly to “the fragmented nature-
~ of the system.” The Committee attributes the fragmentatlon largely to a lack of adequate

‘ 1ntegrat10n among the various Federal agencies involved in the implementation of the
primary statutes that regulate food safety, and observes that thlS lack of adequate 1ntegrat10n ‘
occurs also w1th state and local activities. . .

‘The report goes on to note that 12 primary federal agencies are involved inkey food
safety functions. The Committee also referénces more than 50 memoranda of agreement
‘between various agencies related to food safety. The agen<:1es to whlch the Committee refers -
are listed below ‘within their four cabinet-level agen01es :
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- US.DEPARTMENT OF AGRICULTURE -~

Feod Safety and InSpection.Ser‘vice '

Agricultural Research Service

Agricnltural Marketing Servic.e”

Animal and Plant Health Inspection Service

Econonuc Research Serv1ce - ]
Grain Inspection, Packers and Stockyards Adminjstration

Cooperative State Research, Education and Extension Service o

: U. S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

o Food and Drug Admlmstratlon

Centers for Disease Control and Prevention . -

' National InStitutes of I—Tealth

U.S. DEPARTMENT OF COMMERCE =

National Marine Fisheries Service
* US. ENVIRONMENTAL PROTECTION AGENCY

A Smgle Vonce for Food Safety. . USDA agrees that commumcatlon coordmatlon and
‘cooperation between federal agencies can and should be improved. The Department also
points to spec1f ¢ examples of effective coordination between USDA agencies and other_ ]
federal agencies. For example, the Joint Institute for Food Safety Research (JIFSR)is .
‘expected to provide an even more effective forum for d1scuss1on and coordlnatlon of research
plans and allocatlon of resources. B

_ The report attnbutes the lack of adequate 1ntegrat10n among Federal State and local
food safety authorities in part to the absence of “focused leadership” that has the . -
responsibility, the authority, and the resources to address key food safety problems. The -
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report presents several examples of possﬂ)le orgamzatlonal structures to create a smgle
federal voice for food safety These include: -

i

e . 'AFood Safety Council with representat1ves from the agencies with a central chair
- appolnted by the President, reportmg to Congress ‘and havmg control of resources.,

5 Des1gnatmg one current agency as the ]ead agency and havmg the head of that agency '
- be the responsrble individual.

‘e A single agency reportrng to one current cabinet-level secretary. .

e An independent single ‘agenc‘y at cabinet level.

i

Although the report 1nd1cates many of the authonng committee’s members belreve
that a single, unified agency headed by a single administrator is the most viable structure for -
- implementing the “single voice” concept, the report recogmzes that there may be many other
"~ models that would be Work:able ‘ : ; ~

—_— Councﬂ on Food Safetv In August 1998 the Pres1dent estabhshed by Executlve
Order the Council on Food Safety. The Secretary of Agriculture, the Secretary of Health and
‘Human Services, and the head of the White House Office of Science and Technology Policy
‘are the co-chalrs ofthe Councﬂ The Executrve Order assrgned three key respons1b1ht1es to
the Counc1l :

. 1. Develop a comprehensive strategic'federal food safety plan.
2. Develop a coordlnated federal food safety budget

- 3. Oversee federal foed safety research efforts.

: ')Strengths and Weaknesses of the Four Optwns

In this context USDA agencies make the followmg observatrons about the four ‘
optlons presented by the Commrttee in recommendatron IIIA :

Optlons 1 and 2 Counc1l on Food Safety, de31gnat1ng one current agency as lead agency
Strengths: USDA belreves Optlon 1, the’ Food Safety Council, could foster
1nteragency cooperation, permit appropriate al]ocatron of resources to most urgent questrons,

‘and allow synergy among research, education, and regulatory functions. In addition, a Food
Safety Councrl with specrﬁc responsrbrhtres has already been appomted (as descrlbed above)
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_ Some USDA agencies believe that Option 2, the Lead Agency concept with other
agencies reporting to that Agency Administrator, could be workable, but do not cite any
speclﬁc supportmg points (and favor it second to the Councﬂ on Food Safety)

Weaknesses: USDA agenmes agree that some parts of the Federal government’s food
safety activities may be appropriate for consolidation within a single agency. They regret
that the Committee report did not focus more carefuﬂy on specific food safety issues for
~ which interagency efforts need improvement and on specific methods for actnevmg that .

improvement, beyond what is already underway or planned. USDA agencies suggest that the
" Food Safety Council's strategic plan, which Wlll be based on input &om the agencres provide
more attention to this tOplC -

o OQtlons 3 and 4: Stngle agency reportmg to one current cabmet-level Secretary, or
"Independent smgle agency at cabinet level : : : .

Strengths One strength of consohdatmg food safety w1thln the USDA is that most of '
the Federal Government’s food safety resources (7 of the 12 agencies) currently report to the
~ Secretary of Agnculture

Weak:nesses In addltlon to the Weaknesses noted w1th Optlons 1&2, USDA

- agencies point out that massive reorganizations require broad legislative support as well as
additional funding and are very time-consuming. They also have the potential to damage
customer service and even public health protection if not managed very carefully. Finally, -
some USDA agencies are particularly concerned that options 3 and 4 would be particularly
detrimental to research.and educational activities. ‘They do not beheve that a clear need has .
- been demonstrated for a single 1ndependent food safety agency

;Ot‘helr Models

4 The Comnuttee has recommended that other models be exammed USDA proposes
one for cons1deratxon e : ‘
s Structural model—Joint Chiefs of Staff: An analogous situation existed some |

years ago in the military, where uniformed services operated independently if not at odds
with one another, despite a shared goal: National Defense. Inter-service relations were _
~ characterized by competition, ‘noncommunication, and waste. After the Goldwater-Nichols .
Bill was passed into law, however, the Joint Chiefs of Staff was gwen command authonty

« - over the md1v1dual services, w1th a rotating Chal_r

The result was that the services retained their core missions, but are now obliged to
_coordinate in many areas where their missions coincide. Logistics, research and
: development information technology and communications, : and emergency response are
among the many funcnons now served by _101nt commands ~

‘ Service in Jomt" billets, once to be avoxded has become desirable if not mandatory ,
career steps for semor m1htary personnel There 18 near universal agreement that the changes ,
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have enabled the services to become more effective and efﬁcient, to the benefit of the

‘taxpayers and national defense. This model could be instructive as we look for ways to make -

the federal government's food safety activities more effective and efficient.

- Challenges

In gener al USDA agenc1es do not believe that a major- reorgaruzat1on of . -

responsibility, authority, and budget-making is t1mely, necessary, or des1rable in order to
achieve the model food safety system. :

USDA a‘gencies are concerned about a number of specific issues.  These issues are

surfaced because USDA believes they warrant closer attent1on by the Food Safety Council in
its analys1s and report to the Pres1dent

F ood safety issues Ccross jurisdictional lines. Many food safety issues simply cannot be
dealt with by a single agency. For example, BSE is an animal health issue and a human .
health issue. The foodborne disease problem is also a waterborne disease problem. .
Salmonella enteritidis in shell eggs is not only a food safety issue but alsoan animal . .
health and a marketing issue; support for the scientific investigation to unravel the secret
of ovarian transmission came from both the public health and agricultural communities.
And, of course, food safety is also a nutritional issue. In this country and around the
world, people do not gain the nutritional benefits of the food available to them if they
suffer foodborne illness, particularly when accompanied by dehydration due to prolonged
diarrhea. . That makes foodborne illness also an international issue of concern to

- susceptible populations such as cthdren the elderly, and persons W1th immune-

compromised cond1t1ons

Not all food safety problems are amenable t0 regulatory solutzons All food safety
problems or concerns cannot be resolved by legislation or regulatlon For example,

* irfadiation of pork for trichina control was approved more than a decade ago; approval of
- irradiation of raw beef for mrcrob1al control is waiting in the wings. Despite the

scientific and regulatory view that irradiation is an effective technology for minimizing

- food pathogens, public perceptions about irradiation—anxieties not even related to food

~Most food safety problems have multzple solu.tions. T A regulatory solution, i.e.,. -

_ safety—have prevented its widespread use. In our pluralistic system, the marketplace

and other forces will inﬂuence sometimes drive, our regulatory'agenda.

In add1t1on all of the options the Comnuttee has l1sted involve transfer of “command and

control” functions from numerous agenc1es toa s1ng1e Federal entity. It is noteworthy

that USDA among other federal agencies, is engaged in a pol1t1cally popular regulatory
‘reform effort to replace “command and control” regulations with sc1ence-based
- performance standards” whenever poss1ble

standard setting and enforcement, is not always the bést solution to a food safety
problem: Research, educat1on and voluntary comphance can reduce the- need for

, regulat1on
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New partnerships are silver, old ones are gold. We should build upon, not discard,
existing successful partnerships. For example, CSREES, FSIS, FDA, CDC; and other
private and governmental organizations now participate in the Partnership for Food
Safety Education. This group serves to coordinate all food safety educational programs

- among private and governmental agencies, and is a key element of the Food Safety

Initiative. Within that partnership, the RFP for projects on food safety education from
CSREES was shared with other Federal agencies to gain input and improve coordmatlon
of these efforts. : . :

Yet that partnership would not have been possible without relying on the many eff_ective'

- working relationships developed among the participants over the years, including joint

projects on residue control and nutrition labeling. Moving food safety education’

'programs into a single food safety agency would be of concem because of the potential
 loss of the very important partnership that CSREES has with its partners in the Land--

Grant system and the Cooperative Extension Service. This partnership is critical to the
easy and rapid transfer of research results from CSREES- funded programs directly into

B the Extensmn System and on to the end users.

By the samé token the Jomt Institute for Food Safety Research builds on long-term

‘research coordination among food safety agencies. ARS and CSREES continue to work
~ closely on planning of research agendas and allocation of funds for research projects. In .

the writing of the two current new Requests for Proposals (RFPs) by CSREES, the.
general outline of the RFP was discussed in detail with other Federal agencies, including
FDA, FSIS, and ORACBA, to ensure that we were meeting their needs as much as.
possible within the conﬁnes of the authonzmg language for the programs

There is strength in dz‘versily Public partnershlps are strengthened by having diverse
views and expertise among the members, to better anticipate all factors that will affect -
resolution of any food safety issue. For example, any attempt to place “pure” food safety
résearch and education in one agency could actually jeopardize our ability to deliver
improved food safety to corisumers. Research and education programs for food safety do

- not operate as separate activities within the agencies but rather draw significant strength
- from one another. While some projects are entirely focused only on food safety, the food

safety research portfolio actually includes many other projects in such areas as animal . | '

health and animal genetics, which provide major contributions to the total set of
: mformatmn that supports the nat1onal food safety effort

Conversely, sc1ent1ﬁc expemse and endea,vors should always inform regulétory activities.

~.Each regulatory agency must have a cadre of trained and involved scientists to facilitate
: communications and cooperation with the research/education agencies. [Applled

research; espemally focused on adaptation and adoptmn of new diagnostic methodologles
and development of risk assessment models remmns a cruc1al element of the actlon

: agency]
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Conclusion

‘The President has directed the Council, as one ofits first activities, to review the NAS 4
report and, after providing opportunity for public comment, including public meetings; report
back to the President within 180 days with its response. The Council was asked to consider
appropriate additional actions to improve food safety, mcludmg proposals for leglslatwe
reform and reorgamzatlon of the food safety system. " :

_ However; any reorganization of food safety activities must recognize agency
activities that are not related to food safety and how they relate to the food safety
‘responsibilities. Reorganization must not be done at the expense of these responsibilities and
activities. Congress had valid reasons for creating a single agency, ARS, to conduct
_agricultural research, a single agency, EPA, to regulate pesticides, a single agency, APHIS,
-to regulate animal and plant health Those reasons still ex1st USDA is concemed that
. separatmg - : :

. Vagncultu;ral research related to food safety from agncultu:ral research that is not could
~weaken both; - : :

e "_regulation of foodbome animal dlseases from the regulatlon of other animal dlseases
could weaken both; and :

. 'regulatlon of pCStICIdeS for food crops from the regulatlon of pestlcldes for nonfood crops
could weaken both -

. USDA re cognizes that some reorganization and consolidation of activities may be-
. -desirable but is concerned that a massive reorganization of the federal government’s food
safety activities may create as many problems and mefﬁclenmes as it solves. :

_ USDA beheves that before the Council considers reorgamzatlon it should do what

- the Cormmttee has suggested: identify and analyze other existing models in government for
. achieving mutual and truly natiofial food safety goals. Some of these models rmght address
“structure, and some might address famhtatmg mechamsms
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- RECOMMENDATION 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. |

| Backgmu_nd ,' |

The authors of the NAS report concluded that reorgamzatlon of federal food safety, -
_responsibilities is necessary to implement a science-based food safety system.. :
Recommendation ITIB addresses the issue of integrating and unifying the efforts of
authontres at the state and local levels to enhance food safety :

The report 1dent1ﬁed ﬁve statutory tools requrred to 1ntegrate local and state food |

. safety actlvmes rnto an effectrve natronal system: .-

1 Authonty to mandate adherence to mmrmal federal standards for prod'ucts or processes. .

2. Contlnued authonty to deputtze state and local ofﬁmals to's serve as enforcers of federal -
law : :

3. Fundmg to support in whole or in part act1v1t1es of state and local ofﬁcrals that are

: ]udged necessary or approprrate to enhance the safety of food. "

T4 Authonty gtven to the Federal ofﬁcral responsrble for food safety to d1rect actlen by other
‘ ‘agencres w1th assessment and momtormg capabrhtles L : oo .
e S

R 5. Authonty to convene workmg groups create partnershlps and direct other forms and

means of collaboratlon to achleve 1ntegrated protectlon of the food supply..

This recommendation acknowledges the ¢ ‘equally cntlcal roles” of state and local
government entities with those of the federal sector in ensuring food safety, and suggests -
changes in federal authonzmg and appropriating legislation may be necessary to achreve -
: better mtegratron of federal, state and local activities. K '

The repcrt also notes: “The Work of the states and localltles n support of the federalv ‘
'mission deserves improved formal recognition and support.”” We beheve that the report 1s
hi ghhghtlng this cntrcal pornt ata serendrpltous time. "
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~ Strengths of the Recommendation
- USDA recognizes, and agrees with the report’s conclusion, that the divisions among

federal, state, and local authority often complicate the administration of regulatory programs:

- Weaknesses of the Recommendation

| USDA beheve<. that most of the statutory tools suggested by NAS already ex1st for USDA,; as
noted below. :

. Authorizy to mandate adherence to mini'm'al feder‘al standards for products or processes.

_ The Federal meat and poultry inspection laws already provide USDA w1th the clear
- authority to set minimum federal standards and require adherence to those standards. Both

" the states and other governments must satisfy the “equal to” -provisions of those key laws.

USDA has preemption authority if it becomes necessary. Twenty-ﬁve states operate state .
inspection programs 1nspect1ng product for in-state sale, and one add1t10nal program is in
development - ' :

. In pra_ctice, however, USDA has rarely had to call upon this authority to achieve food

. safety goals. For example, it is generally for budgetary reasons rather than program -
inadequacies that states give up their inspection programs for products produced and sold..

~within the state.- USDA in practice often defers to State Attorneys General where state laws .
are equ1va1ent n address1ng particular comphance matters : '

"= Continued authority to deputize _state and local oﬁicials to serve as enforcers of. “federal
' _vlaw..- ‘ ' - ‘ -

Under Federal State Cooperatlve Inspect1on Prograrn Agreements (formerly

o Ta]madge Aiken), State employees carry out inspection in federally 1nspected plants. .

- Approximately 250 plants now dperate under such agreements. We are also exploring new
approaches under current law to extend this concept into other areas of food safety

s F unding to support in whole orin part activities of state and local officials that are
' Judged necessary or approprzate to enhance the safety of food.

Under current law USDA prov1des up to 50 percent of the costs of state 1nspectlon
pro grams (for 25, and soon to be 26, states with inspection programs for meat and poultry
-products produced and sold w1th1n the state) Th1$ support adds up to more than $40.5
'mllhon dollars per year ‘

Under current law, USDA (through FDA due to lack of FSIS cooperatlve agreement
- authority) has funded animal production food safety outreach projects involving 11 states

These projects bring together at the state level all of those involved in food animal
“production, veterinary practice, animal health, public health, and related areas to assess the
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current level of food safety awareness among food animal producers; promote increased
awareness of needs for food safety at the animal production level; identify production -
practices that enhance food safety and articulate them to producers, transporters, and
imarketers; provide a continuing forum for addressing food safety issues as they arise; and .-

_support education and information activity that results in food animals being presented for
slaughter that will yield safe, wholesome food products. The projects vary according to
regional and food animal species differences, but all seek the same result—safe food.
($405,000.) Contract states are Louisiana, Oregon, Michigan, South Dakota, Nebraska,
Texas New York, Wrsconsm Ohro, and Vermont.

: An essentlally 1dent1cal contract was developed with the state of Colorado, and will
be funded through APHIS (845, 000 )

‘ Under current law, USDA (CSREES) transferred an employee to lowa State to

develop an educational program to train veterinarians as auditors for on-farm food- safety and

quality assurance processes. Under current law, USDA funded animal production food

safety workshops in Colorado, Nebraska, and Ohio ($25,000 through the Livestock - ‘

Conservation Institute). These workshops provrded extensive information to the state-based
“information multipliers on food safety, consumer concerns, HACCP, packers and retallers

needs and what producers can do to best address these issues. :

Under current law and the President’s Food- Safety Imtlatlve USDA is enhancmg
. state labs and computer capabilities. Under current law FSIS is supportmg the State trammg
initiative for HACCP S

Authorzty to convene workzng groups, create partnersths ‘and dzrect other forms and
" means of collaboratzon to achieve zntegmted protectzon of the food supply

USDA beheves it does have the authonty under current law to convene worklng
groups and to create partnerslups The federal-state initiative to encourage adoption of the .
Food Code does not requlre statutory authority. What FSIS lacks is cooperatlve agreement
authonty, which it is pursumg alfeady in the legislative venue.- »

. USDA also believes that any formal comment from the Council to the President on
' this recommendation should fold in and be responsive to the views of the states. The
Departmient believes the strategic plan described under Recommendation IIB above is the’
vehicle for obtaining that input. It is doubtful that any changes in the federal- state-local
relationship on food safety erl be effectrve 1f they are not mutually agreeable.

Barrrers to Implementmg the Recommendatmn
The discussion under Recommendatron IIA is also relevant here in that the

President’s Council on Food Safety should not undertake overhaul of the food safety laws
- Wlthout ﬁrst conductmg a full assessment of these stamtes «
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Conclusion L

USDA recomrnends that the President’s Council on Food Safety 1ncorporate the
ongomg d1alogue with the states into 1ts strategic plannmg process

- Ata September 1998 “50-state” meeting, partlmpants (largely state regulatory -

' oﬁimals) developed a vision statement for an ideal national integrated food safety system and
a list of issues that would need to be addressed to reach the ideal system. Since that time, six
key operational "intersections" have been identified for integrating federal, state, and local |
government activities: - - s : ' o

- 1. Roles and respon31b111tles capacmes and resources.

2. Coordmatmg outbreak responses and 1nvest1gat10ns

BN

. Data collection« and sharing.
4. Communication. - = = B

* 5. Minimum uniform standards.

(=2

. Laboratory operations and COordination. :

Action plans for these six areas need to be con51dered by the Councrt as well as the
participating agencies at federal, state, and local levéls. It is also important to emphasize that
current work on a national integrated system has been built on successful federal/stateilocal
food safety 1mtmt1ves over the past several years, w1thm exrstmg frameworks.

In some cases, the act1v1t1es were generated by the States and in other cases by the

. .federal agencies. In some 1nstan,ces specific issues have served as the trigger (promoting -

- adoption of the Food Code, E. coli 0157:H7 in ground beef, HACCP 1mp1ementat10n in-
. small and very small plants, interstate shipment, Salmonella in eggs). In other cases,

agencies such as FSIS and FDA, which have themselves established new, cooperative modus
' operandi (datmg back, perhaps to nutrition labeling), have drawn state and local agencres
~.into addressing emerging issues such as food safety in transportation and food safety in:
. animal productlon : : : '

, USDA belleves that some of the landmark food safety improvements from 1992 to-
' 1998 could not have occurred without the active participation of state and local agencies.

One case in pomt is safe—handhng labels for raw meat and poultry Another is the “‘sentinel
site pro;ect precursor to FoodNet and PulseNet »

 USDA beheves that the Council’s planmng process prov1des the opportumty to draw
-the States into the’ process as pnmary and equal partners in the development of the food

34

United States Department of Agrienlture



safety system of the future. We believe that the natlonal mtegratmn pl‘OJ ect descnbed abovc
is one of the appropriate vehlcles for doing so. C
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