Background
The Food Safety and Inspection Serv1ce (FSIS) has proposed and 1rnplemented a
number-of food safety initiatives since the Clinton/Gore administration took office in
January 1993. Although the U.S. food supply is already among the safest in the .-
. world, this Administration-has made further reductions in foodborne illness a ,

" national priority. The Administration has put,in place improved safety standards for
‘meat, poultry, and egg products and has frequently communicated these actions to
the public through media addresses. Research, education, and survelllance efforts
have also been greatly expanded.

Current Status' - :
L Here are some si gmﬁcant mllestones in the Admxmstratxon s food safety efforts

May 2‘000

-May 2000

| President Clinton, in: a Sat'urdayA moming radio address, announced
~that USDA will propose this summer to require nutrition labels on
- ground or chopped meat and poultry products and for single

mgredlent raw products on the package or at point-of-purchase.

President Clinton, ina Saturday morning radio address, directed

 USDA and HHS to propose required systematic testing for Listeria at
‘food processing plants to si gmﬁcantly reduce the risk of 1llnesvs and

death from Listeria monacytogenes in ready-to—eat foods

J anuary 2000 Fmal 1mplementat10n of HACCP for meat and poultry estabhshments

All 7700-plus federal and state inspected plants now operate w1th
pathogen feduction processes in place ‘ S

: ‘January 2000 Held a public. meetm g of the President’s Councﬂ on Food Safety to

Dec. 1999

Dec. 1999

dlscuss the draft strateglc plan

', APresident Cli,nton, ina Saturday morning radio address, announced -
the Administration’s Egg Safety Action Plan to reduce the number of
e Salmonella illnesses attributed to eggs and egg'products.

Announced comprehenswe plan by HHS and Treasury to prevent

~ “port shopping” of unsafe imported foods. Customs and FDA will -

stamp rejected foods with a clear “U.S. Refused” label and stepupa .

policy for destroymg 1mported food that poses a senous threat to

peOple s health.



August 1999 Held pubhc meeting of the Presldent s Council on Food Safety to
discuss the development of an action plan on egg safety to reduce the .
occurrence of Salmonella enteritidis in shell eggs and egg products

July _1999 ) »Held public meetmg on the Pre31dent s Counc11 on Food Safety
' .. Strategic Planning Task Force goals. ‘

~ July 1999 | Announced grants to ﬁve land grant universities that will serve as °
- models for very small meat and poultry plants due to 1mplement the
~ final phase of HACCP

July 1999 Proposed efforts to improve egg safety by requiring that shell eggs be
o stored at 45 degrees or below during transport, in warehouses, and at .
_ retaJl stores and by requrrmg safe handlrng statements on egg cartons.

July 1999 ‘. ‘Released Interagency Worklng Group on Food Safety Research
o " report, which compiles.an 1nventory of food safety research on
microbial contarmnat10n : ‘

- July 1999 D1rected the Departments of Health and Human Services and
7 o - Treasury to explore additional actions they could take to protect U. S.
consumers from unsafe imported foods w1th reports due back to the -

President by late 1999. :

o July 1999 Directed the Strategic Planning Task Force of the President's Council
: “ . onFood Safety to develop immediate recommendat1ons concemmg
_ -the regulation of eggs

~ June 1999 PulseNet expanded to 1nclude Salmonella, Shigella, and Lzstena as
- well as E. colz 0157:H7 bactena ﬁngerprmtlng ’ : :

- May 1999 - PubllshedvF ederal Regzster notice adv1smg meat and poultry plants to
: ‘ Teassess their HACCP preventive control plans to ensure they are -
~ adequately addressing Listeria monocytogenes in ready-to -eat
products, and provided guidance to industry recommending
- “environmental and end-product testing for presence of Lzstena
_ monocytogenes in ready-to -eat products

“=May 1999 Implemented extensive educat10na1 efforts fargeted to at- risk
- "consumers about Lzsterza monocytogenes in ready-to eat products

~ March 1999 FoodNet survelllance data announced by CDC that 1nd1cate 1mportant
-+ decreases in Salmonella and Campylobacter infections since 1996,
including a 15 percent decrease in Campylobacter and ad4 percent -
' drop in Salmonella enteritidis 1nfect10ns . -




Feb. 1999

" TFeb. 1999

~ Jan. 1999

Jan. 1999

‘Jan. 1999
© Nov. 1998
Nov. 1998 -

- Nov. 1998

- facilitate the exchange of information at the field level about food
- _establrshments and operat1ons that are subject to the ]unsdrcnon of
- both agencies.

Proposed rule on irradiation for raw meat and meat products. -

————

FSIS and FDA si gned a Memorandum of Understanding (MOU)to

Implemented'new procedures to expedite the review of food additives -

that are intended to decrease the incidence of foodborne illnesses -
through their antimicrobial act1ons against human pathogens that may
be present in food.

Implemented HACCP in almost 3 ,000 small meat and poultry plants
Preliminary results from the 300 largest meat and poultry plans that

-implemented HACCP:in 1998, show significant reductions in the
‘prevalence of pathogens on meat and poultry products.

: Announcement of new techn1que to detect DT104 a potent1ally
"deadly strain of Salmonella that resists many antibiotics.

FoodNet expanded to 1nclude an ei ghth state and now represents
“more than 10 percent of the U.S. populatlon C

Bessie Berry received an NPR “Plain Language " Award for rewn'ting
a backgrounder on the preparatron of turkey ' .

Held Natlonal Conference on Food Safety Research w1th a goal of .
answering the question: "What should our food safety research be as
we move forward?" Participants included Federal agency
representatives as well as academics, and industry and consumer

group representatives. Dlscuss1on focused on the research needs of

. -regulatory¥and action agencres ‘and on the research needs for o

S Augﬂ 1998
- Aug.1998

S _budgets each year. S

~ July 1998

Created the Pres1dent s Councll on Food Safety, which is charged

‘ detectron preventlon and risk assessment

Finalized a regulatron that requlres eggs to be stored and transported

. at 45 degrees Fahrenheit or less. By law this regulatlon became
effective in August 28 1999.

with developing a comprehensive strategic plan for Federal food *

 safety activities and with ensuring that all Federal agencies involved -\* |

in food safety work together to develop coordrnated food safety

_Announced new warning labels that would be required on packaged '.
~ fresh fruit and vegetable juices not processed to kill harmful bacteria. -




 July 1998

Vice President Gore appeared at 4% of J uly BBQ on the Mall as part’
of the Fight BAC campargn encouragmg the use of thermometers ,

' . when gnllmg

July 1998

 May 1998

© April 1998

" Feb. 1998

Jan. 1998

‘Dec.1997

7 0ct. 1997
Lo o Federal-prrvate partnership to reduce the incidence of foodborne

June 1997 K

May 1997

, Announced the Joint Institute of Food Safety Research, which will -
. develop a strategic plan for conducting and coordinating all Federal .

: acaderma

food safety research actmtres including with the pnvate sector and

N Formed a national computer network of public health laboratoﬁes4- j

called PulseNet--to help rapidly identify and stop episodes of . -
foodborne illness. The new system enables eprdermologrsts to respond

up to five times faster than before in 1dent1fymg serious and
- widespread food contamination problems by performmg DNA
- “fingerprinting" on foodborne pathogens

Irnplemented a prlot HACCP program for the retall sector of the food
industry, including restaurants, grocery stores, institutional food

service and vendmg operatlons

.'Announced Admrmstratlon s proposed food safety budget whlch
- requested an approxrmate $101 mllhon increase for food safety

1n1t1at1ves :

' Irnplemented new, scrence-based HACCP system for 300 of the o

largest meat and poultry plants

Approved u'radratlon for red meat asa food addm ve

Estabhshed the Partnership for Food Safety Educatron an ambrttous

illness by educating Americans about safe food handling pracnces

- The Partnership launched a mu1t1~year broad-based public education

campaign Fight BAC! -- to teach Americans about safe food~handlmg
practices. Federal partners include the U.S. 'Department of

- Agriculture, U.S. Department of Educatlon and Us. Department of
‘Health and Human Services. ‘

First Lady Hﬂlary Clinton was the keynote speaker at the Consumer
Education Conference for food safety edueators ' “Changmg

‘ Strategles Changrng Behavror

xReported to the Presrdent a comprehenswe new plan to 1mprove the
safety of nation's food supply "Food Safety from Farm-to-Table"--



" detailing a $43 million food safety program, including measures to

© Jan.1997

improve surveillance, outbreak response, education, and research.

Unveiled National Food Safety Initiative, a five-point plan to S
“strengthen and improve food safety.” Working with consumers,
producers, industry, states, universities, and the public, the

- - Administration recommended actions to reduce foodbomne illness. »

.~ Jan. 1997

. agencies; guide efficient use of resources and expertise during an
- outbreak; and prepare for new and emerging threats to the U.S. food ‘

July 1996 )

© Announced new earlyv Warning system; the Fe_Odbeme Outbreak. ot
- Response Coordinating Group (FORCG), a partnership. of Federal and
~ State agencies established to develop a comprehensive, coordinated - -

national foodbormne illness outbreak response system to increase
coordination and communication among Federal, State, and local

supply.

President'announced new HACCP regulaﬁons that modernize the
nation's meat and poultry inspection system for the first time in. 90 -

- years. New standards help preventE coli bactena contamination in ..
- meat. :

3 Jan.1996~-

o FDA, and CDC along with state health departments and local
investigators around the country to better track the incidence of .
foodborne illness and monitor the effectiveness of food safety

0ct. 19‘95

Sprmg 1994

1994 |

Began collectmg data through the Foodborne Diseases Actlve ‘

Surveillance Network (FoodNet), a collaborative effort among FSIS

programs in reducmg foodborne 111ness

‘ Declared E coli 0157 H7 an adulterant in raw ground beef

Issued neW rule requiring the apphcatron of safe handhng mstructmns . |

- on labels on raw meat and poultry products: -

Embarked on strategrc CcDC program to detect, prevent and control -

‘emerging infectious disease threats, some of which are foodborne

,makmg significant progress toward this goal in each successwe year. .

o ’:I“i{fz~'f1’-'994 L
. ' Food Safety as a means of increasing the visibility of food safety

Reorgamzed USDA to estabhsh the Office of the Under Secretary fer .

, ; within USDA and separating food safety functions from marketing )
. functions carried out by other parts of USDA. Reorganization also

created a new Office of Public Health and Science within FSIS to o
improve the scientific base needed to make good regulatory dec151ons L '

- - that are based on pubhc health



1993 - Vice Prcmdent s National Performance Review issued report
" rccommcndm g that government and industry move toward a system
of prcventlve controls for food safety




. ¥
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Food Safety and I‘nspection Service
~United States Department of Agriculture
Washmgton, D.C. 20250-3700 -

STATUS OF THE FOOD SAFETY AND INSPECTION
~ SERVICE REINVENTION GOALS

Updated May 2000

The Food Safety and Inspection Service (FSIS) pr0v1des service to consumers by regulating the meat,
poultry, and egg product industries to ensure that products in interstate commerce are safe, wholesome, -

-and accurately labeled, including the inspection marks. The FSIS strategic goal is to enhance the public

health by minimizing foodborne illness from meat, poultry, and egg products. The outcome of this goal

is a 25% reduction in the number of foodborne illnesses associated with meat, poultry, and egg products . -

by the end of year 2000. Salmonella, E. coli 0157:H7, Campylobacter, and Listeria monocytogenes are -
srgmﬁcant food safety hazards associated with meat and poultry products. In 1996, FSIS estimated that
the contamination of meat and poultry products with these bacteria results annually in as many as 4,000
deaths and 5,000,000 illnesses. The Centers for Disease Control and Prevention (CDC) estimates that

- foodborne 111ncss from all foods may cause 76 million illnesses and 5,000 deaths in the United States
: every year

" 1. Reduce pathogens on raw products.

‘The Agency's Pathogen Reduction/Hazard AnaIysis and Critical Control Point (HACCP) Systems
regulation for meat and poultry products requires plants to adopt this system of process controls to

N prevent chemical, physical, and biological food safety hazards. Specific regulatory requirements

for plants for sanitation and microbiological testing are to be in place.

By 2000, 100% of all federally inspected meat and poultry products will be produced under a
HACCP systera; by 1998, 80% of all federally inspected meat and poultry products Wlll be

. produced under a HACCP systemg-

Based on the best science available, prepare approprlate rcgulatory and non«regulatory options,
including HACCP, for egg products.-

Develop a better understanding of E. coli O157:H7, Salmonella and other foodborne patho gens by |

~ developing baseline data and by collaborating on research and other regulatory and non- rcgulatory

approaches.
By 1998, more than 95% of plants slaughtermg cattle swine, chlcken and turkeys will be tested .

routmely for Salmonella 1nc1dencc
. Status:

FSIS reached a major milestone in its food safety strategy on January 25, 2000, with the third and -

final phase of HACCP implementation. On this date, 3,159 Federal and approximately 2,300

- State-inspected very small plants--those with fewer than 10 employees or less than $2.5 million in
sales--were required to implement HACCP and meet performance standards for Salmonella. FSIS
“achieved its goal of having all domestic meat and poultry establishments operating under HACCP.
CDC has performed active surveillance for a number of foodborne pathogens since 1996.
Preliminary surveillance data for 1999 compared with data from 1996 through 1998 suggest the
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followmg

* The incidence: af E.coli 0157 declined 22%.

+The incidence of Campylobacter declined 26%

* The incidence of Shigella declined on average by 44%

-+ The incidence of Salmonella enteritidis declined 48%

* The incidence of parasitic diseases caused by Cyclospora infections decreased 70%
~ CDC has stated that the declines (from 1996 through 1998) in Salmonellosis and

. Campylobacteriosis may reflect changes in meat and poultry processing plants in the U.S.

~mandated by the PRZHACCP rule of the USDA. The largest producers in the food industry .
implemented HACCP in January 1998. The decline from 1996 to 1998 in the incidence of

“Salmonellosis parallels the reported decline in the percentage of meat and poultry products testing
.positive for Salmonella at large federally inspected processing plants. Reasons for the decline in
- Salmonella enteritidis isolates remain under investigation. This decline also might in part be
. explained by the decrease in the percentage of poultry products testing posmve for Salmonella in
.. large processing plants. .

e As of January 2000, 100% of cattle, swine, and chicken are subject to testing for Salmonella
incidence at the slaughter plant. Data from a year of testing in small plants show a decline in the
prevalencc of Salmonella from the pre-HACCP baseline studies. Of broiler carcasses, 20% tested

- positive for Salmonella before HACCP implementation, compared to 16.3% since
implementation; a decline of 18.5% to date. In ground beef, 7.5% of the national baseline samplges'
tested positive for Salmonella prior to HACCP implementation versus 4.3% since HACCP

" implementation; a 42.6% decline. Of cow and bull carcasses, 2.7% tested positive before HACCP -

~implementation while 2.3% tested positive after HACCP implementation; a 15% decline. -

o FSIS has prepared a white paper on E. coli:0157:H7 that was a major topic at the May 2000
meeting of the National Advisory Committee on Meat and Poultry Inspection. In the next few

" months, FSIS will publish notices in the Federal Register calling for all establishments that ' :
process beef to reassess their HACCP plans for control of E. coli O157:H7. The Agency w1ll also

. announce that coples of the risk assessment for O157:H7 will be available. ‘

e President Clinton, in his May 6th radio address, said that the Administration's goal is to cut, the
number of illnesses caused by Listeria in half by-the year 2005. FSIS held a public meeting in
May 2000 to discuss the issue. The Agency has also advised manufacturers of ready-to-eat meat -
and poultry products to reassess their HACCP: plans to ensure that they adequately address this
pathogen. In November 1999, FSIS released a refined laboratory methodology that reduces the

. analytical time required for detecting and 1dent1fy1ng potentially contaminated products by at least

“two days. FSIS has made significant progress in 1mp1ernent1ng acnon items in.a plan 1ssued last ‘
o, year. .

o In 1998, FSIS and the Food and Drug Adnrnmstranon (FDA) jointly dcveloped a risk assessment

"~ model for shell eggs and egg products to address the risks of foodbornc illness caused by

. Salmonella enteritidis. o

¢ In December 1999, the President's Council on Food Safety released thc Egg Safety Actmn Plan. It

. was based on the results of the joint risk assessment mentioned above. Under the Plan, FSIS will - .
develop HACCP-based standards for shell egg packers and egg products processors, as well as be
responsible for providing inspection and enforcement for both. FSIS is also developing a rule in

. conjunction with the Egg Safety Action Plan. Thls rule, expected to be published in late 2000, will

. establish HACCP-based systems for shell eggs as well as for processed egg products. The rule
will include components such as basic facility samtatlon b1osecur1ty, and Sanitation Standard

. Operatmg Procedures (SSOPS)

2. Establlsh effective workmg partnershlps with other publlc health agencxes and stakeholders to .
support the Presndent's National Food Safety Imtlatlve . v ,

hitp://www fsis.usda. gov/OM/npr/goals00.htm P  11/15/2000
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. Expand and improve interagency cooperatwe agreements on mspectmn and establish effectlve
~ partnerships with States and other agencies.
“e Collaborate with other food safety and public health agencies tq identify and encourage research
-to address food safety risks. ‘
e - Collaborate with States, other Federal agenmes industry, and academia to expand existing -
" - information systems and data on foodborne illness and estabhsh a national clearinghouse on food
safety information and education.

Status

. FSIS continues to actively part1c1pate in the Partnershrp for Food Safety Education, the Premdent S
Council for Food Safety, the National Partnership for Reinventing Government, and other intra-
and mter-agency food safety task forces. FSIS and FDA worked together to establish the National
Food Safety Information Network, part of the Food Safety: Initiative, that maintains a database of
educational materials. In addmon the Agency contmues to produce educational materlals for a
wide audience.

e Under the Food Safety Initiative, FSIS contnbutes to the Foodbome Dlsease Active Survelllance
Network (FoodNet) which currently contains nine sites. For 2000, FoodNet now encompasses
‘approximately 29 million Americans, nearly 11% of the population. In addition to new data on the
burden of foodborne illness in general, FoodNet found Campylobacter to.be the leadmg cause of

" sporadic cases of foodborne illness from 1996 through 1998.

o FSIS also contributes to the PulseNet, a computerized database that matches the DNA fingerprint
of foodborne diseases, and accelerates the traceback process to the source of the contamination.

~ PulseNet is especially successful in ‘identifying dispersed illnesses with potentially common
-sources of implicated product and in alerting the appropriate regulatory agencies so they can take
action. Recently, Harvard University and the Ford Foundation selected the interagency PulseNet

- _effort to receive the prestigious "Innovations in American Government Award."

- Under the Food Safety Initiative, U.S. Department of Agriculture (USDA), Health and Human
- Services (HHS), and the Environmental Protection Agency (EPA) created the Foodborne
-Outbreak Response Coordinating Group (FORCG) to bring together Federal, State and local
~ agencies to develop a comprehensrve coordmated natronal foodborne ﬂlness outbreak response o
system.
o During 1999, FSIS hosted the first-ever jomt meetmg of State Secretanes of Health and
. Agriculture with federal food safety officials on 1mprov1ng cooperation and workmg towards a
~ seamless national food safety system. . .. _
- o In February 1999, FSIS and FDA signed a Memorandum of Understandmg to facrhtate an
exchange of information between the Agencies about establishments and operations that are -
~ subject to the jurisdiction of both Agenmes This exchange of information permits resources to be
used more efficiently, and will improve public health protection. :
‘e On December 23, 1999, FSIS published a final rule to streamline the approval process. for food
»  ingredients and additives by ending the requirement that they be approved separately by both FDA
and FSIS. Previously, once FDA approved a food ingredient, FSIS had to conduct separate '
‘rulemaking in order for it to be approved for use in meat or poultry The new rule became
 effective January 24, 2000,
« In November 1999, FSIS and the U.S. Public Health Service (PHS), Commissioned Corps 51gned
- aMemorandum of Understanding assigning Commissioned Corps officers to FSIS to assist in -
o ‘reducmg the. 1nc1dcnce of foodborne 1llness :

3 Promote food safety from farm to table.

e Coop‘e‘ra'te‘ W‘ith4 States and producers to expand knowledge and use of publio health-based on-farm

© htp//www fsisusda.gov/OM/pt/goalsOOhtm - - 11/15/2000
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practlces :

¢ Improve food safety during transportatron and drstrlbutlon

By 2000, communicate food safety information to 158 million people a year through partnershrps
between FSIS and industry, academics and educational institutions, screnttsts and consumers.

. Promote the nationwide adoption of the Food Code.

Status

. Through FSIS efforts, state vetermarlans and other officials respon51ble for the production of
food animals are incorporating food safety responsibilities into their practices. Producers and
veterinarians are becoming more aware of the impact of the HACCP rule. State partnerships to
foster producer education continue to encourage small packer-producer information sharing, and
efforts to strengthen relationships between and among public health and animal health officials are
increasing. FSIS entered into several new state partnerships; producers from these states represent
32% of all producers. FSIS continues its leadership role by cooperatively organizing a national
conference on the role of animal production in food safety. The conference is scheduled for

~ September 6 and 7, 2000 in St. Louis, Missouri.

- o FSIS continues to be actively involved in the Partnershlp for Food Safety Education. The "F1 ght
BAC" campaign began in October 1997 as a unique partnership of industry, government, and ,
consumer groups dedicated to reducing the incidence of foodborne illness. The partnership, which -
was originally kicked off by Vice President Gore, has grown from 10 founding members to 18

- active organizations. Hundreds of grassroots organizations are now "BAC Fighters" helping to -
spread the consiumer education messages designed to reduce foodborne illness. Tens of thousands
of publications, curricula packages, and fact sheets from the Web-based Virtual Tool Box have
been distributed throughout the U.S. and the Fight BAC! Web sites had 3 million hits in 1999.

- Additionally, Canada became the first international affiliate.

e On May 25, 2000, FSIS launched a new food safety education campaign to promote the use of
food.thermometers in the home. The campaign theme is: "It's Safe to Bite When The Temperature
Is Right!" FSIS introduced its new messenger, Thermy ™, after focus group testing confirmed - '
consumer acceptance of the character and the message. .The campaign was created as a result of
USDA research that indicated that 1 out of 4 hamburgers turned brown before reaching a safe
internal temperature--high enough to destroy harmful bacteria. Color can be misleading and a food

~ thermometer is the only safe way to be sure meat, poultry, and egg dishes are safely cooked. ‘

o. USDA and FSIS support adoption-of the Food Code by all jurisdictions because it promotes

~ " uniformity in the nation's laws on food safety. This uniformity in turn promotes commerce, fosters
cooperation among jurisdictions on a problem that is inherently multi-jurisdictional, and enhances. |
public health for all Americans. Senior USDA officials have shown support through numerous”
-publlc remarks, direct communications to State governors and other officials, and agency support
of various intergovernmental initiatives. The Secretary of Health and Human Services and the
Secretary of Agriculture signed a joint letter to state governors promotmg the Food Code. In good

~+ measure due to federal prompting, the Food Code has been adopted by increasing numbers of
]unsdlctlons As of December 1999, 27 State agencres in 19 states, and many federal, local, and

* tribal agencies have.done so. Another 25 State agencies, and the Puerto Rican Department of

- Health, among others, are in some stage of the adoption process.

e To better inform consumers, FSIS recently adopted a policy to issue a press release for each recall.

~ The pollcy went into effect February 2000, and serves to alért consumers of all recalls conducted.
It also serves to remind consumers to always fo]]ow safe ha;ndlmg pracuees w1th meat, poultry
and egg products : .

4 Complete the necessary cultural change to support HACCP and food safety.
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. Tram the workforce to carry out the redefined regulatory tasks and procedures generated by the
HACCP rule.

_Clarify and emphasize industry's responsubrlrty for food safety through regulatory reform
Promote new technologies to enhance food safety.
Establish a Management Development Academy. : :
Centralize the management of all policy, rulemaking, and program development act1v1t1es to
reform exrstmg regulatrons and eliminate layering.

" Status:

. FSIS completed trammg 100% of the meat and poultry inspectors responsible for HACCP

" implementation to ensure a smooth transition to HACCP. Inspection personnel were provided
‘with resource materials and participated in work unit meetings. FSIS maintained a HACCP hotline
at the FSIS Technical Services Center in Omaha for additional information as needed.

o FSIS implemented the Management Leadership Development Program (Management Academy)

~-both in headquarters and in the field. The Agency plans to phase it in over the next few years.

e In 1997, FSIS and Texas A&M began collaborating on the Food Safety Education Program
designed to educate FSIS employees in the scientific foundation for HACCP and related issues.
By the end of fiscal year 2000, approxrmately 1,175 individuals will have graduated and received

_five college credits for their efforts.
o Management of all policy, rulemaking, and program development activities to reform exrstmg
‘regulations and to eliminate layering is now centralrzed under the Office of Policy, Program
Development ard Evaluation. ‘
e FSIS is significantly reforming its regulatlons and putting them into plain language that can be
- understood by plant personnel, FSIS employees, and the public. Traditionally, Agency regulatlons
“were very long, detailed, prescriptive, and not easily-understood. FSIS has been converting these
command-and-control regulations to performance standards, to clarify responsibilities and allow
flexibility for industry innovation. Examples of regulatory reform include: eliminating prior
‘approval for certain types of product labels; eliminating prior approval requirements for
~ equipment; converting highly prescriptive sanitation requirements to performance standards,
‘harmonizing and streamlining FSIS and FDA procedures to review and approve use:of food

- ingredients and sources of irradiation in meat and poultry products.

e On December 23, 1999, FSIS publlshed a final rule, previously discussed in this document to

. streamline the approval process for food ingredients and additives. On May 30, 2000, FSIS

. published a final rule removing requirements. for partlal quality control (PQC) programs in meat_
and poultry processing plants. This followed previous rulemakmgs that eliminated many PQC -
program requirements. This new rule is the latest in a series of regulatory reform initiatives

- published by the: Agency to 1mprove food safety. Simultaneously, FSIS is making regulatrons less
burdensome, easier to use, and more consistent with HACCP systems o
e In FY 1999, FSIS created new job descriptions defining the moré science-based mspectron role we -
-+ will play under HACCP. Although we received OPM approval for Consumer Safety Officers
(CSOs), Congress raised concerns about our plans to 1mp1ement conversion to and hiring of

~ CSOs. FSIS reported to Congress that we intend to minimize costs by advertising vacancies only
in local commuting areas where there is an adequate number of qualified candidates. FSIS still
hopes to hire 50 to 75 CSOs during FY 2000. In the future, we will need a mix of technical,
professronal and administrative employees. However, within that mix FSIS must increase the .

- proportion of scientific professionals in frontline occupatrons The CSO a screntrfrc generallst

. will be the j journeyman FSIS employee of tomorrow. -

« FSIS will soon issue the report entitled The Future of FSIS Veterinarians: Public Health .
Professionals For the 21st Century. To develop this report, in 1999, FSIS convened a select panel
of veterrnanans from inside and outsrde of FSIS, a varrety of FSIS management personnel and

) httpff;‘ww_\af.fsie.us.da.goy/Ol\_/I!npr/goaléOQ.htm' ) IS ) : 11/15/2000
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, 1nd1v1duals affiliated with academe, non-government organizations, and foreign governments.
This task force met numerous times during 1999. In February 2000, FSIS held a public meeting
and solicited comments on the draft report. Recommendations cover five major issues: Defining
the role of the FSIS veterinarian; Education, training, recognition and recruitment; Development
and refinement of partnerships; Information management centered around animal identification; -
and Veterinary contributions to international credibility. Upon receipt of the final report in the

~ next few weeks, FSIS intends to implement most of the reconnnendatmns whlch will posmvely
.impact our appxommatly 1,200 veterinarians. :

S. Promote mternatmnal cooperatlon on food safety.

. Assure the safety of the domestic food supply through the application of approprlate domestlc
food safety standards to imported products :
e Participate in Codex Alimentarius to improve the Codex system and to develop and adopt '
- international food safety standards that promote falr trade

Status

o All plants expomng meat and poultry products to the U.S. must now meet the new requirements
- of our HACCP system. To ensure the safety of imported meat and poultry products, FSIS
developed and applied a process to assess the equivalency of eligible foreign inspection programs

relative to the requirements of the HACCP rule. Although foreign food regulatory systems need
not be identical to the U.S. system, they must employ equivalent sanitary measures that provide
the same level of protection against food safety hazards as is achieved domestically.

e FSIS houses the U.S. Codex Office and maintains an active role in all Codex activities. These

activities include restructuring the interagency policy steering committee to ensure focus on policy
development and coordination; training of delegates; conducting foreign outreach efforts; hosting .

- Codex sessions on food hyglene processed fruits and vegetables and re51dues of vetennary drugs

~ in foods. -

o During the 23rd session of the Codex. Ahmentanus Comrmssmn FSIS Administrator, Thomas J.
Billy, was elected to a two-year term as Chairperson of this United Nations Commission. His role
as Chair helps to ensure that the processes used by Codex to develop food standards are based on

* sound science and have integrity. Under his leadership, the Codex priorities will include: 1) -

» contmumg support of science-based decision making; 2) obtammg support from WHO and FAO;

- 3) increasing and strengthening participation of developing countries; 4) ensuring greater -
part1¢1pat1on of non-governmental organizations and addressing the need for transparency, and 5)
1mprovmg efﬁc1ency and speed of the Codex process and consensus buxldmg

Fojf Further Information Contact;
FSIS Planning Staff

6904 East Franklin Court

Washington, DC -
Tel: 202-501-7136

. Fax: 202-501-7642

NPR Home Pege |
FSIS Home Page A
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a Remarks prepared for dellvery by Dr. Catherme Wotekl Under Secretary for F ood Safety, before the
- Association of Food and Drug Oﬁ‘icmls, Burlmgton Vermont, June 19,2000.

Good afternoon. Last year when I presented the USDA keynote address at your meeting in San Antonio,

I discussed the progress we had made in establishing a framework to make significant food safety
improvements This framework was first presented in 1997, as the President's Food Safety Initiative, and
it now is being continued by the President's Council on Food Safety, which is in the final stages of

“developing a strategic plan for federal food safety activities. I'd like to recognize the 1mportant role that "

AFDO has played and continues to play in developing the strategrc plan.

- : Last year, I also addressed the need to work toward the mtegratlon of federal, state, and local
) government activities and resources, and I'll talk more about that in a few moments. This is a major
theme of the strategic plan that carries through all three of the plan’s maJor goals. . ‘

, At thrs year’s conference AFDO has chosen a global focus, and that certamly is relevant to our food
' safety activities and to the theme of working together to achieve food safety goals. Not only should we

aspire to a unified food safety approach domestically, but internationally as well. There are many
similarities between our domestic food safety goals and those that are 1mplemented at the international
level. Of utmost importance is that they be rule-based and utilize the best science available. Thus, as we
improve our,domestic program, we must ensure that science guides international food safety policies as
well. This is partrcularly 1mp0rtant as food safety is appearing frequently on the agendas of international

_ leaders And it has become central to negotratlons wrth respect to trade over the last decade

Let me provide you with some background on what is happenmg at the 1nternat10nal level Last year

* - President Clinton and the leaders of the G-8 countries during their annual Summrt meetmg held a
' drscussron and issued a communiqué on food safety -

 As you know, the heads of state or govemment of the maj or industrial democracies meet each year to

deal with major economic and pohtrcal issues facing.their own countries and the international

‘community as a whole. The communiqué issued by the G-8 leaders requested that the Organization for
" Economic Cooperation and Development --OECD-- prepare background papers for their discussion this*
- surnmer that would focus on biotechnology and other aspects of food safety. To respond to this request

the Ad Hoc Group on Food Safety was established, and five papers have been prepared for this year’s

) Econormc Sumrmt which wﬂl be held in July in Okinawa, J apan.

The first paper is a report of the screntrfic forum held in Edrnburgh Scotland, in February to examine
- the safety of food produced through brotechnology A second paper describes the roles of our national
" and mternatlonal food safety orgamzatlons Papers three and four revrew how envrronmental and food
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safety determmatlons are performed for foods produced through blotechnology And the ﬁfth paper is a
report of the consultatrons that OECD has conducted with non—govemmental orgamzatlons on these
toplcs

At next month’s G8 meetrng, we can expect dlscussmns to occur about the need to strengthen ‘
international efforts to address these food safety and environmental questions. The United States will
emphasize that for food safety such a mechanism already exists through Codex, and that Codex hasa
proven track record in developing international food safety standards You will have to stay tuned until’

* July to hear the results.

'EU Pre(:autionary Prineiple‘

One international issue that will also occupy the G-8 leaders, has been the subject of recent meetings,

“and has generated much discussion in Codex and other international organizations is the EU's -
- Precautionary Pr:tncrple The EU has been attempting to introduce its Precautionary Principle into

various international forums and agreements for more than a decade. And in an effort to provide more:
cohesion among its member states and to enhance the credibility of the principle, the EU issued a paper

in Februa.ry entitled Communication from the Commission on the Precautionary Principle. -

If jf()ﬁ’ve missed the 1hll-page,neWspdper'éds and the heated rhetoric, let me try to describe the debate.
‘The European Commission proposes that politicians should be able to invoke the Precautionary
. Principle when making risk management decisions in which there is poor, limited, or contradictory

scientific evidence as to safety. The risk management decisions could be in any area of the environment
or public health. The European Commission communiqué also goes on to-say that the precautionary

_ principle cannot be defined, but that it can be inferred from international law and court decisions. .

The U.S. has argued in these international discussions that precaution is built into the decision making

activities of Codex and that precaution is also inherent in our own food safety laws and regulations.

: Therefore there is no need for an ill-defined Precautronary Prmmple

However, there are some sectlons of the EU's commumcatlon w1th whrch we agree For example we
agree with the EU that decision-making procedures should be transparent and should involve all
interested parties. In addition; we agree { that precaution can be an integral component of risk
management and that decisions usually fieed to be made in the face of uncertainty and in the absence of
complete knowledge. And we welcome the commission's insistence that the precautionary principle can,
under no circumstances, be used to justify the adoption of arbitrary decisions regarding trade.

- But on the other hand, we have some concerns that the EU's Precautionary Principle is vaguely defined. -
At the same time there are numerous sections in the EU's communication about which we have .~
- questions and concerns. We are continuing this discussion of the use of precaution in food safety
‘ edec131ons in the Codex Commlttce on General Pnncrples, which we beheve is the appropnate venue.

Workmg with mterested federal agenmes, 'the U.S. Codex office is now preparmg comments on the
principles of risk analysis, which will be submitted to the Codex by July 1. The United States will hold a
public meeting on Thursday this week to discuss the issue with interested parties. [ urge AFDO to keep

‘ 1nvolved in Codex, because these 1nternat10nal decrsrons may affect our. domestic pohcres

| Domesttc Issues Wlth lnternatlonal !mphcatlons

'vIt rs 1mp0rtant to recogmze’ the con\{ervse;- that»U.S. domestrc issues potentially have.international |
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implications. Permitting the interstate shipment of state-inspected product is a good example. USDA’s '
~ legislative proposal has been introduced by Senators Daschle and Hatch and is currently pending before
the Senate Agriculture Committee. We do not anticipate that the bill as written will interfere with
international trade, but because state-inspected products would be eligible for export, the issue has
international implications. AFDO has been active in discussions of this bill and the Senate may move it
this session, so, I encourage you to contact your Senators to express your views on the b‘ill ‘

Another example ofa domesnc issue with mtematlonal implications i IS the USDA’s Pathogen Reduction
and HACCP rule for rneat and poultry products. As you know, the rule has been implemented in all
plants, and FSIS has completed its equ1valency determinations to ensure that countries eligible to export
to the United States have equivalent systems in place. In his talk tomorrow on the “Globalization of
HACCP,” Dr. John Prucha will provide you with an update on FSIS work in this area. USDA is a leader
in applying the concept of equivalence, and FSIS continues to audit and inspect to remain. confldent that
expomng countries have implemented equivalence systems :

Federal-State,-Local Cooperation

As we pursue our food safety initiatives in both the domestic and international sectors, it is a major -
‘priority of USDA to work more closely with our state and local counterparts. I believe there are many
good examples of our commitment to strong partnershlps '

Interstate shlpment is one pnme example Our legislative proposal is designed to encourage the creation
and continuation of state programs. We beheve the state programs have many strengths--one of. these
being regulating smaller plants '

‘The implementation of HACCP is another example of how committed USDA is to working closely with
the states. Throughout the implementation of HACCP, FSIS worked very closely with state HACCP
contacts and coordinators to ensure that the small and very small plants had the resources avaﬂable to

~ them to successfully 1rnplement HACCP :

Our prOJect to ensure the continued safety of the meat, poultry and egg products whlle in distribution -
channels is another project where we are working very closely with the states. FSIS recently held a-
public meeting on food safety during in-distribution, and I am pleased that AFDO was represented at the

meeting. This project illustrates the type Sof cooperative working relationship to improve food safety that . -

- we believe is possible among the various levels of government. In fact, FSIS is now working with
Minnesota to develop a model approprlate for that particular state, and we look forward to workmg with
other states as well.’ » : :

USDA is very aware of concerns that this project will lead to an overlap of activities at the retail level. T
want to assure you that we want to avoid this as well. We certamly don't want a retail store to be' v151ted
by a series of retail mspectors--that does not serve anyone's interests.

We recognize that States have the primary Junsdlcuon for food safety at the retail level. However, FSIS
‘has a role in ensuring that the integrity of the mark of inspection is maintained on Federal products, and
the Agency has the authority to set performance standards for the handling of federally inspected -
products in retail. Our focus is not on facilities, but on the product, and we are interested in explorlng

- with the states how we can both meet our food safety respon51b1ht1es w1thout overlap. Th1s pro;ect is aﬁ .
~-enhancement of what states are currently domg : : o

" Talso want to emphasize that th1s project is exploratory in nature. At the public meeting, we emphasized
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that we have no one model to present. Our ultimate strategy for in-distribution will be based on what we.
learn. Information collection will be a big part of the project. We believe that models may look different
in différent states, depending on the extent of the program already in place. Minnesota has given us a
clear message that if a State is carrying out an effective program at the retail level, it should take the -

lead. We intend to evaluate that as part of the project It is poss1b1e that some states may not need
Federal inspectors in- dlstnbut1on '

We welcome your cornments as we proceed w1th this proJect In fact, we expect there to be issies ra1sed
. that will require your mvolvement For example, a hypothet1ca1 situation was raised by a consumer =

group representative regarding a supermarket that receives a chub of irradiated ground beef and then.
mixes it with non-irradiated trimmings, and how that would affect labeling requirements. We hope
AFDO will help in en<.ur1ng that srtuatrons such as these are approprlately handled.

'Closmg

In closing, the need to address food safety issues simultaneously at the state and local, Federal and

international levels will require us to continue to improve our working relationships. With initiatives
such as interstate shipment, HACCP, and in-distribution food safety, I believe USDA has illustrated its
commitment to strengthenrng state programs and providing assistance to the states as much as possrble

For the future, we must further our goal of a unified approach to food safety domestrcally, and to use
that unified front to ensure that science guides international food safety policies as well. Thrs is 1ndeed a
challenge and one I look forward to workmg with AFDO to achreve

For Further Information:

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

Fax: (202) 720-5704
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Remarks prepared for delzvery by Dr. Catherme Woteki, Under Secretary for Food Safety, before the
conference on Antimicrobial Resistance sponsored by the Royal Society of Medicine Foundation, the
Royal Society of Mea’:cme and the Tufts University School of Medicine, May 4, 2000 Washington, DC.

It's a pleasure to be here today to talk about antlrmcroblal resistance from the perspective of the U.S.
Department of Agriculture (USDA). With the tremendous growth in international trade of agncultnral
commodities we have seen in recent decades, food safety issues must be addressed on a global level.
Antibiotic resistance is no exceptron so I am pleased to see this issue being addressed in an international

- forum. Antimicrobial resistance is a growing public health threat that has been identified as a major .

priority in the United States by a number of expert groups, including the Institute of Medicine, the

- ~ American Society for Microbiology, and the Congressional Office of Technology Assessment. 1t also is
- aconcern for our agricultural producers who are striving to produce safe, hlgh—quahty products

A Complex Prob]em

Antibiotic re51stance isa complex problem--one that requires attention by many drverse interests,

" including agriculture experts, public health experts, and regulatory agencies. The list of speakers at this

conference certainly reflects the diversity of involvemént needed to contain the problem of antimicrobial
resistance. Here in the United States, the Department of Health and Human Services is leading the

) development of a coordinated public health action plan to address antimicrobial resistance, and I expect

the action plan to be released shortly. USDA has partlcrpated in this effort through the Antlmrcrobtal

: Re51stance Working Group, which has membershrp frorn six USDA agenmes

The complex1ty of the antimicrobial resistance issue stems from the fact that two prevrously pa.rallel

~ stories are now converging. First is the story of how the inappropriate use of antibiotics in human

medicine has contributed to-the growing human health problem of antimicrobial resistance. The second
story is the use of antibiotics in animal agriculture, and the growing recognition that this practice

e contributes to antimicrobial resistance in both animal and human pathegens.

"We have long reeogmzed that the health of food- producmg animals is intrinsically hnked to human

health. But in the past, agriculturists re51sted the idea that the use of antibiotics in animals could relate to-
resistant pathogens in humans. It's time to move beyond that, because there are now cases that provide
evidence of such a link. For example, a May 1999 article in the New England Journal of Medicine
showed a genetic association between resistant Campylobacter strains from chicken products produced-
and consumed in Mi nnesota and resistant Campylobacter strains causmg infections in anesota '

o resrdents

In addition, a report published by the Instltute of Medlcme in July 1998 acknowledged that there is a .
link between the use of antibiotics in foed ammals and the development of bacterial resrstance to these
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drugs. A

I want to acknowledge from the outset the multifactorial nature of drug resistant human infections. As .
Under Secretary for Food Safety for USDA, I am here to focus on those infections that may be acquired
through the food supply. It is well known, however, that resistant human infections are acqulred in other
ways, such as through the use or abuse of antimicrobials in human rnedlcme

~ Itis not possxble to quantify the contribution of antlblO_tIC use in the agricultural setting to the broader

problem of drug resistance in humans, nor do I believe that this exercise would be particularly helpful. I
believe it is more helpful to acknowledge that antibiotic use in animals contributes to the problem and
that prudent antibiotic use should be encouraged in all sectors. The agncultural community must accept

- part of the responsibility.

Both of these pathways to antimicrobial re51stance——hurnan and ammal_must be managed The
emphasis is on the word managed, because, a totally risk-free system of food production is an - :
unreasonable and unattainable goal. At least so far, microbes always develop resistance to antimicrobials
used against them. But we can intelligently manage the use of annrmcroblals SO we can prolong thelr

" usefulness for both humans and ammals

Risk ASsessment

The need to take action now to address the problem of antimicrobial resistance in our animal populations . - -

does not mean we have all of the answers to our questions. Many data gaps remain. For example, we do

~ not know what degree of resistance is transferred for various organisms. In many .cases, we do not even

know exactly how resistance is transferred. We also do not know wh1ch practlces related to antibiotic

. use present the greatest risks.

But having to make food safety dec131ons and take action based on- mcomplete data is nothing new to

_risk managers. We must make the best possible public health decisions based on the information

available today, and build our knowledge base 50 that we can make more informed decmons in the

 future.

Sound science is the key in makmg these decxslons InlJ anuary 1999, the Food and Drug Adrmmstratlon
published a discussion paper—common?y referred to as the "Framework document," that presents a risk-
based process for evaluating the microbial safety of antimicrobial drugs used in food producing animals.

- FDA Commissioner Dr. Jane Henney will be hefe tomorrow to provide more detail on this document

and the risk assessment models FDA is developmg to account for the transfer of resistance from bacteria
in food producing animials to bacteria in humans via food. The United States firmly believes that such a
scientifically sound, risk-based approach is key to the decisionmaking process for the use of -

antmncroblals in food producmg ammals—both here and abroad

USDA’s Current Role i in Managmg Antumcroblal Resxstance

: Because I am here to address the agricultural sector let me prov1de a very brief overview of the role of

veterinary drugs in food animal production and then dlSCUSS what USDA is currently doing to address

‘the problem of antlmlcmblal resistance.

4 Vetermary dru gs are a critical component of food animal production and contribute to the exceptionally -

high level of health we find in food -animals today. They also provide other benefits related to animal

. welfare'and economic return for the industry. Since the benefits of antibiotics in enhancing growth and
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feed eff1c1ency in anrmals were observed almost half a century ago the number and use of these
products has increased.

-U.S. controls regardmg the use of veterinary drugs emphasize sound science and risk-assessment. And in
addition to activities that generally address the proper. use of these drugs, Federal agencies also have in-
“place programs.to learn more about, track, and reduce antimicrobial resistance in animals. Many of these
activities are joint activities among several Federal agencies and are supported by the agricultural

1ndustr1es :

First i is survelllance In 1996, HHS and USDA established the National Antimicrobial Resistance
Momtormg System for Enteric Bacteria—NARMS-EB. The goal of the system is to obtain a spectrum
of, and monitor trends in, antimicrobial resistance in foodborne pathogens. NARMS collects and
- analyzes Salmonella, Campylobacter, E. coli and enterococcus isolates from animals and humans. ‘
' USDA supports the project through three of its agencies. The Food Safety and Inspection Service (FSIS)

contributes isolates from its regulatory program for Salmonella and isolates of Campylobacter from its
- microbiological baseline data collection surveys. The Animal and Plant Health Inspection Service
(APHIS) contributes isolates from clinically ill animals and isolates from healthy animals on farms. And
the Agrlcultural Research Service (ARS) conducts all testmg and analysm of data.

APHIS also carries out farrn surveys through the Natlonal Animal Health Momtormg System -
(NAHMS), which provlde information on the spectrum of antimicrobial resistance and the relatlve
' contnbutron of various’ management practlces to the development of re31stance

In addition to survell] ance, USDA carries out research on antmncroblal resistance. Research has a vital
role in delaying and controlling the emergence of resistance in pathogens associated with food products
because our progress is hampered by data gaps. We need basic as well as applied research on--
antimicrobial resistance. More research is needed to-assess which agricultural practices can reduce

. antimicrobial use, to identify what types of antimicrobial use present a high risk of resistance, and to
better understand how resistance. is transferred by means other than food.

For example, the Instltute of 'Medlcme‘ in its 1998 report, indicated that farm workers could be at greater .
risk for clinical antmucroblal resistance, so environmental factors may also play a role in this transfer. A

" recent article in the April 27% New England Joumal of Medicine provides further evidence of an
environmental link. The authors concluded that a boy’s infection by Salmonella enterica serotype
typhimurium resistant to ceftriaxone—a widely used. pediatric antibiotic—came from cattle on his farm.

USDA'’s Agricultural Research Service tecently established an Antimicrobial Resistance research unit in
- Athens, GA. Researchers there are determining how both pathogens and nonpathogens acquire and
transfer antibiotic resistance and whether the presence of resistance alters virulence in pathogens. A
" major accomplishment has been the development of a rapid gene probe for Salmonella typhlmurlum
, DT 104—a multl -drug resistant pathogen that is d1fﬁcult and time- consurmng to identify. -

In addition, USDA’s Cooperatlve State Research, Education and Extensron Service (CSRBES) last year
awarded three grants through a new program within the National Research Initiative that specifically-
address antimicrobial resistance. These studies seek to understand the processes involved in the rapid
spread of multiple drug resistance in poulry and to identify management practlces that may help to

§ address the problem of a.ntmucroblal resrstance in cattle.

o _ 'Prevention and control is a third area of emphas1s within USDA. This is elosely related to the research

area, because as scientists determine what on-farm interventions can help to reduce antimicrobial - -
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resistance in ammals these management practices can be encouraged For example the use of vaccines -
. to eliminate pathogenic bacteria from the food chain is a relat1vely unexplored area. And competitive
- exclusion cultures are prov1d1ng altematrves to antlrmcroblal use in animals.

4 There are some management pract1ces that ‘producers can take now to prevent and control resistance.
They include improved nutrition for farm animals, biosecurity measures to minimize the introduction of
infections on the farm, and, of course, the prudent use of antumcrobrals All of these steps are supported
by USDA. - : :

These activities—surveillance, research, and prevention and control—are-part of a multi-hurdle
approach within USDA. Each by. itself will not solve the problem, but together, they provide cumulative -
protectron against antimicrobial resistance. Through the action plan now being developed by Federal
agenc1es these public health protect1ons will become even stronger. :

Another way USDA is helping to reduce antimicrobial resistance is through 1ts successful strategy to
reduce pathogen loads on meat and poultry products. Through mandatory HACCP and Salmonella
performance standards for meat and poultry products, USDA has seen significant reductions in

" Salmonella levels in most types of products. Reduced levels of Salmonella are not a solution to the
problem or a substitute for other efforts, but any action USDA takes to reduce pathogen loads on meat"
. and poultry wrll help to reduce the transfer of resistant pathogens to humans

Future Dlrectlons--'rPulbllc Health Actnon Plan

For the future, as I mentioned, the U.S. agencies with a role in managing the problem of antimicrobial
resistance, including USDA, are develop1ng a public health action plan through an.interagency Task
Force on Antimicrobial Resistance that was created in 1999. The task force is co-chaired by the Centers
for Disease Control-and Prevention, the Food and Drug Administration, and the National Institutes of .
Health. It also includes the Agency for Health Care Research and Quality, the Department of Defense,

- the Department of Veterans Affairs, the Environmental Protection Agency, the Health Care Financing
Administration, and the Health Resources and Services Administration, This extensive list reflects the-
fact that antimicrobial resistance is a multrfaceted problem, and combatmg it successfully will requ1re
creative solutlons on m.my fronts

The plan reﬂects a broad-based consensus of Federal agencres on actions needed to address
antimicrobial resistance. It is being developed through a public process, and a public meeting was held

- last July in Atlanta. The purpose of the meeting was to solicit ideas from a variety of constituents about

~ possible ways that Federal agencies might address antimicrobial issues. We have received input from .
state and local government agencies, universities, profess1ona1 societies, pharmaceutical companies,
health care delivery organizations, agricultural producers, consumer groups, and other members of the
public. Ideas discussed-at the July public meeting have been incorporated into the action plan. When it is
ready, the action plan will be made available to the pubhc through the Federal Regzster with -
‘opportunity for addltlonal pubhc 1nput ‘

~ Ican’t provide deta11s at this t1me but I can tell you that the plan will have four areas of focus—

~ surveillance, prevention and control, research, and product development. Under the proposed action
plan, many of the activities already underway to address antimicrobial resistance will be expanded, and
new activities will be initjated. All four areas will be important to containing the problem of
antimicrobial resistance, and it will take 1nvolvement from all of the const1tuents I mentioned to
,1mplement the actron plan :
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‘Closing

In closmg, I believe that the next fcw years ho]d much promise in terms of addressing the growmg issue
of antimicrobial resistance. The development of a multi-agency, coordinated action plan in the United .
States is a major step forward. The United States looks forward to a contmumg dialog on antimicrobial.

resistance not only domestlcally, but mtematlonally as well. ! ‘
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Phone: (202) 720-3897 o
,'Fax (202) 720- 5704

Sneechcq Mcnu | FSIS Home Pa,qe [ USDA Home Page
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The U. S Food Safety System o
The Uses of Precautlon |

. Remarks prepared for delivery by Caren A. Wilcox, Deputy Under Secretary for Food Safety, Umtea'

States Department of Agriculture, at the 9th Annual European Food Law Conference, Swissotel,
Brussels, June 20, 2000 ' T o o o

Good aftemoon everyone. It’s certainly a privilege to be with you alli:this a.ftemoonl at this important
"+ conference on Food Safety in the European Union. We have already spent a good deal of time talking

- about the plans that the Commission has proposed to enhance food safety throughout the whole union,

_although we know that member states have had a long tradition of food safety — albeit under different
‘laws or systems of law regulations and customs., S _

Exchanges 11ke th1s can only lead to more understandmg among the member states and the Comrmssron
the media; mdustry and consumers, as well as information and understandmg for me and for others from -
other parts of the world attendmg the conference :

N | espec1a11y apprec1ated learnlng more about the EU Whlte Paper and Dr Belveze s d1scuss10n of the.
: EU s paper on the "Precautlonary Pr1nc1ple

- The White Paper states that the estabhshment of the new Authority w111 "help restore and mamtam

consumer confidence." Certainly maintaining consumer confidence is somethmg everyone in . \

- government and in the entire world foodcsystem from farm to table has to place at the top of the1r
'darly agendas : :

_ We beheve that your d1scuss1ons here of this Authorlty and r necessary laws and’ organlzmg theorles
‘ 'w1th1n the EU are 1mportant steps as you work to ensure consumer confldence :

I am not going to spend my time with you today cr1t1qu1ng the Whlte-Paper_or the "Precautionary -
Principle" paper, we feel that these discussions are your internal business. Both papers contain some

o worthy objectives and concepts. However, it is well known that the U.S. government has asked many

' questlons relat1ve to uncertamty of deﬁmtlons and is seekmg clanﬁcatlon regarding both these papers.

Tam gomg to comme nt on the d1ff1cult1es of defining and transfern'ng any general principle into a

' legal framework that is already extant. As you will hear in my remarks today, we in the United States
have an almost one hundred year h1story of food safety law, regulation and judicial interpretation. It has
been created and reviewed within our constitutional frameéwork and our national traditions of law —

- including its absorption of much of the history of English Common Law. We recognize that the

. Commission is trying to find such common frameworks for its own laws and regulations, and we , -
recognize that this cannot be an easy process since it is working w1th member states that have a tradition - - -
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of the N apoleon1c Code on the one hand and English Common Law on the other hand with many other
~ legal and regulatory trad1t10ns in between. . . L

“Therefore, we should not be surpnsed that there could be dlfﬁcultles finding the vocabulary to discuss
"principles” in an 1nternatlonal context outs1de the Commission and the European Union.

- This is why we believe this i is an 1mportant prOJect for the Commission and the member states to work
out among yourselves, and why we in the United States and many other countries find it difficult to -
address such an internal debate from afar.

Instead today, we thought it would be helpful to concentrate on the almost one hundred year h1story of
-food law and regulation in the United States, its inhierent use of precaution and risk analysis, risk
management and risk communications, and the contr1but10ns these factors make to consumer confldence
in the Un1ted States : : : : :

By describing this sy‘,tem I hope to outlme the strengths that have led to a long h1story of consumer
confldence Key elements of th1s system are: o

Strong, risk-based laws -

Well thought ttirough science based regulat1ons 3

A transparent system of legal, regulatory and énforcement procedures ‘

* A public and private system for research and scientific advice, -

Effective inspection and strong enforcement actions,-and, : : o

A focus on transparency and d1rect commumcatlon w1th consumers-and the affected 1ndustry

A BRIEF HISTORY

"S1nce 1906, the United States has had a national food safety system based on risk and cod1f1ed in law

* . .Many of our states preceded the federal government in enacting strict food safety laws, and indeed there

were some federal rules before that time. Both the Meat Inspection Act and the Pure Food and Drug Act -

were enacted in response to the current events of their time. From their inception, these laws focused on

different patts of the food supply and they took different legislative approaches to ensure food safety -
based on the ‘contemporary congress1onal understandmg of risk.

. The Meat Inspectlon Act of 1906 acknowledged the s1gn1ﬁcant risk of and link between some an1mal
diseases and human diseases. Prior to its enactment, U.S. food safety policy had not kept pace with the
changing needs of a society that was becoming more urban and less agrarian. Many problems had been
‘ exposed in U.S. meat packmg plants and consumer confidence was erodmg

In.response, the Meat Inspectlon Act created an 1nspect10n force w1th1n USDA and required continuous
inspection of red meat (including ante-mortem and-post mortem inspection), to identify animal diseases,
- maintain more sanitary slaughter and processmg env1ronments and thus prevent contammated meat

‘ from reaching the market : : : '

,T-he Act requ1red USDA to stop any adulterated products from reaching the marketplace as well as'to
* prevent consumer deception in labeling or other practices. It recogmzéd that most meat reached the - :
consumer raw — without an intervening step to control disease-causing agents. And to address consumer
confidence, it required placing the 1nspect1on mark on all marketed product demonstrated through
: 1nspect10n not to be adulterated. ‘
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- The Pure Food and Drug Act — also passed in 1906 — was born out of a debate surrounding the use of*

" impure additives like borax, and substitute foods such as margarine. The Pure Food and Drug Act
‘originally gave USDA jurisdiction over domestic and imported foods'(not covered by the Meat
Inspection Act) that are marketed in interstate commerce. The Act forbade adulteration and misbranding -
of foods with the government having enforcement capabilities to find and remove such products from

- the marketplace. In the 1940’s, during the War, the Food-and Drug Administration was moved from -
USDA to a security agency and then to what is now the Department of Health and Human Services
(DHHS) when that department’s predecessor agency was created.. '

- Passage of the Poultry Products Inspection Act in 1957 and the Egg Products Inspectron Actin 19’70

' broadened the United States Department of Agriculture’s (USDA)-oversight and inspection authority to
include poultry and egg products. Several other statutes such as the Public Health Serv1ce Act and the .
Food Qualrty Protectlon Act (FQPA) contrrbute to food safety as well

. lFor many years the Food Safety and Inspectron Servrce (FSIS) reported to an area of USDA that
* - oversaw both marketing and regulatory programs. However, in. 1994, Congress decided to create a new
separate mission area, the Office of the Under Secretary for Food Safety within USDA - so the U.S. has

. recently been involved in reorganizing its food safety system too. Moreover, we continue to look at

more ways to build a national seamless food safety system including the dehberatlons of the President’ s ~
Council on Food Safety that I will descrrbe more fully later : :

‘ .Today, prlmary responstbrhty for enforcement of the U. S food. safety system rs vested in USDA’s Food -

o Safety and Inspection Service (FSIS), which is required to inspect meat, poultry and egg ‘products, and

" in the Health-and Human Services’ Food and Drug Administration (FDA), which has primary
]urlsdrctlon over the other food products in the system. The FDA’s Center for Veterinary Medicine .
(CVM) oversees amma] drugs and animal feeds, and their potenual 1mpact on human health.

The Env1ronrnental Pr otection Agency (EPA) estabhshes tolerances for pest1c1de residues on food and in
ammal feed o : ,

All these agencies ope rate with the’ phllOSOphy that food safety is truly a farm to table concern. Toward '

- this goal, USDA, DHHS, and EPA regularly entet partnerships with states, local government, grower '
organlzatlons and publrc interest groups Together these teams work to -

. 3 o

Analyze risks through survelllance of hazards

Utilize risk assessments to develop effective interventions and management

Develop policies and risk manageément methods for reducing hazards

" Implement risk management procedures within statutory authorities

Assure compliance with food safety laws and regulations :
Communicate effectively with the public, and segments of the food system about risk

~ management from farm to table — 1nc1ud1ng developmg good agncultural practrces to rmnmuze
pestlclde resrdues and rmcrobral nsks : -

. WbYSTEM -

— ‘The U S Department of Agnculture (USDA), Department of Health and Human Servrces (DHHS), and

the Environmental Protection Agency (EPA), aré part of the executive branch of the U.S. government,
which is responsible for the implementation of food safety laws. This is. achieved through the
‘development of and 1mplementatlon of regulations, which the U.S. publishes in the Federal Register and
- posts on the web. The other two branehes of government - legrslatrve ‘and Judrclal also play key roles

‘http:}’/www.fSis.usda.g;onOA!speeches/caw_eulaw.htrn"' o | o ER ': : N +11/21/2000
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in our food safety system. Under the legislative branch, Congress enacts statutes designed to ensure the
safety of the food supply and estabhsh the nation’s level of protectron

“ Food safety statutes enacted by Congress prowde USDA, DHHS, and EPA with broad authorlty but also ‘
set limits on regulatory actions. The statutes are drafted to achieve specific objectives. The agencies then
develop regulations that give specific direction and establish specific measures. When new technologies,
*products, or health risks must be addressed, agencies have the ﬂexrbrlrty to rev1se or amend regulations
generally without need for new leglslatlon

Agencies are able to maintain their state of- the art scientific methods and analyses because changes of
this type can be made at the adrmmstratrve/techmcal level.

- The judicial branch of govemment adjudlcates dlsagreements over 1mplementat10n or mterpretatlon of .
food safety laws. If a person or organization wishes to challenge an agency decision, the complarnant o
" may take the agency to court. The judiciary plays a critical role in the regulatory process in that it
reviews an agency’s action in light of the substantive law and procedural requirements. An independent
judge or panel examines the whole agency record of activity detailing what the agency did and why. If
. the court finds that the agency did not follow its statutory mandates, fulfill the procedural requirements,

. or have a ratjonal basis for its action the judicial system can overtumthe agency’s action :

Under the U.S. legal system, producers of food products have a legal ebllgatron to put safe food on the
market. If food laws and regulations are violated agencies have varying enforcement authorities. The
judicial system serves as a forum for such consumer complaints and agency-initiated enforcement
actions. Consumers who feel they have been harmed by an individual product can bring suit against the
company that they believe produced the food as well These judicial actrons can provrde an important .
safeguard in our system =

State and local governments also have Jurrsd1ct1on over many. food safety issues. State and local health
departments conduct inspections of restaurants and at the retail level.' And though the laws differ
somewhat from state to state, an increasing number of them are adoptlng the U S. Food Code, a rnodel
law developed by the FDA and FSIS. :

- US. consumers have the opportumty to 1nﬂuence food safety policy i in all three branches of the federal
government, .and in state and local govefnmerit as well. At the legislative level, consumers regularly
. communicate with lawmakers through face-to face meetmgs written submissions, and testimony at
hearmgs During the rulemaking process, regulatory agencies — including FSIS, FDA and EPA — invite
consumers to submit written comments and suggestions, as well as to participate in public meetings.
FSIS alone has held 138 public meetings in the last five years. And, if consumers are still unsatlsﬁed
they have the optron to challenge regulatlons and laws through the Judlcml system

AN OPEN AND TRANSPARENT SYSTEMv

“The opporl:umty for crnzen partrcrpatlon in the U. S regulatory system 1s much more extensive than the
examples I've just listed. In fact, there are a number of laws, which outline— in very specific terms — the .
obhganons of U.S. agenmes to keep crnzens mformed of all proposals and relevant decisions. -

_ To further ensure an open and transparent regulatory system all U S regulatory agencies are Sllb_]CCt to
~ several procedural statutes, including, the Administrative Procedures Act (APA), the Federal Advisory -

- Committee Act (FACA), and the Freedom Of Information Act (FOIA) The APA specifies the '
requrrements for rulcmakmg (1 €., the process by whrch federal agencies formulate amend or repeal a
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v regulation and the process permitting eny interested party to petition for the i issuance, amendtnent or
- repeal of a regulation.) Substantive regulations promul gated by an agency under the APA have the force
- and effect of law. , :

FACA requires that' certain kinds of groups whose advice is relied upon by the government be chartered
-as advisory committees, that they-be constituted to provide balance, to avoid a conflict of interest, and to
hold committee meetings in public with an opportunity for comment from those outside the committee.
Currently, USDA has over 50 such committees, including The National Advisory Committee on Meat
and Poultry Inspection and the National Advisory Committee on Microbiological Cr1ter1a for Foods, and
the’ Secretary recently created his Advxsory Committee on Btotechnology

The FOIA prov1des the publlc and the media with a statutory right to access federal agency 1nformat10n
records of discussions and other data "Pre-decisional” 1nformat10n used for pohcy development need
not be revealed. ' : »

The U.S. regulatory process is conducted in an open and transparent manner. Regulations ¢ are developed
and revised in a public process that not only allows, but also encourages, partlcrpatton by consumers, the
regulated industry, and other stakeholders. In'developing new regulations and revising existing ones,
agencies often provide the public a prelrrmnary discussion and opportunity for comment by publishing

‘an Advance Notice of Proposed Rulemaking (ANPR). This notice lays out the issues, presents the -
agency’s suggested resolution, and solicits alternative solutions. The information received from the .
public is used by the agency to decide whether and how to pursue rulemaking further. All public -
comments must be addressed in the proposed regulatron either by betng reﬂected in the rule or via an
explananon of their ormss1on

- The next steps are publication of a proposed regulatlon and pubhcatlon of a final regulatlon which is ‘
enforceable, with opportunities for public comment. It may interest regulators here to know that whilea
regulatlon development process is underway what our law calls "ex parte” communication regarding the
rule is not permitted. Thus all parties who may be impacted by the rule are glven the same chance for
information and input about it as well as to mﬂuence it. :

*When confronted by a parucularly complex issue where advice is needed frorn experts who are not part
of the agency, the regulatory agency may choose to hold a pubhc meeting-or convene an advisory

' committee meetrng Oper, public meetiffgs, announced in advance; and structured accordlng to the
agency’s needs, bring together experts and stakeholders via an informal process ‘These meetings are

~used to recelve the pubhc s inputon a spec1fic subject area or on the agency s future programs.

‘An adv1sory commitee meetmg is structured more forma]ly under requlrements of a specific law. Public o

meetings and advisory committee meetings are announced in the Federal Register and the meetings are
held in public unless an exempt issue, such as trade secrets, conﬁdentlal commercml lnformatlon or -
personal medical mformanon is bemg d:rscussed : :

' 'INSPECTION & ENFORCEMENT

Now that you have a sense of the framework of our system 1 would like to get into the spec1f1c:s of our
inspection and enforcement act1v1ty -Since I am Deputy Under Secretary for USDA, my remarks will.
focus mamly on the activities under my mission area, food safety But fu-st let me give youa brref
overview of FDA’S system o . :

' All food a.nd food ; p1 oducts not under FSIS’ authonty are subject to overmght of FDA. They revrew the
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safety of. food and color additives before marketmg, establlsh good food manufacturing practrces and
other production standards including criteria for HACCP programs, and, with the states, inspect food
production establishments and food warehouses. The agency also reviews animal drugs for safety to
humans who eat food produced from the ammals and monitors the safety of animal feeds used in food -
producing animals. - . . : v

FDA lmplements and oversees the u. S nutrition labeling law as it applies to FDA 1nspected products.
Under this law, all products with the exception of certain raw single ingredient foods — such as fruits and
- vegetables— are required to display a detailed label outlining. everythmg from calorles and saturated fat
to the vitamins contamed in the product

When FSIS 1nst1tuted nutrition labehng the Agency frrst chose to focus its requtrements on multi-
ingredient foods that vary in composition by manufacturer and brand'such as frozen dinners, canned
soup, and sausage. Labeling of raw, single ingredient products, like chicken breasts, hamburger, and
steak was adopted on a voluntary basis with the caveat that if part1c1pat10n by the mdustry did not reach
60%, the Agency would initiate a mandatory program L

Nutrition labelmg has been extremely p0pu1ar with U. S consumers, and has contributed to their overall
confidence in our system. Even so, many consumer groups argued that the labeling laws did not go far
enough, and that they should be extended to raw, single ingredient meat and poultry products, .
particularly ground beef. FSIS surveys showed that the voluntary labeling program had, indeed, not
reached 60%. Therefore, the Agency initiated rulemakmg to make nutrition labeling of raw, smgle

. 1ngred1ent meat and. poultry mandatory

FSIS maintains _]llI'lSdlCthl’l over the regulatlon and continuous mspectron of all meat, poultry, and egg
products, overseeing both domestic production and rmports The agency employs approximately 7,500
Federal inspectors who carry out continuous inspection in approximately 6,000 federal plants across the’
country. This involves nearly 8 billion poultry carcasses and 135 million livestock carcasses annually. In = -
‘addition, it oversees 25 state programs for meat and poultry inspection that are equal to the federal .
system Nevertheless, products from those state plants may not move into mterstate commerce. .-

- It is also 1mportant to note that both FDA and FSIS are subject to strict ethics laws — the FSIS law is the
-most stringent in the federal system and-under it an inspector, administrator or even the Under Secretary
. and Deputy Under Secretary are forbtdd’en to accept anything of value - mcludmg a cup of coffee from a
* regulated mdustry S o A _ e

| HHACCP

~ Asweall know there -are NUMerous possrblhttes of foodbome illness or condrtrons bemg caused by

‘pathogens, zoonotic diseases, chemical contamination or physical hazards. Following an analysis of the

known causes of foodborne illness it was determined that an attempt should be made to apply scientific
: prmcrples and HACCP systems to reduce the mc1dence of pathogens in the U S. food supply ‘

- Toward that goal FSIS recently completed 1mp1ementat1on of the Pathogen Reductron and Hazard
‘Analysis and Critical Control Point (PRZHACCP) rule. Implementation of the rule was a three-year -
.. process with large plants coming on first, followed by small, and then very small operations. Before the -
‘rule became final, FSIS held over twenty public meetings including technical conferences and issue '
- focus groups. At these ‘meetings, consumers and’ 1ndustry representat1ves shared their concerns and gave -
- suggestions for changes to the rule. These meetings were given top priority by both FSIS and USDA. . .
Senior FSIS ofﬁ(:lals were present at every meetmg, and Agrrculture Secretary Gllckman part1c1pated in -
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many as “ééu.

- FSIS recogmzed‘ that implementation of the HACCP rule would affect all countries that export meat and
poultry to the U.S. Therefore, when the rule was still a proposal, the agency held public meetings for the
37 affected countries. At those meetings, USDA officials informed the export countries of the rule and

.invited them to take part in the comment process. :

In keeping with the SPS agreernent FSIS formally noufted affected countnes of the HACCP rule
through the WTO. After the rule was made final, the agency held another public meeting at which the -
final rule was explained, copies were handed out, and questions were answered. In addition, FSIS
.contacted all affected countries before each of the publ1c meetings and 1nv1ted them to respond in
writing if they would not be able to attend the meetlng in person

Under the HACCP system plant owners must identify any and all food safety hazards reasonably llkely
to occur in their processes and products. For each specified hazard, the point at which the hazard can be
controlled, reduced, or eliminated must be identified. Next, a determination must be made how to .
control the hazard, what limits are placed on that control, how plant personnel will monitor those limits,
and what the plant personnel will do if there is a mistake or problem Of course the plans are all very
spec1f1c to the type of product produced by the plant

“FSIS mspectors review the HACCP plans in action. And if a plan fails in any way, FSIS mspectors can

- stop production if necessary whlle the plant evaluates the problem and the1r system

'As part of this rule the Agency had to predtct the actual impact on foodborne illness and then provrde
~ evidence of success or failure. Under the Government Performance and Results Act, FSIS predicted a’
*25% reduction in foodborne illness in four years. It supported a plan to measure progress. It did so with
the help of Congress and Health and Human Services’ Centers for Disease Control and Prevention
(CDC) by working with them to fund a momtormg network More on that later.

Adoption of the HACCP system marks a cntrcal development in the FSIS approach to mspectlon from
one of command-and-control to a performance-based system of preventative controls. And it reflects
FSIS’ commitment to a science-based food safety system. The HACCP system includes a performance
-standard for Salmonella. HACCP has reduced the prevalence of Salmonella on raw meat and poultry by

o “up to 50% in large and small plants. In: ‘4ddition, DHHS’ Centers for Disease Control and Prevention
- (CDC) reported a decline in human illness caused by Salmonella and Campylobacter and they have "

attributed that dechne in part to meat and poultry HACCP 1mplementatlon

FSIS also enforces a zero tolerance policy for Lzsterza monocytogenes in ready-to- eat products In 1987,
the agency established an Lm monitoring program, which today analyzes some 3, 500 samples annually

o from a variety of product categories. Last year, approximately 2.5% of these tests came back positive for -

the pathogen. When a positive sample is found, the manufacturer recalls any product in commerce, and .
FSIS conducts follow-up testing of all at-nsk products produced by that plant The agency also requlres '
slaughter plants to conduct regular product testmg for genertc E. coli. ‘

‘When ¢ any product in commerce is deemed adulterated the company 1s asked to issue a recall Should a
company refuse, the agency has the authority to detain and to seek judicial seizure of the product We
' have sought authonty to order recalls - somethmg that has not been granted yet.

" In an effort to ensure adulterated product is not consumed, FSIS i issues a press release on all recalls -
" regardless of whether they are for 2 pounds of product or for 2 million pounds of product. In addition,
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~ FSIS’s enforcement actions are-made public through‘ 1ts web page.

PRESIDENT’S FOOD SAFETY INITIATIVE

Recognizing the need to improve food safety coordination, in 1998 President Clinton created the
President’s Council on Food Safety. Co-chaired by USDA Secretary Dan Glickman, Assistant to the -
President for Science and Technology Policy Neil Lane, and DHHS Secretary Donna Shalala, the

- Council began work on a strategic plan and coordinated budget designed to fill existing gaps, improve
coordination, and raise the visibility and importance of food safety issues. Prior to that, in January of
1997, the President announced his National Food Safety Initiative, which provided multiple years of -
targeted funding for coordmated food safety, surveillance, detection, research, education, and -

‘ mspectmns :

These efforts were extended to state agenmes through activities such as the expansion of FoodNet and
‘PulseNet. Unique to the U.S., these systems represent cutting edge technologies designed to make the
best uses of scarce resources. Thrs is accomplished through the exchange of data from state health
departments to the CDC, which uses it to track trends, 1dent1fy outbreaks, and trace down the sources of
specrflc foodbome outbreaks. S o ‘ { ‘

Formed in 1995 FoodNet isa collaboratlve pI‘O]eCt of the CDC, nine. states USDA and FDA. The
* . project conducts active surveillance for foodborne diseases and related epidemiological studies. FoodNet |
provides a network for respondmg to new and emerging foodbome diseases, monitoring the burden of
foodborne disease, and identifying the sources of specific foodborne diseases. With the help of the -
- President’s initiative, the surveillance area under the project has grown each year. Today, FoodNet
covers about 25 million U.S. citizens. It is this system to which I referred earlier as the basis to measure
©_progress on our goal of a 25% reduction i in foodberne 1llness and we are well on the way

Also formed in 1995 PulseNet isa natlonal network of public health ‘laboratories that perforrn DNA :
,"fmgerpnntmg on bacteria that may be foodborne. This data enables public health authorities to -
- recognize when cases of foodborne illness may be related even if the outbreaks occur in different
geographic regrens Matching patterns can indicate possible nationwide outbreaks and lead to pubhc o
' health actlens such as eprdemreloglcal mvestrgatrons and product recalls )

- PulseNet has already aided FSIS to 1dent1fy several outbreaks and stern them before contammated
product ceuld contmue to be manufactured and distributed. - :

'U S consumers have played an active role in the development of the Initiative and the Council’s - .
_ strategic ‘plan and coordinated budget. Many consumer organizations have participated in large publlc o
neetings on the initiative and the strategic planning task force has penodrcally called meetmgs of all -

e affected -constituencies to gau ge reactlon to the plan

THE COMING ‘»TRATEGIC ]PLAN FOR FOOD SAFETY RISK ASSESSMENT o

RISK MANAGEMENT RISK COMMUNICATION

The President’s Food Safety Imtratlve recogmzed the 1mportant role of risk in managmg a successful
food safety system. First it was recognized that more risk analysis was necessary to establish priorities -

. and appropriate levels of regulation. Under the initiative, USDA and, DHHS have completed a tisk -

- assessment on Salmonella Enteritidis in eggs and egg products, which included the first farm-to-table
quantitative microbial risk assessment. This plan was used to develop an Egg Safety Action Plan to be.-
1mplemented by FSI‘» and FDA. DHHS, with help from USDA has recently cornpleted work onarisk
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. assessment for Listeria monocytogenes in a yariety of ready-to-eat foods. In addition, USDA is also

" conducting a risk analysis for E. coli 0157:H7 in ground beef and has entered into a cooperative

agreement with Harvard University’s School of Public Health for a risk analysis of any possible
unexpected .pathways. for Bovine Spongiform Encephalopathy to enter the United States.

These are some spec1f1c examples of the use of risk assessment leading to risk management programs in
our system : :

The Strategic Plan is envisioned to be fashioned around Risk Analysis Surveillance and Risk:
Assessment; Risk Management; and Rlsk Commun1cat1on We expect it to be sent to the Pres1dent th1s
summer. :

-I would now like to take a moment to talk about our use of r1sk management and precaution in a more
general sense. -

Highly qualified regulatory authorities with the sole objective to provide high levels of protection to the
U.S. consumer exercise risk management. ‘Management of risk is necessary when much, some, little, or
no data are available, thus requiring knowledgeable experienced experts capable of making scientifically
. defensible decisions in the interest of public health. Risk management principles are set by law or by the
risk manager s expert _|udgment to reduce risk to the lowest pract1ca1 or ach1evable 1eve1

_ 'Certamly we all recognize that emergenc1es can arise, and we have. several structures in place to deal
with them. As part of the President’s Initiative a Memorandum of Understanding was signed among
several departments and agencies to create the Foodborne Outbreak Response Coord1nat1ng Group
(FORC G). It is co-chaired by the Under Secretary for Food Safety and the Surgeon General and
Assistant Secretary of Health and Human Services. It is intended as a coordinating mechanism in the
- event of a regional or natlonal outbreak that would requ1re the utlllzat1on of all govemmental tools to:
manage it. : = :

- When there is a need for emergency risk communication, alerts are conveyed through natjonal and -

regional media to make citizens aware of the risk. If appropriate, intérnational organizations (World .
Health Organization, Food & Agriculture Organization, Office of International Epizootics and the World
" Trade Organization, if appropriate), as well as to the EU and 1ts ‘member states, and other 1nd1v1dual
' countr1es would be 1nformed 1mmed1ate'fy ' - S

Risk communlcatlon is cr1t1cal throu ghout the risk assessment and management stages. The U.S. is
. committed to openness and transparency of its work to protect the public from food-related health risks. -
For example, regulatory agencies provide public notification of recalls of food products. Information
about meat and poultry recalls is also provided on FSIS’ website, as are frequent reports of regulatory -

~and enforcement actions taken against regulated food establishments. EPA’s pesticides website contains -

* thé full risk analysis for specific pesticides, and risk analyses procedures have been made available to

" the public for comment. Where appropriate, risk analyses processes have been modified in response to

" these comments. Food Safety education campaigns and televised public service announcements are used
to communicate and there are many programs for school children and food serv1ce workers as well as
general consumer me ssages :

' The gene51s of many health safety, and env1ronmental laws is. assoc1ated wrth the preventlon of
undesirable events, and the protection of pubhc health and the environment. Specific prevention and

- protection measures reflect differing prov1s1ons of law regulat1on and c1rcumstances However they a11
~ are nsk—based - : -

| . http3//www._fsis_.'us_da‘.vgov/:OA/speeches/caw__'_eulaw.htm B ‘_ o :-11,/-21_/2000
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ROLE OF PRECAUTION :
. There are, of course, times when decisions need to be made when complete"scientific evidence is
insufficient. For this reason, precaution is built into every aspect of the U.S. decision-making process - -
~and has been part of our.food safety system for almost 100 years. As‘I stated earlier, the Federal Meat -
Inspection Act and Poultry Products Inspection Act were written in a manner, which allows the
regulators to react qui lckly to emerg1ng threats This is an example of how precaution is used in the
execution of our laws. -

Another example of the use of precaution is the control system for ingredients in food and feed, such as
'~ the feeding prohibition of certain animal proteins to ruminants to prevent the introduction of BSE in the
U.S. The use of precaution is also apparent in the U.S. pre-market approval requirements for food
additives, animal drugs, and pesticides. The products are not allowed on the market unless, and until,

they are shown by producers to be safe to the satisfaction of the regulatory authorities. When the petition :

is reviewed, data are evaluated to determine exposure to the additive, including exposure to all likely

impurities in the additive. The degree of testing considered necessary depends on the class of chemical

_and expected exposures, including exposures to vulnerable parts of the population such as ch11dren The
data or the lack of data drives a dec1s1on The evaluat1on of all is documented

. As Icome to 'a close, I must clar'rfy and use as an rllustratlon,' a 'rmsunderstandrng of the supposed need
to use precaution in'the U.S. last year. Some have tried to characterize the actions taken by the United
States in response to the dioxin problem in feed and animals in Belgium last year as an example of an

_application of the "Precautionary Principle." However, this was simply an example of the strong laws in

- place in the United States. When it was learned that meat products had been accidentally or deliberately
contaminated with a substance that, if added to a product, is considered an adulterant in the United

‘States, there was no question of invoking a separate principle of precaution. These products were simply |

cons1dered adulterated under our statutes, and thus could not be adm1tted to the Un1ted States.
- CLOSING

- .As you can see, the U nited States system is both comprehensive and flexible, thus allow1ng our .
_ regulat1ons fo protect the American people while keeping up with modern science and reacting to

- current issues. Our system is also extremely transparent and is designed to allow consumer pamc1pat10n
at every level. As a result, the U.S. system enjoys a high level of consumer confidence. This is because
our citizens have the opportunity to influence the types of laws that are passed and the means by whrch
- they are implemented. And if all else. farls US. consumers can freely challenge our regulations in a
. court of law ' - : S

-Time was too short today to outline the millions of dollars of food safety research projects currently
underway in our department and at DHHS and coord1nated by the J ornt Institute for Food Safety
Research ' ,

- Let me recommend to you a web site that w1ll connect you to almost all act1v1t1es on food safety in the -

' 'U S Iti is: www. foodsafetv gov.

: In closlng, I would like to reiterate my support for exchanges such as this one. Senior level meetings -
have already occurred between DG Sanco and U.S. government officials as well as meetings with
_ -member state leadersh1ps ‘These meetings are an important step toward increased understanding of our
- respective systems and improved relations. All of us share a concern for food safety and for the public
: health of all of our citizens. The U S. govemment supports the continuation of such dralogue I am '

http://w_Ww.fsis.usda.gQV/OA/speeches/caw_feulaw.htm oo . _. o "_ll/2l/20'OO"
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_ persohally looking forward to hearihg more from my colleagueé as this meeting pr'ogr‘es‘ses.u

Thank 4you... |

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

Fax: (202) 720-5704

. Speeches Menu | F:SIS.Ho'm-e PaQeIUSD'A Home Page -
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Remarks . : o

: As Prepared for Delivery
T T oy
Secretary of Agrlculture Dan Glickman

Memorlal Serv1ce For Jean Hillery, Tom Quadros And Bill Shallne
June 30, 2000 Oakland, Callfornla

‘"Before I say a few words,'I_want to share a message from_someone who
couldn't be here today. ' : o : .

Seoretary Glickman reads statement from President Clinton

"On behalf of the entire U.S. Department of Agriculture, I want to offer

-my. condolences to the families, friends and colleagues of Jean Hlllery, Tom
Quadros and Bill Shaline. USDA and the’ California Department of Food and '
* Agriculture are better off for the time that they gave to us. .

"“Many people have come up to me and - expressed the1r sadness at this
loss. Just the other day, I received a letter. from the members of: the Safe,

- Food Coalition asking that I pass.along thelr‘condolences as well.
- - DT . , T )

"Food safety compliance officers perform one of the'most'important

‘functions in public service, protecting the American people where they are.

largely powerless to protect themselves. 'Jean Hillery,;Tom'Quadros and Bill-
Shaline did.the people's work. And over this holiday weekend, -as. we grill our

.-steaks, chickeén and burgers, I hope we'll all remember that it's the efforts
of these three people and the thousands of others like them that ensures
the safety of the food we serve to our famllles

"And while their work is absolutely crltlcal, rarely do we think of it

'as‘dangerous and life-threatening. Which makes last week's tragedy all the

more shocklng and: unsettllng " It's .cruelly ironic that, in the process of
protectlng the lives of the Amerlcan people, their own'liveshwere taken from
them v1olently and needlessly ' T

“All_of them led_lives of purpose and dedication, not just at their jobs
but within their families and their communities. Whether it.was Jean Hillery

. going to college and beginning a new .career after raising three daughters, or
“Tom Quadros' work with the Special Olympics,; .it's clear that these were more
"than distinguished public servants..,they were extraordinary people as well.

"Yesterday, back at USDA headquarters, I gave a speech about oivil'

' rlghts at our Department And although I talked some about programs and
. procedures, the message I really tried to convey was that civil rights and

human .rights begin with people s1mply treating each other with respect and

- common courtesy. This tragedy 1s not ‘about race or civil rlghts in any way,
but I think it can still teach a lesson about civility and decency, about open

communication and the 1mportance of resolv1ng d1sputes -peacefully and
sensibly. Jean Hillery, Tom Quadros and Blll Shaline- lived those values, ‘but’

‘they died because some people Stlll do. not

"I want to close with'a-message to their:children, Last December, I o
lost both of my parents, within just a few weeks of each other. They were -
old, and they were sick. - But I'm immensely grateful that they lived into

_ their 80's and that I was able to-enjoy. them for_55=Yearsuof my life.. I can't

_ 'http://www.uSda.gov/news/_spéeches/sti5 - 3" S | ' 11/21‘/.2000
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imagine the péin you must feel at losing pérents_inwthe prime of their lives.
‘But I hope that you measure their time in terms of quality rather than

quantity...always remembering that their lives, though short, were ones of
both accomplishment and integrity.
} . . . .

"Thank you'.

F

112172000
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" USDA

- United States Department of Agrlculture

ST ‘ » OfﬁceofmeSecretary
Washington, D.C. 20250
AJG 1 20
MEMORANDUM
TO: Tom Billy

' Admmrstrator Food Safety and Inspectlon Serv1ce ’

FROM: - . Catherine Woteln A
. Under Secretary Office of Food Safety

SUBJECT: ' Recalls

_ It has now been six months since we instituted the policy of i 1ssu1ng press releases on all
~ recalls. At that time we committed to review the policy in July and make any needed

- adjustments. As a ﬁrst—step in this review process, I would like to discuss the Agency s
ﬁndmgs at an upcormng Wednesday staff meetmg

~In addmon there are some specnﬁc questrons and concerns that I have regardlng recalls
and our recall policy in general. I would also like to address these issues at the same
Wednesday meetrng » : :
Spe01fically, the increasing number of recalls has meant the recall comrmttee (OPHS), _
Field Operations staffs, and CPA staff have had to work on a number of weekends/.
_ holidays and eve mngs In addition, CPA staff have had to be essentially “on call” for an
. entire weekend wearing a beeper and being prepared to stop whatever they are doing if a

R recallé ‘Occurs in order to put out press releases and answer- questlons I am sure that

j cornphance staff is smularly 1mpacted

‘The odd hour at whrch many of these recalls have occurred has meant that FSIS press |

- releases have received little or no media attention. As a result, the Agency has essentrally

- been unable to accomplish its public health goal of informing the public. This situation
has opened the Agency to questrons and criticisms from the medla_ o

1 understand that recalls are not somethmg that can be predrcted and it is unhkely that -
late night and weekend recalls can be eliminated. But I do believe that we can reduce the
percentage of recalls occurring dunng non-business” hours. It is important to do so for
_many reasons — not the least of which is to better inform consumers of possible health
o risks, and to maintain the well deserved reputatron of the agency in many other areas of -
o transparent practlce\s :

N

An Equal Opportunity Employer
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I have several spec1ﬁc quesnons about our recall procedures and would like a bneﬁng on
the following issues: :
- o Does FSIS have written recall procedures outlining who needs to be contacted
and when? If so, does FSIS document recalls as to the time that each office '
was notified? For instance, on Friday evening, July 7, ERD notified the CPA .
staff of a recall at 7 p.m. It would be helpful to know when ERD was notified,
- when the lab knew the ﬁnal results of the tests and not1ﬁed ERD, etc.

e The labs have regular_ hours and a schedule that they adhere to. Therefore,

wou"ld it be possible for the labs to give a “latest possible time” that a positive ~

would come back? This would at least allow the staff to go home or turn a
beeper off after certain hours on the weekend. Iunderstand that staff stay in
the office ona Saturday or Sunday awaiting a call that only comes late in the :
day . .

e There is also concern emerging about the timing of laboratory tests, orders for
. follow up and the subsequent schedule that seemingly ends up in recalls on®
Saturday evenings. Would it be possible to schedule tests in such a manner so
that fewer results would come back on Friday afternoons, without delays that
.. runinto the following week? How are confirmatory tests treated in the '
.- priority of testing? Is thrs a problem of capacrty or scheduhng or both‘7

In addition, I would apprecrate receiving a tabulation of data on recalls such as day d
date of recall, time of recall, type of recall etc., for the past elght months

On a related note, questions are now arising on possible disparitiesbetween large and
small plants and their recalls/market withdrawals. I would alsolike more information
about market withdrawal. Specifically, I would like a report of all the market

- . withdrawals over the past ei ight months w1th a breakdown by plant size — w1th as much
. specificity as possrble e : :

I have attached a copy of a press story from the Associated Press: today. It makes clear :
that the press is watching the timing of these actions by the agency and the 1ndustry,
wh1ch should be expected :

Attachment

.'Cc: Caren ercox
Margaret Glavm



wr Delayed Meat Warnzng,ozaa
Meatpacker walts four days for tests before telllng public of

recall

With BC- WI—-Bacterla Illness

phqdrflsjdh . : - :

: SOUDERTON, Pa. (AP}‘ A meatpacker waited four days while’ tests

were run before notlfylng the publi& that it was recalling nearly

350,000 pounds of ground beef because of E. coli concerns.

““We told distributors immediately that they should consider
recalllng the meat,'' Moyer Packlng Co. spokeswoman Ella Roush ‘
sald. ““We didn't tell consumers untll the weekend because we
weren't even sure.it was ours.''

- Federal food inspectors notified the company ‘on July 24 that
preliminary tests showed that beef sent to New. York state had the

"bacteria. Customers were warned on Saturday, after further tegts

confirmed that the meat was from Moyer Facklng Co., also known as
Mopac.

. The recalled Mopac: packages have the plant establlshment number
1311 and are dated 07/11/00. They were distributed in five- and
10-pound packages to wholesalers in Connecticut, Delaware, i

" Louisiana, ' Massachusetts, Maryland Mlchlgan, New. Jersey, New York,;

Virginia, Pennsylvania and W1sconsln.i
Roush would not 1dentify the dlstrzbutors or the retallers that

_.carry the products..

““That's not what's 1mportant," Roush said. * We need to make.
things right with ocur. dlstrlbutors to make sure none of that meat
is 1n the market right now.''

-'U.8. Department of Agrlculture spokeswoman Carol Blake said no
cases of illness linked to the Mopac meat have been reported.
, But Milwaukee health officials have said they are checklng to
see whether the meat. might be related t¢ an E: coli outbreak there.
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- The Honorable Rlchard G Lugar

Chairman -
Comrmttee onAgnculture,

" Nutrition, and Forestry -
_United States Senate

328-A Russell Senate Office Burldmg

Washington, D.C.. 20510-6000 . .
'Dear Mr. Chairman: |

- Thank you for your February 8, 2000, letter about the coordlnatlon of Federal research act1v1t1es
-related to foodborne pathogens. S

‘We ,belie've ‘that in order to protect consumers from foodborne illness, we have to strengtheri the -
‘Nation’s capacity to predict and prevent foodborne hazards and to monitor and rapidly react to
outbreaks of foodborne illnesses.” Federal agencies. are working together to attain those goals by
. sharing information and scientific data, coordinating research efforts, and cooperating in
- activities intendéd to protect the public from foodborne illness. For example, the Food and Drug

Administration (FDA), the Food Safety and Inspection Service (FSIS); and the Centers for
Disease Control and Prevention (CDC) collaborated with one another, as well as with State and

"local public health and food control agencies, 1ndustry, academia, and consumers, to update the
-Food Code in 1999. FDA and FSIS are conducting a joint risk ranking on Listeria

monocytogenes. The Department of Agriculture (USDA) and the Department of Health and
Human Services (HHS) recently had the opportunity to partrcrpate with the Soldier and

Biological and Chemical Command in a simulation of a major foodborne outbreak. Through »
- participation in the exercise, we used our mutual respon31b111t1es and authorities to respond to -

naturally occurring, as well as.terrorist-initiated, disease outbrea.ks The Department of Defense .
(DOD) is represented on the Foodbome Outbreak Response Coordmatlon Group

We have made progress through the Presrdent s Food Safety In1t1at;1ve whlch was announced in
1997, as a means of providing funds for food safety. This initiative set in motion a number of

. activities that have contributed greatly to reducing foodborne illness , including surveillance and
' outbreak response, new food safety research, and development in the science of risk assessment

For example, the initiative called for all Federal agencies with food safety risk management

- responsibilities to establish the Interagency Risk Assessment Consortium, which was charged
‘with advancing the science of microbial risk assessment by encouraging research to develop-

predictive models and other tools that can be used to conduct risk assessments. It also has
established a cle aringhouse that will collect and catalogue resources on nsk assessment Offered

by various sourc es.
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. The PreSIdcnt S Counml on Food Safety is bulldmg on the achiévements of the Food Safety
 Initiative. The Council, jointly chaired by HHS Secretary Shalala, Neal Lane, the President’s
science advisor and Director of the White House Office of Science and Technology Policy

(OSTP), and me, was established in August 1998 to strengthen and focus our efforts to

coordinate food safety policy and resources. The Council was directed to: (1) develop a

* comprehensive strategic Federal food safety plan; (2) advise agencies of priority areas for

- investment in food safety and ensure that Federal agencies annually develop coordinated food

safety budgets for submission to the Office of Management and Budget (OMB); and (3) ensure

that the Joint Institute for Food Safety Research (JIFSR) establishes mechanisms to guide Federal |
research efforts toward the highest priority food safety needs. By prioritizing research needs and
coordinating our efforts across the Federal govemment through JIFSR, we can ensure that our

' research dollars are well spent » :

The Joint Instltute for Food Safety Research (JIFSR) was formed by the cooperative action of the =
Departments of Agriculture and Health and Human Services in response to the President’s Food

~ Safety Initiative. The Institute will identify critical gaps in our knowledge that can be researched
and thereby help resolve conflicts between trading partners, segments in the food production
system, and shareholders (private and governmental) with responsibility to produce safe food.
The Institute will foster development of joint program announcements involving multiple Federal
~ research programs and multi-center trails to demonstrate the cost effectiveness of preventlori

- -strategies and technologies and improve cost-efﬁc1ency of research initiatives. By i 1mprov1ng

* communication between agencies and private shareholders, the Institute will increase the
 transparency of Federal food safety research efforts and move toward eliminating redundancy in
private and Federal research endeavors. Finally, as a result of all of these efforts, the overall

~ quality of the scientific research in the area of food safety will i 1mprove and be more focused on
issues cr1t1ca1 to preventmg foodbome 1llnesses

. We appremate your constltuents 1nterest in food safety and hope that this information is helpful.
Your constituents may be mterested in visiting the FSIS web site at http:/fwww.fsis.usda.gov,
which cérries the latest informatiori on our programs and also has links to other relevant -
government -web sites. In addition, at http://www.FoodSaftey.gov, a Gateway to Government
Information, is a web site established by the President’s Food Safety Initiative. It is de51gned to
help web site users more easily find govemment 1nforrnat10n on food safety

-If you have quest1ons or if we can be of further‘assmtance, please l_et us know.
' Smcerely,

Cé-%m_&, g UQM

. CATHERINE WOTEKI Ph. D .R. D
Under Secretary
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‘ Umted States  Food Safety © . ‘Washington, D.C.
Department of - .and Inspection 20250
Agriculture Service

October 19, 2000
v MEMORA]\]DUM FOR SEE DISTRIBUTION BELOW

FROM:  NELLF. OMANSKYM -
Congressronal and Public Affairs ‘ =

- SUBIECT: FY2001 Agnculture Appropnatrons Conference Report

~ On October 18, the Senate passed the Conference Report (106 948) accompanymg the FYO1
- Agriculture Appropriations Act (H.R. 4461) by a vote of 86-8. On October 11, the House passed
the Report by a-vote of 340-75. Presidént Clinton has indicated that he will sign it-into law. The

followmg is a brief description of the FSIS related bill and report 1anguage with attachments

' Presrdent’ House Senate Conference Change Change ,

, _ FY00 . Request - Mark Mark " Mark | From FY00 From Pres.
OFS  $446,000 - $560,000 $446,000 $460,000  $460,000 - +$14,000 . -$100,000
FSIS $649 119M . $688.204M $673. 79M $678 Ol M $696 704M +$47.5M +$8.5M

F SIS
‘& No less than $591 258 OOO shall be available for Federal food mspectlon (attachments land2)
e $1,000,000 may be credited to this account from fees collected for the cost of lab accreditation;

" e Not more than $2, 500 000 for mandatory ratite and squab inspection (section 752); (attachment 1) -
°

The conference agreement includes $6, 000,000 to be used to the extent approved by the Director .
of OMB to liguidate obligations incurred in previous years that violated the Ant1deﬁe1ency Act.
“ According to the House and Senate Agriculture: Appropriations Subcommittees, old report .
language prohibiting FY01 money from bemg used to address these obligations was accidentally
left in the Conference Report. FSIS is reviewing the issue with OGC to determine if the statutory
language ovemdea report language or if a correction will be needetl (attachments land2)
- ® No money is specifically appropriated for delays in implementing HIMP. House and Senate
‘ .- Agriculture Appropriations Subcommittee staff have orally 1ndrcated that if money rs needed, .
' the issue should be addressed in a supplemental appropriation;

e The perennial prohibition on using FSIS funds for shell egg surveﬂlance under the EPIA has
been lifted; (attachment 2) _ t ,
e The conferees note that the conference agreement prov1des for all mandatory pay cost increases . '

: and the full-amount requested for the FSIS portion of the Food Safety Initiative; (attachment 2)

» The conference agreement includes $2,039,000 for activities related to Codex. The conference
~ agreement provides for up to $50,000 for representatlonal expenses assocrated with Codex
~activities; (attachment 2) SRR

FSIS Form 263049 (©/86) -~ EQUAL OPPORTUNITY IN EMPLOYMENT AND SERVICES . .



] The House and Senate report 1anguage that is not cha;nged by the conference 18 approved by the
committee of conference. The statement of the managers, while repeating some report language
for emphasis, does not intend to negate the language referred to above unless expressly provided
herein. In cases in which the House or the Senate have directed the submission of a report, such
report is to be subrnitted to both the House and Senate Commlttees on Appropriations.
(attachment 3) and '

e School food authorities in Ohio part1c1patmg in a domestic food assistance pro gram admmlstered
. by the Secretary and preparing meals for use by other schools and institutions also participating in
* adomestic food assistance program, shall, with regard to such meals, not be subject to additional
requirements under section 301(0) of the FMIA or section 5(c) of the PPIA (attachment 4)

Dlrectlves and Reports (from Confereuce Report) (attachment 2)

e The conferees direct the Agency to continue to provide the Quarterly Report on Budget
- Execution and Staffing to the Committees on Appropriations.

e The conferees direct a report by March 1, 2001 on meat and poultry mspectlon regulatlons in
place prior to publication of the HACCP Rule. :

¢ The conferees direct that as part of HHS’ and USDA’ s ongoing rechartermg of the Natlonal
Advisory Committee on Microbiological Criteria for Foods (NACMCF), the Secretaries of
Agriculture and Health and Human Services shall: (1) appoint a number of members consistent
with scientific advisory committees utilized by agencies such as the FDA and the EPA; (2)
adhere strictly to applicable Federal conflict-of-interest requirements for Federal advisory
committee membershlp, (3) report to the Senate Committees on Appropriations and Agriculture,
Nutrition, and Forestry, the House Committées on Approprlatlons and Agriculture, and the
Secretaries of Agriculture and Health and Human Services on any conflicts of interest of
NACMCF members involved in making recommendations to Federal agenc:les whether waived
under applicable Federal, law or not, and what those conflicts are. | :

e The conferees direct the Agency to- provide $500, 000 to the National Research Counc11 foran -
_evaluation, at the earliest date practicable, by the National Research Council of the role of
scientifically determined criteria, including mlcroblologlcal criteria, in the productlon and
regulation of meat and poultry products. :

' e The conferees direct the Agency to:prepare a report, mcludmg recommendatlons to the
Secretary, to be prepared by the NACMCEF, no later that March 1, 2001, regarding

‘ AmlCI’ObIOIngaI performance standards, including the role of such standards as a means of =

~ assuring meat and poultry product safety, as well as such other cons,lderatlons as the Commiittee

", deems appropriate. These activities should in no way delay the nnplementatlon of the HACCP
mspectlon system or other food safety activities. : ~

Directives and Repmrts (from HOuse-RepOrt): (attachment 5 , A
* e The Committee expects all appropriate senior personnel of the Agency, specifically senior
personnel in FO, OPHS and OPPDE, to become HACCP certified and to observe operationsin
- the range of establishments inspected by the agency at least annually The Agency is directed to
provide the Commiittee a report no later than March 1, 2001 hstlng these senior personnel (GS
.14 and above), the date on which they have become HACCP certified and the date and type of
“establishment in wlnch they have observed operatlons S 3 :




e The Commtttee expects the Agency to rnake full use of its authority to ensure that mspectlon
' resources are rationally dedicated to address relative food safety risks and to avoid the disruptive
effect of continued inspector shortages. To further these objectives, the Agency is expected to
- evaluate greater flexibility in requirements for frequency of unscheduled inspection and other
~ possible means of enhancing the efficiency of inspection in processing estabhshments FSIS
- - should report its findings to the Committee by J anuary 31,2001.-

® The Inspector General is directed to undertake an mvestlgatlon of the adequacy of FSIS financial
- management and project management, as well as the adequacy of management controls in those

- areas. The Committee directs the Inspector General to provide a preliminary report no later than
" March 1, 2001. The investigation should ascertain what deficiencies resulted in recent mspector
" shortages and why Anti- Deﬁmency Act v1olat10ns occurred over the last two years.

Dlrectwes and Reports (from Senate Report): (attachment 6)

- & The Committee expects the Agency to make full use of its authority to ensure that mspectlon

~ resources are rationally dedicated to address relative food safety risks and to avoid the disruptive
effect of continued inspector shortages To further these objectives, the Agency should evaluate
greater flexibility in requirements for frequency of unscheduled inspection and other possible
means of enhancing the efficiency of inspection in processing estabhshments FSIS should
report its findings to the Comrmttee by January 31, 2001. : :

o The Committee believes that agency managers should have an understandmg of the
establishments the agency regulates, which necessarily requires the occasional observation of
operations in an inspected establishment. The Committee expects senior policy development
personnel of FO, OPHS, and OPPDE to become HACCP certified and to observe operations in
the range of establishments inspected by the agency at least semi-annually.” The Agency is

. directed to provide the Committee a report, no later than March 1, 2001, listing the senior

- personnel (GS 14 and above), the date on which they become HACCP certified, and the date and
type of estabhshment in which they have observed operatlons ,

General Provisions: (attachment 7)

e Sec. 705 New obli gational authorlty prov1ded for FSIS’ ﬁeld automatlon and mformatlon )
' management prOJcct shall remain avallable until expended; -

* Sec. 713. FSIS may use coopera‘uve agreements to reflect a relationship between FSIS and a
- . State or cooperator to carry out special studies to nnprove the safety of the nation’s food supply;

‘e Sec. 716: Not more than $1,800,000 shall be used to cover necessary expenses of activities
~ related to all advisory committees, panels, commissions, and task forces of the USDA, except
- for panels used to comply with negotiated rule makmgs and panels used to evaluate .
competitively awarded grants; ' » : '

e Sec.7 17. None of the funds appropriated by thls Act may be used to-carry out sectlon 410 of the
_ FMIA or section 30 of the PPIA (Safe Meat and Poultry Inspection Panel);

" . Sec. 718. No employee of the USDA may be detailed or assigned from an agency or office

* funded by this Act to any other agencyor office of the Department for more than 30 days unless-
- the individual’s employing agency or office is fully reimbursed by the receiving agency or ofﬁce
for the salary and expenses of the employee for the period of assignment;

" e Sec. 719. None of the funds appropriated or otherwise made available to the USDA shall be '
~ used to transmit or otherwise make available to any non-USDA employee questions or responses
to questions that are a result of mfptmatlott requested for the appropriations hearing process; .



X Sec 720. None of the funds made available to the USDA by thlS Act may be used to acquire
“new information technology systems or significant upgrades, as determined by the Office of the
~ Chief Information Officer (OCIO), without the approval of the CIO and the concurrence of the
-Executive Informatlon Technology Investment Review Board;

e Sec.721. (a) None of the funds provided by this Act, or provided by previous Appropnatlons
~ Acts to the agencies funded by this Act that remain available for obligation or expenditurein
- FYO1 shall be available for obligation or expenditure through a reprogramming of funds which:

(1) creates new programs; (2) eliminates a program, project, or activity; (3) increases funds or

personnel by any means for any project or activity for which funds have been denied or
restricted; (4) relocates an office or employees; (5) reorganizes offices, programs, or activities;
or (6) contracts out or privatizes any functions or activities presently performed by Federal
employees, unless the Committees on Appropriations of both Houses of Congress are notified
15 days in advance of such reprogramming of funds. (b) None of the funds provided by this Act,
or provided by previous- Appropriations Acts to the agencies funded by this Act that remain
available for obligation or expenditure in FY01 shall be available for obligation or expenditure
for activities, programs, or projects through a reprogrammmg of funds in excess of $500,000 or
10 percent, whichever is less, that: (1) augments existing programs, projects, or activities; (2)
reduces by 10 percent funding for any existing program, project, or activity, or numbers of

" personnel by 10 percent as approved by Congress; or (3) results from any general savings from a
reduction in personnel which would result in a change in existing programs, activities, or
projects as approved by Congress; unless the Committees on Appropriations of both Houses of

-Congress are notified 15 days in advance of such reprogramming of funds. (c) The Secretary of

-Agriculture shall notlfy the Committees on Appropriations-of both Houses of Congress before
implementing a pr ‘ogram or activity not carried out during the previous fiscal year unless the’
program or act1v1ty is funded by this Act or specifically funded by any other Act; -

e Sec. 729. None of the funds appropriated by this Act or any other ‘Act may be used (by AMS) to:
‘ (1) carry out the proviso under 7 U.S.C. 1622(f) (increasing consumer education); or (2) carry
out 7 U.S.C. 1622(h) (Inspection and certification of products in interstate commerce; credit and
future availability of funds; investment; certificates as evidence; penalties) unless the Secretary
-of Agriculture inspects and certifies agricultural processing equipment, and i imposes a fee for the
~ inspecfion and certification, in a manner that is similar to the inspection and certification of
.agricultural products under that section, as.determined by the Sectetary: Provided, That this
provision shall not affect the authority of the Secretary to carry out the FMIA, the PPIA, or the EPIA;

-®  Sec. 730. None of the funds appropnated by this Act or any other' Act shall be used to pay the-
~ ‘salaries and expenses of personnel who prepare or submit appropriations 1anguage as part of the
President’s Budget submission to Congress for programs under the jurisdiction of the
_ Appropriations Subcommiittees on Agriculture, Rural Development, and Related Agencies that
- assumes revenues or reflects a reduction from the previous year due to user fees proposals that .
have not been enacted into law prior to the submission of the Budget; :

- e Sec. 752. Effective 180 days after the date of the enactment of this Act and contmumg for the
remairider of fiscal year 2001 and each subsequent fiscal year, ratite and squab slaughter and
processing | for distribution in commerce as human food shall be subject to the ante mortem and
post mortem inspection, remspectlon and sanitation requirements of the PPIA rather than the

- voluntary poultry inspection program of the USDA under sect10n 203 of the Agncultural

' Marketmg Act of 1946; . .

1
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- ® Sec. 753. In developing a rule concering on-farm standards for prevention of Salmonella
~ Enteritidis in shell eggs pursuant to any plan to eliminate SE illnesses due to eggs, the FDA shall
— (a) consider one environmental test per laying cycle for each layer house for verification of the
producer’s SE reduction plan; (b) consider when it is appropriate to require diversion of shell
eggs to treatment, such as pasteurization, and base any requirement for testing that would
necessitate diversion, which may include the receipt of a positive egg test result, on sound
©science; (c) conduct or support research to develop cost-effective and improved tests for

determination of SE; and (d) solicit comments on appropriate options for implementing a SE
reduction plan in shell eggs, including comments on conducting and fundmg testing, through
State and Federal programs and ' f

Other: (attachment 8)

e The conferees expect FDA to make fmal the regulations regardmg labeling of 1rrad1ated foods
‘by March 1, 2002, and report to the House and Senate Committees on Appropriations on the
status by November 15, 2000. This agreement changes the dates proposed for final regulations
by the House of September 30, 2001, and by the Senate of October 30, 2001.
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. Attachment 1
TITLE I '

" AGRICULTURAL PROGRAMS |
' PRODUCTION, PROCESSING, AND MARKETING .

o OFFICE OF THE UNDER SECRETARY FOR FOOD SAFETY
For necessary salaries and expenses of the Office of the Under Secretary for Food Safety to
administer the laws enacted by the Congress for the Food Safety and Inspection Serwce

- $460,000. -

FOOD SAFETY AND INSPECTION SERVICE ' _
For necessary expenseés to carry out services authorized by the Federal Meat Inspection Act, the
Poultry Products Inspection Act, and the Egg Products Inspection Act, including not to exceed - -
$50,000 for represeritation allowances and for expenses pursuant to section 8 of the Act
approved August 3, 1956 (7 U.S.C. 1766), $696,704,000, of which no less than $591,258,000 -
shall be available for. Federal food inspection; and in addition, $1,000,000 may be credited to this
account from fees collected for the cost of laboratory accreditation as authorized by section 1017
of Public Law 102 237: Provided, That not more than $2,500,000 of this appropriation may be

~ used to implement section 752 of title VII of this Act: Provided further , That this appropriation
" - shall be available for field employment pursuant to the second sentence of section 706(a) of the

Organic Act of 1944 (7 U.S.C. 2225), and not to exceed $75,000 shall be available for
employment under 5 U.S.C. 3109: Provided further, That this appropriation shall be available

* pursuant to law (7 U.S.C. 2250) for the alteration and repair of buildings and improvements, but
‘the cost of altering any one building during the fiscal year shall not'exceed 10 percerit of the
current replacement. value of the building: Provided further, That from amounts appropriated
under this heading hot needed for federal food inspection, up to $6,000,000 may be used to -
liquidate obligations incurred in previous years, to the extent approved by the Director of the
Office of Management and Budget based on documentatlon prov1ded by the Secretary of
Agnculmre . o A

St



, - o Co Attachment 2
TITLE I--AGRICULTURAL PROGRAMS . :

PRODUCTION, PROCESSING ANDMARKETING

- . OFF| [CE OF THE UNDER SECRETARY FOR FOOD SAF ETY
The conference agreement provides $460,000 for the Office of the Under Secretary for Food
Safety as proposed- by the Senate instead of $446,000 as proposed by the House.

F OOD SAFETY AND INSPECTION SERVICE .
° The conference agreement provides $696,704,000 for the Food Safety and Inspection Servxce =
' 1nstead of $673,790, 000 as proposed by the House and $678 011,000 as proposed by the Senate

“The conference agreement 1nc1udes $591 258 000 for federal food mspectlon

The conference agreement. mcludes $6 000 000 to be used to the extent approved by the Director
- of the Office of Management and Budget to liquidate obligations incurred in previous years that
violated the Antideficiency Act. The conferees expect the agency to ‘take appropnate action to
avoid wolatlons of the Antldeﬁmency Act from occurnng agaln

The conference agreement does not aciopt Senate bill language provtdmg that the apntopriation,
shall not be avaﬂable for shell egg survelllance under the Egg Products Inspecuon Act.

The conferees direct the agency to provide $500,000 to the Natlonal Research Council for an
evaluation, at the earliest date practicable, by the National Research Council of the role of -
scientifically determined criteria, including microbiological criteria, in the production and -
regulation of meat and poultry products and a report, including recommendations to the
* Secretary, to be prepared by the National Advisory Committee on Microbiological Criteria for
Foods, no later that March 1, 2001, regarding microbiological performance standards, including
the role of such standards as a means of assuring meat and poultry product safety, as well as such .
. other con51derat10ns as the Committee deems appropriate. These act1v1t1es should in no way.

‘ ,delay the 1mp1ementat10n of the HAGCP mspectlon system or other food safety activities.

. 'The conferees d1rect the agenoy to contlnue to prov1de the Quarterly Report on Budget Executlon
- and Staffing to the C ommlttees on Appropnatlons N

~ The conference agreement does not 1nclude language under this heading which pertnite FSIS to’
_expend funds appropnated for FY 2001 to liquidate overobligations and overexpendltures

~ incurred in prev1ous fiscal years as proposed by the House ’ :

* The conferees note 1hat the conference agreement prov1des for all mandatory pay cost increases :
“and the full amount requested for the FSIS portlon of the Food Safety Imtlatwe )

~ The conference agreement includes full funding for 1nspect10n costs and activities and
$2,039, 000 for activities related to-the Codex Alimentarius. The conferees note increased

respon51b1ht1es for the agency regardlng par’dclpatlon in the Codex Ahmentanus The conference o 5



Attachment 2

agreement prov1des for not to exceed $50, 000 for representanonal expenses assomated with -
: Codex act1v1tles :

The conferees direct a report by March 1, 2001 on meat and poultry mspectlon regulatlons in
- place prior to pubhcatlon of the Pathogen Reductlon HACCP Rule E- :

_ Furthermore, the conferees, in‘'supporting food safety regulations based upon the best available

~ science, recognize the importance of the National Advisory Committee for Microbiological
 Criteria for Foods’ (NACMCF) chartered mission of providing 1mpartlal scientific advice to
Federal agencies on food safety matters. The conferees, therefore, direct that as part of '
Department of Health and Human Services and Department of Agriculture's ongoing

"rechartering of the NACMCEF, the Secretary of Agriculture and Secretary of Health and Human
Services shall: (1) appoint a number of members consistent with scientific advisory committees

- utilized by agencies such as the Food and Drug Administration and the U.S, Environmental

Protection Agency; (2) adhere strictly to applicable Federal conflict-of-interest requirements for

- Federal advisory committee membership; (3).report to the Committee on Appropriations and -
Committee on Agriculture, Nutrition, and Forestry of the U.S. Senate, the Committee on
Appropriations-and Committee on Agriculture in the U.S. House of Representatives, and the
Secretaries of Agriculture and Health and Human Services on any conflicts of interest of
NACMF members involved in making recommendations to federal agencies, Whether walved
under apphcable Federal 1aw or not and what those conﬂlcts are.



- : " Attachment 3
- Congressional Directives '

The statemerit of the managers remains silent on provisions that were in both the House and
Senate bills that remain unchanged by thls conference agreement except as noted in this
statement of the managers. ‘ :

The conferees agree that executive_branch wishes cannot substitute for Congress” own statements

as to the best evidence of congressional intentions--that is, the official reports of the Congress.

The conferees further point out that funds in this Act must be used for the purposes for which

appropriated, as required by section 1301 of title 31 of the United States Code, which prov1des

- “Appropriations shall be applied only to the obj ects for wh1ch the appropnatlons were made
except as otherwise 3rov1ded by law.” :

The House and Sena.te report language that is not ehangedjby the conference is approved by the

committee of conference. The statement of the managers, while repeating some report language

for emphasis, does not 1ntend to negate the Ianguage referred to above unless expressly prov1ded
“herein. '

In cases in which the House or the Senate have directed the submission of a report, such report is
_to'be submitted to both the House and Senate Committees on Appropriations.
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TITLE IV DOMESTIC FOOD PROGRAMS

FOOD AND NUTRITION SERVICE
_ Child Nutrition Programs
(mcludmg transfers of funds)

For necessary expenses to cany out the Natlonal School Lunch Act (42 U.S. C 1751 et seq. )
except section 21, and the Child Nutrition Act of 1966 (42 U.S.C. 1771 et seq.), except sectlons
'17 and 21; $9,541,539,000, to remain available through September 30, 2002, of which -

© $4,413, 960 000 is hereby appropriated and $5,127,579,000 shall be derived by transfer from
funds available under section 32 of the Act of August 24; 1935 (7 U.S.C. 612¢): Provided, That
except as'specifically provided under this heading, none of the funds made available under this
~ heading shall be used for studies and evaluations: Provided further, That of the funds made

- available under this heading, up to $6,000,000 shall be for school breakfast pilot projects,
including the evaluation required under section 18(e) of the National School Lunch Act: .
Provided further, That of the funds made available under this heading, $500,000 shall be for a
School Breakfast Program startup grant pilot program for the State of Wisconsin: Provided
further, That school food authorities in Ohio participating in a domestic food assistance

* program administered by the Secretary and preparing meals for use by other schools and
institutions also participating in a domestic food assistance program, shall, with regard to
such meals, not be subject to additional requirements under section 301(c) of the Federal
Meat Inspection Act or section 5(c) of the Poultry Products Inspectlon Act: Provided further,
~ That up to $4,511,000 shall be available for independent venﬁcatlon of school food service -
clalms : : .

Attachment 4



Attachment 5

- House Directives and Language

The Committee believes that agency managers must have an understanding of the establishments
that the agency regulates, which necessarily requires the occasional observation of operations in
an inspected establishment. The Committee expects all appropriate senior personnel of the
agency, specifically senior personnel in the Field Operations, the Public Health and Science and
the Policy and Program Development and Evaluation offices, to become HACCP certified and to
observe operations in the range of establishments inspected by the agency at least annually. The =
agency is directed to provide the Committee a report no later than March 1, 2001 listing these
senior personnel (GS 14 and above), the date on which they have become HACCP certlﬁed and
the date and type of establishment in whlch they have observed opcratlons

~ FSIS has a plan to better utilize available mspectlon personnel through 1mplementafvionof daily,
unscheduled ingpection in processing establishments. The Committee expects the Agency to

~* make full use of its authority to ensure that inspection resources are rationally dedicated to

address relative food safety risks and to avoid the disruptive effect of continued inspector
shortages. To further these objectives, the Agency is expected to evaluate greater flexibility in.

" requirements for frequency of unscheduled inspection and other possible means of enhancing the
efficiency of i inspection in processing estabhshments FSIS should report its ﬁndmgs to the

| Comrmttee by JanuaJy 31, 2001 : A

The Committee remains concerned that the Food Safety and Inspectlon Serv1ce has not ﬁmshed
removing or revising those meat and poultry inspection regulations inconsistent with the ,
'HACCP-based inspection system. The agency has missed self-imposed deadlines for completing
- this project, and the Committee believes the accomplishments in this area, as cited in testimony
and correspondence, are not as extensive as they should be. Accordingly, the Committeé directs
FSIS to prepare by March 1, 2001, a report listing every meat and poultry inspection regulation
in place prior to publication of the Pathogen Reduction/HACCP rule, the agency's determination -
of whether each regulation should be revised or removed in the wake of HACCP 1mplementatlon
. ‘and the agency’s proposed date for completmg that rev131on or removal :

- The Inspector General is directed to ﬁndenake an mvestxgaﬂon of the adequacy of Food Safety
and Inspection Service financial management and project management, as well as the adequacy
- of management controls in those areas. The Committee directs the Inspector General to provide a
preliminary report no later than March 1, 2001. The investigation should ascertain what
deficiencies resulted in recent inspector shortages and why Antx-Deﬁcwncy Act v1olat10ns
occurred over the last two years. . : =



- . , ~ Attachment 6

Senate Directives and Language -
The Committee remains concerned that FSIS has not finished removing or revising those meat
and poultry inspection regulations inconsistent with the Hazard Analysis Critical Control Point
(HACCP) based inspection system. The agency has missed self imposed deadlines for
completing this project, and the Commlttee believes the accomplishments in this area are not as
_ extensive as they should be. Accordingly, the Committee dirécts FSIS to prepare by November
1, 2000, a report listing every meat and poultry inspection regulation in place prior to publication
of the Pathogen Reduction/HACCP rule, the agency's determination of whether each regulation
should be revised or removed in the wake of HACCP: unplernentatmn and the agency s proposed
date for completmg that revision or rernoval . :

" The amount provided assumes savmgs proposed in the budget of $4,000,000 upon »
implementation of daily, unscheduled processing inspection. This proposal will allow FSIS to

better utilize available inspection personnel. The Committee expects the Agency to make full use .

“of its authority to ensure that inspection resources are rationally dedicated to address relative
.food safety risks and to avoid the disruptive effect of continued inspector shortages. To further
" these objectives, the Agency should evaluate greater flexibility in requirements for frequency of
unscheduled inspection and other possible means of enhancing the eéfficiency of inspection in .-

processing establishrnents. FSIS should report its ﬁndings to the Comniittee by January 31, 2001. -~

- The Comm1ttee believes that agency Inanagers should have an understandmg of the-
- establishments the agency regulates, which necessanly requires the occasional observation of
- operations in an inspected establishment. The Committee expects senior policy development -
- personnel of the Field Operations and Policy, the Public Health and Science and the Pro gram
. Development and Evaluation offices to become HACCP certified and to observe operatxons in
. the range of establishments inspected by the agency at least semi-annually. The agency is =~
.directed to provide the Committee a report, no later than March 1, 2001, listing the senior

‘ personnel (GS 14 and above), the date on which they become HACCP certified, and the date and

type of estabhshment in which they have observed operatlons '



~ Attachment 7

TITLE VII--GENERAL PROVISIONS

Sec 705. New obligational authorlty provided for the followmg approprlatmn ltems in this
Act shall remain available until expended: Animal and Plant Health Inspection Service, the
contingency fund to meet emergency conditions, fruit fly program, integrated systems acquisition
project, boll weevil program, up to 25 percent of the screwworm program, and up to.$2,000,000

- for costs associated with colocating regional offices; Food Safety and Inspection Service, field
automation and information management project; funds appropriated for rental payments;
Co_operatlve State Research, Education, and Extension Service, funds for competitive research -
grants (7 U.S.C. 450i(b)), funds for the Research, Education and Economics Information System
(REEIS), and funds for the Native American Institutions Endowment Fund; Farm Service . v
Agency, salaries and expenses funds made available to county committees; Foreign Agrlculmral .
Service, middle-income country training program and up to $2,000,000 of the Foreign
‘Agricultural Service appropriation solely for the purpose of offsetting fluctuations in international -
currency exchange rates, subject to documentation by the Forei gn Agncultural Serv1ce

Sec. 713. Notwﬂhstandmg chapter 63 of title 31, Umted States Code, marketmg services of the -
‘Agricultural Marketing Service; the Grain Inspection, Packers and Stockyards Administration;
the Animal and Plant Health Inspection Service; and the food safety activities of the Food

* - Safety and Inspection Service may use cooperative agreéments to reflect a relationship
‘between the Agricultural Marketing Service; the Grain Inspection, Packers and Stockyards
Administration; the Animal and Plant Health Inspection Service;-or the Food Safety and
Inspection Service and a state or cooperator to carry out agricultural marketing programs, to
carry out programs to protect the nation’s animal and plant resources, or to carry out educatlonal
, programs or special studies to improve the safety of the nation’s food supply

Sec. 716. Of the funds made available by this Act, not more than $1,800,000 shall be used to

- cover necessary expenses of activities related to all advisory committees, panels, commissions,
and task forces of the Department of Agriculture, except for panels used to comply Wlth

- negotlated rule makings and panels used to evaluate competltwely awarded grants

Sec. ’717 None of the funds appropri’ated by this Act may be used to carry out section 410 of the
Federal Meat Inspection Act (21 U.S.C. 679a) or sectlon 30 of the Poultry Products Inspectlon
: Aet(ZlUSC 471). . A

Sec. 718. No e’mployee of the Depa;rtment of Agriéulture may be detéiled or assigned ffom an
agency or office funded by this Act to any other agency or office of the Department for more

-, than 30 days unless the individual’s employing agency or office is fully reimbursed by the

receiving agency or ofﬁce for the salary and expenses of the employee for the penod of
a351gnment : » :

‘Sec; 71 9.-None of the funds appropriated or otherwise made available to the Department of
Agriculture shall be used to transmit or otherwise make available to any non-Department of
- Agriculture employee questions or responses to questions that are a result of mformatlon
requested for the appropriations hearmg process
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Sec. 720. None of the funds made available to the Department of Agriculture by this Act may be

" used to acquire new information technology systems or significant upgrades, as determined by -

the Office of the Chief Information Officer, without the approval of the Chief Inforration

~ Officer and the concurrence of the Executive Information Technology Investment Review

~ Board: Provided, That notwithstanding any other provision of law, none of the funds
appropriated or otherwise made available by this Act may be transferred to the Office of the

Chief Information Officer without the prior approval of the Commntees on Appropnatlons of

both Houses of Congress

Sec. ‘721, (a) None of the funds provided by this Act, or provided by previous Appropriations

Acts to the agencies funded by this Act that remain available for obligation or expenditure in

* fiscal year 2001, or provided from any accounts in the Tfeasury of the United States derived by
the collection of fees available to the agencies funded by this Act, shall be available for obligation
or expenditure through a reprogramming of funds which: (1) creates new pro grams; (2) eliminates
‘a program, project, or activity; (3) increases funds or personnel by any means for any project or

activity for which funds have been denied or restricted; (4) relocates an office or employees; (5)
reorganizes offices, programs, or activities; or (6) contracts out or privatizes any functions or
activities presently performed by Federal employees; unless the Committees on Appropriations of
both Houses of Congress are notified 15 days in advance of such reprogramming of funds. (b)
None of the funds provided by this Act, or provided by previous Appropriations Acts to the
agencies funded by this Act that remain available for obligation or expenditure in fiscal year
2001, or provided from any accounts in the Treasury of the United States derived by the
collection of fees available to the agencies funded by this Act, shall be available for obligation or
expenditure for activities, programs, or projects through a reprogramming of funds in excess of
$500,000 or 10 percent, whichever is less, that: (1) augments ex1st1ng programs, projects, or

o ‘activities; (2) reduces by 10 percent fundmg for any existing program, project, or activity, or

numbers of personnel by 10 percent as approved by Congress; or (3) results from any general

savings from a reduction in personnel which would result ini a change in existing programs, .

 activities, or projects as approved by Congress; unless the Committees on Appropriations of both

Houses of Congress are notified 15 days in advance of such reprogramming of funds. (c) The -

Secretary of Agriculture shall notlfy the Committees on Appropriations. of both Houses of

* Congress before implementing a program or activity not carried out during the previous fiscal
year unless the program or activity is funded by this Act or specifically funded by any other Act.’

Sec. 729. Hereafter, none of the funds appropriated by this Act or any other Act may beused to: -

- (1) carry out the proviso under 7 U.S.C. 1622(f); or (2) carry out 7 U.S.C. 1622(h) unless the

* Secretary of Agriculture inspects and certifies agricultural processing equipment, and imposes a -

fee for the inspection and certification, in a manner that is similar to the inspection and.
certification of agricultural products under that section, as determined by the Secretary: :

- Provided, That this provision shall not affect the authority of the Secretary to carry out the

- . Federal Meat Inspectmn Act (21 U.S.C. 601 et seq. ), the Poultry Products Inspection Act

(21 U.S.C. 451 et seq.), or the Egg Products Inspection Act (21 U.S.C. 1031 et seq.). :
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Sec. 752. Effective 180 days after the date of the enactment of this Act and continuing for the

~ remainder of fiscal year 2001 and each subsequent fiscal year, establishments in the United States

that slaughter or process birds of the order Ratitae, such as ostriches, emus and rheas, and squab,
for distribution in commerce as human food shall be subject to the ante mortem and post mortem
‘inspection, reinspection, and sanitation requirements of the Poultry Products Inspection Act (21
U.S.C. 451 et seq.) rather than the voluntary poultry inspection program of the Department of
Agriculture under section 203 of the Agricultu:al Marketing Act'of 1946 (7U.S.C. 1622)..

Sec. 753.In developmg arule concerning on-farm standards for preventlon of Salmonella
Enteritidis in shell eggs pursuant to any plan to eliminate Salmonella Enteritidis illnesses due to
eggs, the Food and Drug Administration shall-- (a) consider one environmental test per laying
cycle for each layer house for verification of the producer’s Salmonella Enteritidis reduction
plan; (b) consider when it is appropriate to require diversion of shell eggs to treatment, such as
pasteurization, and base any requirement for testing that would necessitate diversion, which may -
include the receipt ofa positive egg test result, on sound science; (c) conduct or support research ‘
to develop cost-effective and improved tests for determination of Salmonella Enteritidis ; and (d)
solicit comments on appropriate options for implementing a Salmonella Enteritidis reduction
plan in shell eggs, including comments on conductlng and fundmg testing, through state and

' ‘federal pro grams :



Attachment 8

" TITLE VI--RELATED AGENCIES AND FOOD AND DRUG ADM]NISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES :
FOOD AND DRUG ADMINISTRATION
Salanes and Expenses :

The conferees expect FDA to make final the regulations regarding labeling of irradiated foods by
March 1, 2002, and report to the House and Senate Committees on Appropriations.en the status - -
by November 15, 2000. This agreement changes the dates proposed for final regulatlons by the
House of September 30, 2001, and by the Senate of October 30, 2001 _

R
o
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© As of 10/28/00

Status of FY2001 FSIS Congresswnal Reports

| Name and Description of -

‘Act and continuing for the -
remainder of FYO1 and each
subsequent FY, the PPIA is

amended to include ratites and

| squab under mandatory
inspection. -

Letter to 'bé sent on

or about Dec. 1,
2000 to let

Congress know the-
| status. -

Date Ass1gned/ .| Other Agencms ‘Date Due to Clearance Due Dates/
|~ Report/Assigning Bill Author Involved - Congress Current Status '
| 1. Quarterly Updates on October 28 2000 : Quarterly to the - | Agency: '

.| Budget Execution and House and Senate . | Under Sec:

" Analysis of Staffing and - oRay Bolyard Appropriations | Department:

.| Recruitment: The cenference Committees Other Agencies:
report to the FY2001 . ' - | OMB:
appropriations bill directs the : Béginnin'g date: ' | Final:

Agency to continue to provide ‘| February 1, 2001
the Quarterly Report on B
- | Budget Executwn and S

| Staffing. - e R 1 I R

2. Regulations Prior to ‘Qctober 28, 2000 . March'1, 2001 to Agency:
HACCEP: The conference ; L the House and Under Sec:
report to the FY2001 Judy Riggins Senate © . | Department:

appropriations bill directs the. S Appropriations - | Other Agencies: -

| Agency to prepare a report on | Committees OMB:

| meat and poultry inspection ’ o Final:

| regulations in place prior to | :

| publication of the HACCP
Rule. ‘ ‘ L | -

3. Ratite and Sguab October 28, 2000 | 180 days after the | Agency:
Inspection: The conference . | -~ : | date of the | Under Sec: =~~~
report to the FY2001 Judy Riggins/ enactment of this | Department:
appropriations bill directs John McCutcheon/ | Act (April 26, - Other Agencies:
effective 180 days after the | Kaye Wachsmuth .| 2001) 1 OMB: - E
date of the enactment of this x -

Final:




© As of 10/28/00

Name and Description of

Date Ass‘igngd/

Date Due to

-+ advisory committees;
® . (2) adhere strictly to
. applicable Federal
conflict-of-interest
. requirements for Federal
advisory committee
membership; and
.| ® (3) report to the House
" and Senate Committees on
|- Agriculture and
-~ Appropriations and the -
Secretaries of Ag and
HHS on any conflicts of
interest of NACMCF
members involved in

making recommendatlons .

- to Federal agéncies,
. whether waived under
applicable Federal law or
“not, and what those
conflicts are.

law or not, and
what those
conflicts are” to

| the House and

Senate Agnculture

| and

Appropriations o

| Committees and to

the Secretaries of
Ag and HHS

- | No dategiven"'“

Other Agencies Clearance Due Dates/
Report/Assigning Bill _____Author __Involved Congress _ Current Status
4. National Advisory October 28, 2000.. | HHS | Report “any ‘Agency:
Committee on . L S | conflicts of interest | Under Sec:
Mlcroblologlcal Criteria for Carol Maczka/ of NACMCF Department:
| Foods: The conference report | Mark Leking members involved | Other Agencies:.
| to the FY2001 appropriatiens | - ’ in making OMB:
-bill directs the Secretariés of recommendations | Final:
‘Ag and HHS to: ' to Federal ‘
| ® (1) appoint a number of agencies, whether
members consistent with - waived under
. FDA and EPA scientific o4 - applicable Federal
- A
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* Name and Description of

Date Assigned/ -

Other Agencies . |

Date Dueto

‘evaluation; at the earliest dété :

practicable, by the National

| Research Council of the role '

of scientifically determined

| criteria, including

“microbiological criteria, in the
.| production and regulation of

Clearance Due Dates/
Report/Assigning Bill Author- Involved Congress Current Status
.5. Microbiological October 28, 2000 ' March 1,2001 to | Agency:
Performance Standards: | T the House and Under Sec:
The conference report to the ‘ Eli Walker " - Senate ) Department:
FY2001 appropriations bill : . Appropriations Other Agencies:
directs the Agency to provide - | | Committees | OMB: . '
a report to be prepared by the~ R -+ | Final:.
| NACMCF regarding ' Lettertobesenton |
| microbiological performarice - .. | or about Dec. 1,
| standards, including the role - 12000 to let - ‘
‘of such standards as a means - - Congress know the |
| of assuring meat and poultry - A status. -
product safety, as well as such :
| other considerations as the
‘Committee deems :
.| appropriate. ' . : : ‘ :
6. Mlcroblologlcal Crlterla *| October 28, 2000 . | National “earliest date Agency:
The conference report to the _ - | Research | practicable” to the | Under Sec:
FY2001 appropmahons bill .- | Eli Walker Council .| House and Senate | Department;
directs the Agency to prowde o ' ' Appropriations. Other Agencies:
$500,000 to the National Committees - OMB:
Reséarch Council for an

Final:

. | meat and poultry products.
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Name and Description of -

Date Aesigneﬂ/

Other Ag_eiléies ,

Date Due to -

an evaluation of the expected
greater flexibility and

"| but not in the

Conference
Report)

Clearance Due Dates/
_ Report/Assigning Bill . Author Involved Congress Current Status
| 7. HACCP Certification: | October 28, 2000: March 1, 2001 to | Agency:
The House and Senate reports o RS the House and Under Sec:
to the FY2001 appropriations | John McCutcheon/ Senate . Department:
bill dlrects FSIS to prepare a | Vincent Fayne | Appropriations .- | Other Agencies:
-list of: ' o | Committees | OMB: '
e all FSIS persor’mel GS-14- e .| Final: .
~ and above in FO, OPHS, (In both Reports
and OPPDE;” but not in the
‘e the date on-which they - | Conference
. -became HACCP certified; 0 ‘Repe/rt) :
_and. L ' '
e the date and type of
' establishment in which
they have observed -
Nt operations. ‘ S ‘ _ : :
| 8.-Unscheduled Inspectmn October 28, 2000 ‘January 31,2001 - | Agency:
The House and Senate reports | = - | to the House and Under Sec: -
to the FY2001 appropriations | Jane Roth - Senate | Department:
bill directs FSIS to report 1ts ' Appropriations | Other Agencies:
.| findings on the daily, . ‘Committees OMB: :
"| unscheduled inspectionin - 1 + .~ | Final: ...
processing establishments and '| (In both Reports

efficiency with this program.
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" Name and Description of

Date Assigned/

Other Agencies

Date Due to

| Senate Report 10-

: - Clearance Due Dates/ .
‘Report/Assigning Bill Author- Involved Congress __ Current Status .
9. OIG Financial . | October 28,2000.. | OIG ~ March 1,2001to | Agency: - ‘
Management Review: The T ’ the House and | Under Sec: -
House report to the FY2001 - | Jeanne Axtell/OIG Senate . ' Department:
-| appropriations bill directs the o Appropriations - | Other Agencies:
| IG to'undertakean- . -Committee OMB: ‘
| investigation‘of the adequacy ' Final:
| of the FSIS financial | :
management and project .
‘management, as well as the g
adequacy of management’ .
- | controls in those areas. The | k)
investigation should ascertain .
what deficiencies resulted in
| recent inspector shortages and
- | why Anti-Deficiency Act
- | violations occurred over the
| last two years. - : N
'10. Irradiation: The - October 28,2000 | FDA Status: | Agency:*
“conference report to the ST November 15, Under Sec:
| FY2001 appropriations bill FDA 2000 Department:
| expect FDA to make final the | - 1. . Other Agencies:
.| regulations regarding labeling Final Rule: - - |OMB:- - - ---~
-| of irradiated foods. - | March 1,2002 - | Final:’
o (House Report - -
' 9-30-01 and

130-01). . .
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Release No. 0072.95

Mary Dixon  {(202) 720-4623
Jacque Knight (202)720-9113

USDA UNVEILS SWEEPING NEW FOOD SAFETY PROPOSALS

- WASHINGTON, Jan. 31, 1995--The U.S.. Department of Agriculture today
proposed sweeping .changes in federal meat and poultry inspection, from a
system based primarily on sight, touch and smell to one incorporating.
scientific testing and systematic prevention of contamination.

‘"These reforms demonstrate this administration s strong commitment to
making meat and poultry safer for consumers," said Acting Secretary Richard
Rominger at a press conference announc1ng a thorough modernization of USDA s
- food safety procedures. :

. "In keeping with the President's initiative to reform the way the
federal government does,business, we propose. to.reinvent the meat and poultry
'inspection system by incorporating science-based concepts to make our food
supply safer. This initiative is not about more regulation It's -about
better, more sensible regulation : :

"We are propo,ing a system that would directly target . and reduce harmful
" bacteria and build prevention of foodborne illness into meat and poultry
inspection," said Michael R. Taylor, the acting under secretary for .Food
~Safety 'and administrator of USDA's Food Safety and Inspection Service (FSIS).

- "These proposals mark a fundamental shift. They are targeted to improve
the safety of meat and poultry products by directly addressing the pathogenic
microorganisms that cause most food-related illnesses and by increasing our
_ability to ensure that all meat and poultry companies follow sound food safety
procedures,' Taylor said. :

The proposal would ‘reqguire the nation's nearly 6, 200 federally 1nspected

- meat and poultry slaughter and processing plants to adopt science-based

process control systems, called Hazard Analysis and Critical Control Points -
(HACCP) . The HACCP systems would _identify potential food safety hazards '
arising in' slaughter and process1ng plants and build in science-based

'preventive controls. USDA's food safety proposals would also affect about

2,900 state 1nspected plants -and foreign meat and poultry 1nspection programs,__'
which under current -law. must be - equivalent to the U.S. system

Under the HACCD proposal industry would verify the effectiveness of

" " their operations by continuous monitoring of the controls, end product testing

‘and careful record keeping. . FSIS, the agency- responsible for designing and
carrying out USDA's food safety program, would review each plant's records
and conduct other in- plant inspection’ activities -to verify that proper food
safety procedures are. being followed

. For the first time, targets would be set for reducing the incidence of
contamination of raw meat and poultry products with harmful bacteria. Plants
that do not achieve established targets for pathogen reduction within a
spec1f1ed time would be required to take corrective action under FSIS
superv1s1on to achieve the target : :

fThe proposal would require-slaughter plants to test raw products

- initially for Salmonella, a pathogenic bacteria that is the most common cause
of foodborne illness in the' United States. The proposal includes identifying
the current baseline incidence of Salmonella contamination for each major

.http://ww_w.usda.gov/news/feléases/1995/01/0072' S _ S 11/21/2000
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species and for ground meat and poultry. Slaughter plants would be required
to reduce contamination to a level determined after FSIS reviews comments on
the proposed rule. The proposal would require bacterial testlng 90 days after
publlcatlon of the final rule.

"The HACCP system clearly establlshes the meat and poultry industry's
.responsibility for improving the safety of their products, and the interim
targets will help achieve measurable progress toward pathogen reduction even
as we develop our HACCP program, " said Taylor, who was appointed the
administrator of the Food Safety and Inspection Service in August and in
October was named to the new p031t10n of actlng under secretary for food
safety. '

*“Our proposals will stimulate the innovative capacity of the meat and
poultry industry to produce safer products,” Taylor added. To facilitate the
innovations,- FSIS is reviewing its existing food safety regulations and will
delete requirements that are obsolete or unnecessarily inhibit the.
incorporation of science- based preventlve controls into meat and poultry
productlon systems.

The new proposal also ineludes basic‘fqod-safety procedures that Taylor
says many plants have already implemented, including written sanitation plans,’
-antimicrobial treatments and strict temperature controls. for raw products.

A . USDA estimated the total implementation cost of the proposal to the meat
and poultry industry at $733.5 million over three years, or an average of

- $244.5 million per vyear. Yearly public health benefits from reduced foodborne
illness costs, including medlcal care and lost work time, would range from

$990 million to $3.7 billion. . These costs amount to slightly more than two’
tenths of a cent per pound. ‘ ‘ . ‘

According to Rominger and Taylor, the proposals to improve in-plant food
safety procedures are part of a broad USDA food safety strategy that will
stress preventlve imeasures throughout the food chain. :

‘“We wlll be worklng cooperatlvely w1th‘the producer ' community to find
‘and implement solutions to food safety problems on the farm, and we will work
jointly WLth FDA to ensure that appropriate food safety controls are in place
during the' transportation process," Taylor said. "We are also expanding our
collaboration with the states toclmprove food safety at the retail leveli“'

' Notlng that consumers also share the respon51b111ty for the safety of
their food Taylor added, "As USDA works to do a better jOb to protect
consumers, ‘it is critical that consumers do their part by properly handllng
- and- cooklng meat and poultry products.®

FSIS plans extens;ve publlc outreach during the 120 -day comment perlod
' to, explaln and receive comments on the proposal

' CeIt is only with the 1deas, views and input of all interests that we can
"develop the best inspection system possible. We want to'stimulate dialogue and
draw out informed znd constructive comments so we. can make this proposed rule
effective and workable. All parties, government and industry, consumers and
the scientific community, need to work together -to 1mprove the safety of meat
and poultry,* Taylor said. :

The proposed USDA HACCP/Pathogen Reduction rule is scheduled to be
publish in the Feb. 3 Federal: Register. Comments will be accepted through
June 5. Comments can be sent to: Policy, Evaluation and Planning Office,
Attn' Diane Moore, FSIS Docket Clerk Room 3171-South Bulldlng, Food Safety.

. hup:/iwww.usda.govinews/releases/1995/01/0072° - - - 11/21/2000
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and Inspectlon service, U.S. Department of Agriculture,'Washington,'D; C.
20250 ’ ~ : ‘ )

The USDA proposals for HACCP and’ pathogen reduction are the latest steps
taken by the Administration to strengthen and update. the federal 1nspect10n
' program for meat and poultry products. -Initiatives since January 1993
include: : ' T ‘

-~ started unannocunced reviews in 1,000 meat and poultry plants,
-- implemented mandatory safe cooking and handllng 1nstruct10n on labels-
of meat and poultry products,
“ ~-— increased funding for food safety research,

~-- elevated food safety to a sub-cabinet level . at USDA
-~ declared E.coli 0157:H7 in raw ground beef an 1llegal adulterant,
~-- initiated a sampling program for raw ground beef, and o

T streamllned approval of antlmlcroblal treatments for use by 1ndustry.

http://www.usda.gov/news/releases/1995/01/0072 B 117212000
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Clinton Administration Accomplishments in Food Safety
Release No. 0035.98

Johna Pierce (202) 720-4623
johna.piercefusda.gov
Tom Amontree {(202) 720-4623
tom.amontreelusda.gov

Clinton Administration Accomplishments in Food Safety

October, 1997. Fresident Clinton announces new initiative to enhance FDA overéight
over imported foods -and to develop guidance on good agricultural and manufacturing
practices for fruits and vegetables.

October, 1997. Administration announces publlc-prlvate partnership to promote food
safety education, that inc¢ludes the "Fight BAC" campaign . .

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

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

January, 1997. Administration reduires generic E.coli testing for all meat and poultry
slaughter plants and Sanitation Standard Operating Procedures.

August, 1996. President signs Safe Drinking Water Act of 19%6. The law requires
drinking water systems to protect against dangerous contaminants like crytosporidium,
and gives people the right to know about contaminants in their tap water.

August, 1996. President signs Food Quality Protection Act of 1996, which streamlines
regulation of pesticides by FDA and EPA and puts important new public-health
protectlons in place, esp601ally for children.

July, 1996. President announces new regulatlons that modernize the nation's meat and
poultry inspection system for the first time in 90 years. The HACCP systems approach
_emphasizes science based controls and microbiological testing directly targeted at E. co
0157:H7 and Salmonella. ' :

December, 1995. Admlnlstratlon issues new rules to ensure the safety of seafood using
the HACCP regulatory approach.

October, 1994. Administration declares E.coli 0157:H7 an adulterant in raw ground
‘beef and initiates a nationwide sampling program in federally inspected plants and retai
stores that process ground beef.

March, 1994. Administration requires safe handling and coocking instructional labels on
raw meat and poultry products.

January 26, 1998

http://www.usda.gov/news/releases/1 998/01/0035 R : 11/28/00
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Release No. 0362.96

Johna Pierce (202) 720-4623
Jacque Knight (202) 720-9113

PRESIDENT CLINTON ANNOUNCES NEW FOOD SAFETY RULES TO PROTECT CONSUMERS
WASHINGTON, July 6, 19896--President Bill Clinton today announced
sweeping reform of federal food safety rules for meat and poultry. The new

rules will modernize s 90-year-old inspection program and fulfill the
Clinton administration's broad commitment to protecting the public's health
by improving food safety.

The rules replace a system based on sight and smell with more
scientific methods and will, "for the first time, require plants that
slaughter and process meat and poultry to target and reduce harmful bacteria
on their products.

President Clinton said, "Our families have every right to expect that
the food they serve their children is safe. They have every right to expect
that the world's most bountiful food supply would be the world's safest. We

"have a national responsibility to protect the safety of -the food we eat. We

have learned that we must all be wvigilant.”

"This regulation updates a 90-year-old system for meat and poultry
inspection developed before many of our grandparents were even born," said
Agriculture Secretary Dan Glickman at a White House press conference.
"Today, consumers purchasing meat and poultry. inspected by USDA will have
the assurance that their food has been inspected using the most modern, the
most scilentific methods available. :

""This is the fundamental chanqe in meat and poultry inspection called
for by the National Academy of Sciences and many other experts throughout
government, industry, and the consumer community,"” Glickman said. "The power
of the new HACCP-based food safety system is that it scientifically targets
the important hazards and builds the public health principle of preventlon
into every meat and poultry production process."

The four major elements of the new rules are:

g Hazard Analysis and Critical Control Points (HACCP, an acronym
pronounced "HAS-SIP") -- Every plant must adopt and carry out
its own HACCP plan that systematically addresses all the
significant hazards associated with its products. The
effectiveness of the HACCP plan must be demonstrated by the
plant and will be continually verified by inspectors from USDA's
Food Safety and Inspection Service.

O Mandatory E.coli testing in slaughter plants -- Every slaughter
plant must regularly test carcasses for generic E. coli to
verify the effectiveness of the plant's procedures for
preventing and reducing fecal contamination, which is the major
source of contamination with harmful bacteria like E.coli
0157:H7 and Salmonella. Generic E.celli is the best microbial
indicator of the process control of fecal contamination.

0 Pathogen Reduction Performance Standards for Salmonhella =-- All
slaughter plants and plants producing raw ground products must
ensure that their Salmonella contamination rate is below the
current national baseline incidence.. This first ever regulatory

Page 1 of 2
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performance. standard for a pathogen on raw meat and poultry will
ensure real progress in reducing harmful bacteria. USDA will
begin comprehensive Salmonella testing this summer and enforce
the Salmonella standards in conjunction with implementation of

HACCP.
s Sanitation Standard Operating Procedures (SOPs) =-- As the
foundation for HACCP, every plant must adopt and carry out a }

written plan for meeting its sanitation responsibilities.
Effective sanitation in slaughter and processing plants is
essential tc preventing direct adulteration of meat and poultry
products.

The new system will be phased in beginning this summer with USDA's
Salmonella testing program, followed early next year by implementation of
the sanitation SOP and E. coli testing reguirements.. The HACCP system will
be implemented first in the larger meat and poultry plants, with 75 percent
of slaughter production to be under HACCP-based process control and subject
to Salmonella performance standards within 18 months. Small plants will
have 30 months to comply with HACCP, and very small plants (ones having
fewer than 10 employees or less than $2.5 million in annual sales) will have
42 months.

"We will make the transition to the new system as rapidly. as
possible, " said Michael R. Taylor, Acting Under Secretary for Food Safety.
"Our implementation schedule takes into account both the public health
importance of the new rules and the time it will take to bring about such
fundamental changes within our own program and within an encrmously complex
and diverse industry."”

USDA estimates that as many as 4,000 deaths and 5,000,000 illnesses
result annually from the consumption of meat and poultry contaminated with
four major bacterial pathogens: Salmonella, Campylobacter, E.coli 0157:H7,
and Listeria monocytogenes.

The new rules apply to over 6,200 slaughter and processing plants that
operate under federal inspection. The same or eqguivalent requirements will
apply to state-inspected meat and poultry plants and to forelgn plants that
export to the United States.

"We cannot totally ellmlnate harmful bacterla. People will still have
to properly handle and cook their fresh meat and poultry,” said Taylor. "Our
new system will substantially reduce harmful contamination and reduce the
risk of illness for American consumers.

The FSIS "farm-to-table” food safety strategy for meat and poultry
also includes-collaboration with the Food and Drug Administration to set and
enforce standards designed to minimize growth of harmful bacteria during
transportation and storage. The strategy calls for cooperation between state
and Federal food safety agencies to improve food safety standards and
practices in retail and food service. establishments, such as restaurants and
grocery stores.

#

Editor’s Note: In December 19953, the Food and Drug Administration adopted
rules to require HACCP systems in the seafood processing industry. In
January 1896, Vice President Gore's National Performance Review reported on
the administration’ s comprehensive effort to reform and improve food
regulation.

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/1996/07/0362 ‘ ' 11/28/00
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Release No. 0268.93

Steve Kinsella (202) 720-4623
Mary Dixon (202) 720-4623

MEAT INSPECTI_ON BIG WINNER IN USDA BUDGET PROPOSAL

WASHINGTON, April 9--Funds fof USDA meat inspection operations were
increased by $18 million in President Clinton's 1994 budget proposal said
Secretary of Agriculture Mnke Espy.

'""We are putting an additional $10 million into this budget to hire more
meat inspectors and an additional $8 mllhon to fund our Pathogen Reduction
Strategy," Espy said. :

Espy, who took office during the E. coli outbreak in the western states,
said the increased funding in this area demonstrates that "our FY 94 budget
proposal doesn't just call for business as usual. We must develop new
scientific ways to inspect our meat supply to ensure that our families can
continue to benefit from the safest food supply in the world."

The $10 million provides funding for 200 additional meat inspectors.

The additional $8 miillion for the Pathogen Reduction Strategy will use a
battery of scientific techniques to reduce the likelihood of harmful microor-
ganisms entering the food supply at key points throughout the production,
distribution and consumption chain.

Espy said that in pursuing this new strategy, '""USDA will be making a
decisive break with the past.

"In the future USDA will not wait for fiathogens to become a problem; nor
will it be satisfied with holding the line against contamination: USDA will
strive to reduce contamination from the farm to the table."

Espy added, ""Since being sworn in, I've traveled all across America...in
my travels I have found that people all across rural America and elsewhere
support President Clinton because he represents change...Well, this budget
represeits change."



Release No. 0687.93

Steve Kinsella (202) 720-4623
Mary Dixon (202) 720-4623

ESPY SAYS NOT-READY-TO-EAT MEAT AND POULTRY TO HAVE CARE & HANDLING LABELS

WASHINGTON, Aug. 11 -- Secretary of Agriculture Mike Espy today said
that all raw and partially-cooked meat and poultry products will soon have a
label outlining care and handling instructions.

""When you and I go to the grocery store, we will see this new handling _
and cooking label on not-ready-to-eat meat and poultry packages. Through the
new labeling effort, we hope to increase consumer awareness of safe food
practices for controlling bacterial growth and that consumers will follow the
safe handling instructions to protect themselves and family members from food-
borne pathogens," said Espy.

"I want to make it clear, wé are not relinquishing USDA from its
responsibility of inspecting the nation's meat supply. USDA has an important
responsibility as meat and poultry moves from the farm to the table. And we
need to do much better than in the past. But I know it is also our
responsibility to keep the consumer informed and to pass on to the consumer
helpful information so they can protect themselves and their families."

Under the new USDA rule, manufacturers and retailers must label all not-
ready-to-eat meat and poultry products. The care and handling instructions
must accompany each product and must appear either on the principal display
panel or the information panel of the product label.

The new labels that will appear on product in grocery stores required by
USDA show four care and handling instructions and illustrations: 1) how to
safely store and thaw raw products; 2) how to avoid cross-contammatlon 3)
cooking mstructlons, and 4) how to store leftovers.

Though today's announcement outlined an interim final rule, only ‘
comments that come in during the first 30 days of publication of the rule will
be considered. However, the labels will be mandatory after 60 days.

"Our goal is to improve public awareness about the necessity of safe
food handling," Espy said. ''Until we have rapid tests to detect the presence
of unseen harmful bacteria or vaccines to prevent the occurrence of bacteria
in food animals, we must do everything we can to help inform consumers about
proper preparation and storage of not-ready-to-eat meat and poultry."

Today's announcement marks another step by Espy to improve the meat and
" poultry inspection system at USDA.



On Feb. 5, Espy announced plans for a USDA pathogen reduction program
for meat and poultry that included the mandating of safe-handling instructions
on raw meat and poultry labels. He has also ordered special unannounced
reviews of meat and poultry plants throughout the country.

Espy, who took office the same week the E. coli outbreak in the western
states was reported to USDA, has said he is directing USDA "to remvent and
rethink every aspect of meat inspection."

#



Release No. 0815.93

" (Joint Release by the U.S. Environmental Protection Agency, Food and Drug
Administration and U.S. Department of Agriculture)

‘Tuésday, September 21, 1993

CLINTON ADMINISTRATION PROPOSES STRENGTHENING THE NATION'S |
PESTICIDE AND FOOD SAFETY LAWS

USDA - Tom Amontree (202)720-4623
EPA - Al Heier (202)260-4374 ‘
- FDA - Brad Stone (202)205-4144

The Clinton Administiration today proposed comprehensive reforms of the
nation's pesticide and food safety laws to reduce the risks pesticides pose to
Americans, especially infants and children. The reforms were presented at a
joint House and Senate committee hearing by the Environmental Protection
Agency, the United States Department of Agriculture and the Food and Drug
Administration.

The reform package represents the first significant, realistic attempt to
improve and update the nation's food safety and pesticides laws in the last 20
years. It stems from the three agencies' joint commitment earlier this year
to seek the reforms, which contain specific provisions to protect infants and
children, as well as incentives to achieve a real reduction in the use of '
pesticides in the United States.

The Administration's reform package will:

Extend the strict FDA health-based standard of a "reasonable
certainty of no harm" for food safety across the board for all pesticide
treated foods, including raw fruit and vegetables.

Initiate 2 USDA-EPA one year project to establish commodity
specific pesticide use reduction goals to be met by 2000.

Require that most high risk pesticides meet the safety standard
within three years and all other pesticides meet the standard within seven
years. : ’ ’

" Eliminate the consideration of economic benefits in the
pesticide review and approval process, except in exceptional cases involving
significant disruption of the food supply and even then the benefit
consideration would be limited to only five years.



Mandate that EPA issue specific findmgs that a tolerance is
safe for mfants and children. .

Make it easier to remove from the market pesticides suspected
of posing a risk to health and the environment and make lower-risk pesnmdes
a top pl‘lOl‘lty in the approval process ~

Significantly enhance the enforcement provisions of existing
laws for violations of statutes and regulations.

Establish a national'goal for use of Integrated Pest Management
(IPM). ' - '

Prohibit the export of pesticides that have been banned or
voluntarily withdrawn in the Umted States because of health concerns

Protect farm workers from the hazards of working with
pesticides. '

"Today's proposal is a giant step toward protecting all Americans--

- especially our children--from the risks of harmful pesticides on the foods we
eat,'"" said Carol M. Browner, EPA Administrator. "For the first time ever, the
federal government is breaking the logjam of competing and vested interests to
ensure that Americans will be able to rely on a single, rigorous standard for
food safety."”

Secretary of Agriculture Mike Espy said, ""This proposal for meaningful
pesticide reform is another good example of the interagency cooperation under
the Clinton Administration. It is a significant step forward as we continue
our effort to make the world's safest food supply even safer. The agreement
also protects the environment and public health, while maintaining the
economic viability of the American farmer." )

"The time has come to streamline and modernize our pesticide laws," said
FDA Commissioner David A. Kessler, M.D. "The shift we have proposed to a
strict health-based standard for all pesticide residues represents real food
safety reform."

Under this proposal, EPA for the first time must identify--within six
months--all pesticide-residue levels on foods that may exceed the safety’
standard. Within three years, regulatory action must be taken against the
highest risk pesticides. Within seven years, EPA must officially have
reviewed all pesticide-residue levels, or tolerances, to ensure that all foods
are safe from unacceptable risks from pesticides.

The legislative proposals call for setting tolerances or allowable
pesticide residues at levels that ensure a. ""reasonable certainty of no harm to
consumers of food," the same strict standard FDA applies to food additives
today and the same standard recommended by the National Academy%of Sciences.



The proposal also calls for a seven year phase-out of all pesticides that do
not meet the '""no harm" standard. If the pesticide is a potential carcmogen,
the resndue can pose no more than a negligible risk.

Currently the negligible risk standard is interpreted to mean that the
increase in risk above the background cancer risk is no greater than one in
one million persons exposed over a 70 year lifetime. Because of the
conservative nature of risk assessment, in reality this means the risk
consumers actually face will likely be far less. Only in exceptional cases
involving indispensable consumer benefits would EPA have the authority to set
time-limited tolerances (up to five years) that exceed negligible risk.

The Administration called for réducing the use of high-risk pesticides,
particularly through increased use of IPM techniques, which utilize a
combination of agricultural practices such as crop rotation, cultivation of
predator insects, biological pesticides, and other practices, together with

- judicious and limited chemical pesticide use. By the year 2000, the
Administration's goal is that 75% of all farms will use integrated pest
management (IPM) techniques that reduce pesticide use.

The Administration's proposals recognize that infants and children may
receive greater exposure to pesticide residues because they consume more food
for their size than adults. Other provisions call for more comprehensive
surveys of food consumed by children of all ages, races and geographic areas.
Under the proposals, EPA and USDA would more accurately identify the foods
children eat in large quantities and to focus on child safety when setting
tolerances for these foods.

Some of the other major proposals include:

-provisions for giving greater priority to safer and reduced-
risk pesticides; :

-a requirement to ""sunset" all pesticide registrations every
15 years to ensure they either meet the public health standards
or are automatically cancelled;

-a phase down and phase out of those pesticide uses which
credible science indicates may pose a significant risk to the
public or the environment;

~authority to suspend the immediate use of a pesticide in the
face of significant potential risks without also having to

take simultaneously a time-consuming cancellation action;

-'vincen,tives to the pesticide industry to support the continued
registration of lower-risk pesticides for use on minor crops; and

-expedited cancellation procedures, which currently can take



up to five or more years to remove a pesticide from the
market. ' ‘

The three agencies presented their testimony before a joint hearing of
the Senate Committee on Labor and Human Resources and the House Subcommittee
on Health and the Environment,



