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MEMORANDmi OF UNDERSTA.NDING 

Between The 

FOOD SAFEIY AND INSPECTION SER\lCE 
UNITED STATES DEPARTMENT OF AGRICULTURE 

An d The 

FOOD AND DRUG ADMINISTRATION 
UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES 

I, PURPOSE 

Tius agreement beL '̂een the Food md Drug Adir^tratior. Department of Health and Human 
Services (PDA) and th« Food Safety and Inspection Ser̂ 1ce, United States Departaent of 
Agricultiie (FSIS). intended to facilitate an exchange of information between the agencies 
about estabhshments and operations thai axe object to the jurisdiction of both agenci^. This 
exchange of information will permit moie efficient use of both agencies' resources and will . 
contribute to improved public health protection. 

n. BACKGROTJND 

hi a May 1997 Report to the President entitled "Food Safety From Fann to Table - A National 
Food-Safetv hiitiative," the agencies primarily responsible for food safety made several 
recommendations to improve public health protection from foodbome ilhiess. Several 
recommendations ^ addressed the issues of incieasing cooperation among agencies, en^urmg 
that the resources and experience of FDA -^d FSIS aie used as efficiently as possible, and 
avoiding dupUcation of efforts. 

To advance the purposes ofthe Presidenfs Food Safety Initiative, FDA and FSIS have re­
evaluated a previous Memorandum of Understanding on coordinafaon oi mspectional ettorts 
si^ed by FSIS on luly 14,1983 and by FDA on July 25, 1983. The agencies have determmed 
tbat changes m inspectlonal activities, available resources, and food safety hazards necessitate 
updating that agreement. Therefore. FDA and FSIS have entered into tliis Memorandmn of 
Understanding to address toda/s pubUc health needs. 
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in . STATUTORY AUTHORITIES 

FSIS is responsible for implementmg and enforcing the Federal Meat Inspection Act (21 U^S.C. 
60 . L 7 ) " Poultry I^oducts Impection Act (21 U.S.C. 451, etseg.). andparts ofthe Egg 
P r o i l s W c r i o ^ A^(21 U.S.C. 1031, et. se,.). In carrying out its responsibilities under 
^es t t t s FS r̂ ^̂ ^̂ ^̂ ^ inspectors in meat and poultry slaughterhouses and m meat, poulhy and 
!rrr ,r"ce;!irp^ FSIS also conducts inspections of warehouses, transporter, retail sto es, 
e « s ^ d other places where meat, poul^, and egg products are h^dle ^ stored- hi 

add-on. FSIS conducts voluntary mspections under the Agnculture Marketing Act (7 U.S.C 

1621, et seq.). 

FDA is responsible for hnplcmenting and enforcing the Federal Food, Drug, and Cosmetic Act 
m U S ? 301 e ' L . ) , the Pubhc Health Service Act (42 U.S.C. 201. et. . . , ) the Fair 
Z ^ i : S and Labeling Act (15 U.S.C. 1451 et. sea), patts ofthe Egg Products Inspection 
Act ScLying out its responsibilities mider these acts. FDA conducts mspections of 
es a b l i s h ^ L t manufacture, process, pack, or hold foods, with the exception of certain 
establishments that are regulated exclusively by FSIS. FDA also inspects vehicles ̂ J^f^er 
conveyances, such as boats, trains, and airplanes, in which foods are transported or held m 
interstate commerce. 

Nothing m this agreement shall lessen the responsibilities or authorities of FSIS or FDA under 

their statutorv' authorities. 

IV. SUBSTANCE OF AGREEMENT 

1. List of District Level Contacts 

The agencies agree to develop, mamta^ and annually update a hst of their distncts^d of 
peisons to contact at the district management level. Attached as Appendices A andB 
respectively, are the current lists ofFDA and FSIS districts and contacts. In addition to the 
annual updates to these hsLs, each district agrees to promptly mform its comiterpart distnct o. 
any change in the contact person for that district. The agencies also agree to develop and 
maintam a hst ofthe district offices responsible for each state and temtory. The current hst i.s 
attached as Appendix C Each agency agrees to promptly inform the other agency ot aro;̂  

. changes in the jurisdiction of district offices or in the field organization ofthe agency. These 
hsts are to be distnbntsd to the district managers of both FSIS and FDA. 

2. List of Dual Jurisdiction F^hshments 

The agencies agree to develop, maintain, and amiually update a list of dual junsdiction ^ 
estabhshments (hereinafter "DJEs"), that is, estabhshments that prepare, pack, hold, or otheiwise 
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handle botli foods reeidated by FSIS and foods regulated by FDA. This hst is to be organu:ed 
b^sta e ^ d T r ^ Z T c o^^^nt hst is attached as Appendix D and is to be distributed to the 
l ^ a ^ l ^ s S U FSIS and FDA. When updating this hst, each agency agrees to idennfy 
all DJEs that have discontinued operations that are under its junsdiction. 

3. System of Communication 

The district offices of each agency agree to promptly report to their counterp^ ^ " f V ' T ^ ' 
certain findings, as set forth in paragraphs 5, 6, and 7, relating to DJEs. ^he dismcto^^^^^^^ 
receiving the report agrees to respond with mformation regardmg any planned or con^lct^ 
foUow-up aciion relating to the reported infonnation. Distnct management of both agencies are 
encouraged to mitiate contact and to meet amiually, or as frequently as necessary to facihtate 
the exclSmge of infonnation about establishments and foods prepared, packed, held, or otherwise 
handled by these estabhshments- The agencies agree to work together to devebp, ^ ^ '^J^'-l^' 
and mainin a system of electrcnic communication at the distnct level to facihtate the exchange 
of mfonaation about the DJEs. 

4. Notification of Periodic Inspection 

Each agency agrees to attempt to notify the appropriate contact identified in paragraph I of this 
section prior to conductmg an inspection of a .DJE that is not under contmuous FSIS mspection. 

In addition, FDA agn:ea to attempt to notify the FSIS injector pnor to mspecnng a DJE that u 
under continuous inspection and to invite the FSIS inspector to accompany tJie FDA mspector on 
the inspection. 

5. Findings Involving DJEs That Are To Be Reported By Both Agencies 

Thc district office of each agency is to notify its counterpart district office ofthe following 

findings in a DJE: 

a. Foods unplicated in outbreaks of foodbome ilhiess. injuries or adverse reactions. 

b Foods found to be contaminated or mislabeled such that there is a reasonable ^ 
probability that the use of or exposure to such products will cause senous adverse health 
consequences- Hazards that constitute contamination or mislabeling covered under this 
paragraph are attnched as Appendix E. 

c. A processing condition or failure that is likely to results m food contamination leadmg 
to outbreaks of foodbonie ilhiess, injtmes, or adverse reactions. 

d. Foods that have been recalled. 
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e. Reports of tampering or threats of tampering. 

f A food handler diagnosed as having a communicable disease that is likely to result m 
food contamination or outbreaks of foodbonie illness (e.g., hepatitis). 

6. Findings Involvmg DJEs That Are To Be Reported By FSIS to FDA 

In addition to thc findings in paragraph 5, the FSIS district office is to notify its counterpart 
distnct office of FDA ofthe following finding in a DJE: 

a. FSIS action to withhold the mark ofinspection or to suspend or withdraw the grant of 

inspection-

7. Fmdings Involvmg DJEs That Are To Be Reported By FDA to FSIS 

In addition to the fmdings m paragraph 5, the FDA district office is to notify its counterpart 
district office of FSIS of the following findings . 

a Any other processing condition in a DJE that could render foods bearing a USDA 
mark of mandatory or voluntary mspection adulterated or mislabeled. Reports of FDA 
enforcement actions associated with such conditions should be provided to FSIS. 

b Reason to believe tliat an FDA-regulated ingredients that would adulterate a meat, 
poultry, or egg product i f used in it has been sent to or received by an FSIS-reg-alated 
establishment 

c Convictions of a DJE,, or any officer or key employee of a DJE, for any felony or more 
than one misdemeanor involving the DJE or any food prepared, packed, held, or 
otherwise handled in the DJE... 

d Convictions of an estabhshmeut preparing, packing, holdmg, or otherwise handlmg 
both meat, poultry or egg products solely under state regulation and foods regulated by 
FDA, or any officer or kev employee of such an establishment, for any felony or more 
than one misdemeanor involving the establishment or any food prepared, packed, held, or 
otherwise handled in the estabhshment. 

8. Follow-Up Action 

a. The agency receiving notification of a finding Usted in paragraphs 5, 6, or 7 agrees to 
evaluate it and take appropriate action. 
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b For aU reported findings listed in paragraphs 5. 6, or 7, the agency receiving the 
notification agrees to track and use the information in program evaluation, work planning, 
and consideration of whether action agamst the estabhshment is wananted. 

c The agency receivmg the notification of a finding listed m paragraphs 5. 6, or 7 agrees 
to respond to the notification withm 30 days by communicating the disposition ofthe 
notification to the notifydng agency at the district management level, mcludmg, i f 
appropriate, any and all actions planned and taken by the agency receivmg nonfication. 
In addition, the agencies agree to explore the feasibUity of granting each other access to 
appropriate computer monitoring systems to pennit mteragency tracking of findings 
listed in paragraphs 5, 6, or 7. 

9. Information Sharing and Confidentialify 

To promote increased cooperation and efficient use of enforcement resources, each agency agrees 
to share documents and mfomiation for enforcement purposes upon request by the other agency, 
to the extent pennitted by apphcahle law. All non-pubHc infonnation shared between the two 
agencies pursuant to this agreement is subject to all apphcable limitations estabUshed by statute 
or regulation on mteragency sharing of infomiation. The current pohcies and procedures for 
sharing such information are attached as Appendix F. 

10. Training 

The agencies agree to develop and provide appropriate training in the inspectlonal techniques and 
processes of each agency as the agencies determine is necessary to implement this agreement 
successfully. The agencies agree to develop and initiate the traming as quickly as possible. The i ^ - ^ T ' 
district managers of both agencies are encouraged to evaluate training needs during annual ^ / " 
meetings, or as fi^uently as necessaiy, to determine whether additional training is warranted. 

11. Joint Enforcement Activities 

The agencies agrcc to establish a group to explore the feasibility of joint enforcement activities. 
This group is to report its findmgs and recommendations by December 31, 1998 to the 
Commissioner of FDA and the Administrator of FSIS-

12. Re-evaluation of the Agreement 

The agencies agree to re-evaluate the effectiveness of this agreement after it has been in effect for 
one year. The agencies also agree to explore the feasibihty of expanding their cooperative 
activities after one year, or sooner if the agencies agree that it is appropriate to do so. 
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V. PERIOD OF AGREEMEOT 

tenninated by cither party upon 30 days' written notice to the other. 

VI. . PREVIOUS AGREEMENTS 

This aereement supersedes the Memorandum of Understanding on coordination of inspectlonal 
effor^^igned by FSIS on July 14.1983 and by FDA on July 25, 1983. This MOU does not 
modify any other existing agreements between USDA and FDA. 

VII. NAME AND ADDRESS OF P.̂ RTICIPATLNG AGENCIES 

Food Safety and Inspection Service 
1400 Independence Ave., S.W. 
Washington, DC 20250-3700 

Food and Drug Admimstration 
5600 Fishers Lane 
Rockville, MD 20857 

Vin. LIAISON OFFICERS 

For FSIS: 
John McCutxiheon 
Associate Deputy Administrator, 
Office of Field Operations 
Food Safety Inspection Service 
1400 Independence Ave., S.W. 
Washington, DC 20250-3700 
(202)720-5190 

APPROVED AND ACCEPTED FOR 
THE FOOD SAFETY INSPECTION 
SERVICE 

By: 

For FDA; 
Gary Pierce 
Dhector, Division of Emergency and 
Investigational Operations 
Food and Drug Administration 
5600 Fishers Lane (HFC-130) 
Rockville, MD 20857 
(301) S27-5655 

APPROVED ANT) ACCEPTED FOR 
THE FOOD AND DRUG 
ADMI>nSTRATlON 

By-

T i t l e ; j V ^ g rr,m^m\<ie,^Q1\e:r. F D A 

Date: Date: 



S'srvina The Industry Since 190€. 

J Patrick Boyle 
prgsident and C.E.O 

Ociober 9, 1 ̂ '̂-JS 

The Honorable Catherme E. Woteki. P1;.D. 
Undersecretary for .feod Safely 
U.S. Depanment of Agriculture 
14̂^ St. and Independence Ave.. SW 
WashiTittcn. DC 20250 

Diar Secretary 'VVO'LCIN; 

.AMI applauds ycur efTons and those ofycur rec'enl colleagues on the Pre.viden̂ s 
Counal on Food Safeiv. We suppon your vision of "seamless food safety sysiem thai uses 
farm-to-table preventive sirategieb n̂d iniegraied research, SLit̂ -eiManCc, mspeciiun anc 
en force n .̂e.nt'io assurs c.o;isL-.rner safety and cê nfidep.ce. 

Toward ihat end, A^^l sirorely uryes lhe Co'jncil to take on as its first priority the 
ha-monization ortbod recall policies and procedures between the food and Drug .Administration 
(TDA) and the Food Safety and Inspeciion Sen,'ice (FSIS). As you can see from AMl's attached 
comments on FSIS recall policies, major diftcrences m food recall policies between these 
a-encies is lhe first problem thiU needs to be -dddressed, There is no better tomm for resolving 
ihese discrepancies, in our view, than the President's Council on Food Safety, 

AMI pledges hs suppon towards the Councirs efforts to bring uniforixiity to federal food 
recall policy Wc l̂ook for̂ vard to working with you in tnis endenvor. 

Smcer?Iy 

J. Pacjiik Boyie 

.Attachment 

Cc: The Honorable Daniel Glickman 
Secretary , U.S. Depanment of Agriculture 
The Honorable Donn^ Shalala 
Secretarv', U.S. Depanment orHealih of Human Services 
James C '̂Hara. Deputy AsMstant Secrstan,' fo)" Keahh, U S, Departmem of Health and 
Human Services 
ThoiTia.r. J. Billy, Administrator, Food Safety and Inspeciion Ser̂ 'ice, U S, Dtpaament of 
Agriculture 

Post Office box 3*̂56 Wsihington, DC 2000" • 1700 Nonh Moore Street, Arlington. VA Zi209 
Phone: 7C3/&41-2400 FJX: 703/527-0938 Hfcp://www.meatami.org 



AMEfUCAN 
MEAT 
INSTTTUTE 

S«r/lna 77ie Industry Sinca 1B(36. 

J. Patrick Boyle 
President and C.E.O 

OcTober 9. 199S 

FSIS Docket Clerk 
Food Safety and Inspection Servsce 
U.S. Departnient of Agriculture 
Room 102, Cotton Annex 
300 IZ'̂  Street SW 
Washington, DC 20250-3700 

Re: Docket SF9S-029N 

American Meat Institute Comments on 
FSIS Recall Policy Working Group Recommendations 

The American Meat Institute (AMI) is pleased to recommend ways to improve the 
effectiveness and efficiency ofmeat and poultry product recalls. A^vll strongly agrees 
with the Working Group that companies should be responsible for conductmg recalls, 
including identifying affected product and. if necessary, nomymg customers and/or 
consumers. In this r V ^ . AMI opposes efforts to gi ve t e Secretary o Agrtcalture new 
stamtory authority to mandate meat and poultry recalls. Instead, we beheve the Food 
Snfety and Inspection Service (FSIS) should verify that companies have fuiniled 
;heir recall responsibilities and, tf they have not, FSIS should use its existing authortties 
to prevent product from moving in commerce or seize product m the marketplace. 
Within these parameters, there is much the industry and government can do to facihtate 
the swif̂  and complete removal from the market of any meat or pouhry product believed 
to present a piiblic health hazard. 

AVa IS the national organization representing me î and poultry packers ..nri 
processors and their suppliers thrcughc.t Nonh America. Our members produce lhe 
m^^oritv of meat and poulirv products manufactured .n the Umted States. AMI h.s been 
active .u federal governmenl relations since it,s ,ncept:on ,n 1506. 

Pxt O f ice Box 3556, Waihmgron. DC 200O7 - 1700 Korth Moore Street. Arla^gron, VA 22209 
^ l - ^c r^e^ :mm- l^ Fax: 703/527-0938 Hctp://wv.w.meataim.org 
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In lhe oast 9"' years, we have helped hundreds of companies conduct product 
n W ^ L i t ex'Vo?̂ ^̂ ^̂^ cur experience is that compames want to retrieve recalled 

;::d ctsZp th^a^^^^^^^^^^^^^^^ '° ^^^^^^^^i ''TT''' 
proGuas prornpuy, , nrovide accurate information to all 

r̂ ŝ ;̂  "ârrt̂  wt;;rL̂^̂̂  
anecieu [jcuucB *i VI j Trinillv rnmnames want to cooperate with FMS 

to ward the same goal. 

TS-eed for Movf. Consistent Goveniment Approach to Food RecaUs 
The arency's new focus on improving product recalls is helpful, but it does not go 

'-a- enough Federal food recall policy demands a broader -PProaclvWe have oeen _ 
; oubled'by inconsistent FSIS and Food and Drug Admm.strtmon (FDA) ̂ ^n^^^/i^-S 
vanous food product recalls. To some limited degree thts can be explamed by the umque 
circumstances of each recall. Hov̂ ever, we beheve this problem is caused by the absence 
ofunZr!;. cotisistent recall policies for both FSIS and FDA, Tnu.. the agency s current 
Working Group activities are welcome, but insufficiently comprehensive. . . 

Speciricnlly, now is the time for the nation's food regulatory agencies to 
devise a ne '̂. consistent approach to improving food recalls - not agency by agency, 
but together, in a single, united effort through the President's Cotinc.l on Food 
Safety. 

AS Secretary GUckman stated August 25, the President ordered that -̂ we move 
toward a seamless govemment-wide .st.̂ ategy that outs through bureaucranc barriers to 
improvina public health." We need such a seamless govern me nt-v,-ide approach to food 
product rwalls. and the President's Council on Food Safety is the most appropnate entity 
for devising such a uniform approach. 

Our industry' conducts on average approximately 40 recalls annually, each one 
averaging approKimately 270,000 pounds with ar average, recovery rate of 40 percent. 
Most of these recalls are triggered by company fmdings. Just over 60 percent (average 
-yo per year) of meat and poultry recalls are ranked Class I by FSIS. In most cases, Class 
I recalls involve product which has not yet reached the consumer marketplace thus m 
most cases no press releases are issued by either the recallmg company or FS15 

FDA-regulated food compam̂ ŝ conduct on average 785 product recalls annually. 
Most of Ihess are triî oei ed bv company findings. Of these recalls, 34 percent (average 
'̂ 68 per year) are Class 1. fDA issues press releases on all Class I recalls where the 
product is .n consumer channels and publi.shes all classes cf recall in FDA's Weekly 
Enforcement Report. 
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Ar present there are .ramerous discrepancies between recall policies at FSIS and 
FDA Among he major differences .s the level of recall oversight exerted by each 
tUA. Among tne iiid.ju „^,]f,p. FDA that the companv is conducting a recall. 

FDA then requests di tvnicallv relies on ccmpames to determine the scope of 

n?A r̂ ^̂ ^̂  companies generally experience less pressure and -'tn^s.on from 
FD A regulators thai FSIS-regulated companies experience In contrast, meat and poultr> 
compames generally notify FSIS that a problem has been found which may tngger a 
ecaU FSIS then begins to conduct its own problem solving exercise, requesting 

documentation on product production, distribution, storage and sa es, Companies 
e..penence enormous pressure from FSIS to produce records and documents wuhm 
timeframes, dictated bv the agency on a case-by-case basis. This pressure can lead to 
ammositv misunderstanding and incomplete or inaccurate mformation bemg 
•remina ed among regulators. Under these less than desirable cjircumstances, FSIS then 
typically issues its own press release on Class I recalls to the pubhc, even after the firm 
has issued hs own public notice 

In eeneral FDA relies much more heavily on the industry to conduct, monitor and 
reporr upon produci recalls. In contrast, FSIS inserts itself into a company's recall 
process and operates in an enforcement and compliance mode throughout the recall from 
inception to completion. This discrepancy is illogical and counterproductive. There is no 
reason to believe that FSIS-regulated products pose a greater threat to public health and 
welfare than FDA-regulated products. Therefore, there is no compelling reason for FDA 
and FSTS recall procedures to differ in any meaningful way. 

Given the acknowledged resource discrepancies belween FDA and FSIS, the 
recall monitoring and oversight fimction is ripe for review by the President's Counc.l on 
Food Safety with the hope that such a review would yield a m.ore uniform approach to 
food produa recalls. In the meantime, we strongly recommend that FSIS take no flirtner 
action on modifying hs current recall policy until such a review ,s completed. 

Resnonses to FST.S Working Group Recommendations 

.Although It 15 premature to "reinvent̂  FSIS recall policies priOr to an effor. to 
coordinate unified FDATSlS regulatory policy on recalls, AMI has some specific _ 
responses tc thc Working Group's recommendations. What follows are the agency s 
recommendations, with AMI'S responses In italics. 

1 The recallina establishment should be responsiole f:jr effecting the recall, 
includmg idemifyinn the product to be recalled, iioiifying customers and, if 
prod'jctts already in cDmmerci--.l distribution^ notifying the public, .AMI cr^/vc^-
completely. 
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FSIS should ask each establishment to identify a recall contact person AM 
^^e^Zt each co w ^-"^ ^ '^^'""^ ^ ^^'^ contact person. 
S ^ - p e r s o . £ s » ^ 

pSrshou'dStute rulemaking to reqdre that all entHies that handle meat, 
poult^ or egg products include in their records infomiat.on that will enable them 
loZl all pToduct from its entry into their facility to its shipment from the 
fLi^rto a specific customer. AM agrees the, those m the meat and poultry 
^o^ction distribution chain should be able to trace productsto customers. 
However disagree with a repJaiory mandate.- Instead, industrial good 
ma^mfacturing practices ..ould address the need to trace product so that a 
manufacturer can quickly recall it The Workmg Group also recommended 1iiat 
FSIS Instimte rulemaking to require that cstablishmerits have a written plan that 
defines how they vnW conduct a recall should the need anse. AMI agrees thai 
plants should have written plans for recalling producL However, wedisagree 
with a regulatory mandate. Again, good mamtfacturtngpractices outlmng 
general principles ofsoundrecaJl management would provide meanmgful 
Guidance to the industry- No demonstrated need exists tc regulate how a 
comp^ conducts a recall Infact, every company that has effeoUvely removed 
product from distribution or sale has done so without a mandated recall plan. 

4 FSIS should prepare and issue guidance materials on a firm's responsibility m a 
recall These materials should advise firms to contact the Emergency Response 
Division CERD) Office of Public HeaUh and Science (OPHS). or their Distnct 
Manager, to dis^ss a recall. They should also explain what FSIS would do if an 
estabUshment refiises to recall and explain what are acceptable disposmons of 
recalled product FSIS should include in these guidance matenals a model letter 
establishments can use to notify consignees and subconsignees of a recall. AM 
agrees that guidance materials would he useful. Industry should comoratc with 
FSIS toprovide constructive model communications vehicles to establishments. 

5 FSIS should create a Standard Operating Procedui e to capture its procedures for 
' . deciding whether to request a recall, and it should update its 1992 directive. It 

should also address in the revised directive how FSIS will respond to a finding by 
an outside laboratory of a pathogen in an inspected product. AM general y 
agrees Standard apa atmgprocx-dure, ar. used effectively m FDA recalls; FSIS 
should develop similar procedures artd abide by them. Ccmlion should be 
exercised b^ifore blindly accepthig oulside laboratory results without proper 
verificalion of laboratory practices and confirmation of results to assure accuracy 

6 FSIS should update the checklist that ERD faxes to establishments when it 
notifies them that the Recall Committee plans to meet, so that the checklist fully 
r-flects the A'-ency's data needs. ERD should also work with the Techmcal 
Service Cente" to develop more extensive work sheets to use in questioning a firm 
about a possible recall. AMI strongly agrees 
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FSIS should expand the Kecall Committee to include - P - ~ " 
Techmcal Service Center, thc relevant Distnct Offices, and the Food Safety 
E^eS Managen^ent and Coordination Stafi-. A representative from CDC 
Should 4 inlded on the committee for matters that involve a pathogen, as weh 
as when an illness has been associated with a meat, poultry or ^ pmdurt. 
Members should be given as much time as possible to prepare for a Recall 
CoZr^S.f^L^^^^ rrhiswasongmallypartorthe 
WoTCoroup's recommendation #2:) The Recall Committee should penmt the 
rJlSshment to make a presentation to it about whether a reca I is warranted if 

eslablishment wished'to do so and is able to do so m a timely manner. AM 

8- ThTlSf ofERD; OPHS. should be delegated the authority to decide whether 
l^^e^^I^snanklassffl^^^^^^ AM agrees However, it should be made 
dear who is authorized to decide on Class I recalls. 

9 FSIS should ex-pand thc role of compliance officers (Compliance and 
• Investigations Division, Office of Field Operations) in a recal to indude actions 

before and during, as well as after, thc Recall Committee's deliberations. 
Compliance officers should be dispatched to the estabhshment as soon as a 
possible need fbr a recall is identified. Comphance officers should be available at 
the"establishment to answer the Recall Committee^s questions and to resolve 
issues while the Recall Committee deliberates. They also should verify the. 
records relied upon by the establishment. AMI strongly disagrees. Compliance 
officers should have more clearly defined respotisibilities in recall situations; 
however their responsibilities should be limited to monitoring company recall 
activities outside the official establishment In-plant inspection personnel should 
he charged with monitoring plant activities. 

10 Except when the source ofa problem is apparent at the recalling establishment, 
FSIS should regularly trace product back one level from the recalling entity. 
However a more extensive ti^cback. even to the producer ofthe ammals that 
were the source ofthe produa involved, may be appropnate in some 
chcumstAac&s. AMI agrees. 

11 FSIS should continue to defer, if possible, to State and local agencies m recalls 
involving retail-prepared product. AM strongly disagrees All who process and 
distribute meat, poultry and e^gproduct, should be subject io Federal recall 
oversight. 
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12 FSIS should issue a press releai^e if it will advance the purpose ofthe rec^l - to 
removTpr^^^^^ that there is reason to believe is adulterated or misbr^ded^om 
rnmerce. For all other recaUs. FSIS should notify the pubhc by making the 
Recall Notification Repon available ti^Lrough constituent commumcations and on 
the Agency's website. AM has major concerns. Since food companies are 
responsible for recalling products, it Is they who shouU issue press releases tc h^ 
nvhlic in cases where recalled product is available in the consumer marketpkice 
FSIS should issue press releases only when the recaUing compar^f<nls to issue lis 
own press release. FSIS press releases should be Mritten_accor<£ng to ck^fy 
defined and standardized guidelines, such as prominent information about how to 
contact the recalling company, no listing ofthe recalling company's customers 
aZTZ^dramiic ternssuchm '.'d^ror '-fi^l'-. U^^^ 
release instead of the recalling company: FSIS should review the press -
release with thc recalling company to ensiire Its accuracy, and shouldproyuie the 
release to ihe company immediately prior to releasing it io ihe public. Tf^e fc^^ 
Notification Report should be used to notify essential government persortnel^^ 
should be modified to include more di^iailed information about whpm:to c^act at 
tiie recalling company for specific types of information (i.e., a contactfbr^^ 
customers, for consumer questions, fdr state heallh dep^ents,f<^ ^^M^^: 
Report shouldnot list the recalling company's customers. Itjhould be p^^^^ 
ihe FSIS website only after (he recalling -(pinpfmy-hds not^psl^ot^-^... -
Finally in today's technology dependent society-the is^in^^^ 
often riot enough to respond to the mahy questions from a)i^ers,:custgmeTS, 
state health officials and others Thus, we believe boA inilus^ arid FSIS should 
work together io identify f>ractical means of making appropnate recall 
information available through oiher channels -Le.. websites.pre-recorded phone 
messages, toll-free hotlines, etc. In ihis way. both indukry and govemment am 
facilitate the most important element of any recall: prompt, accurate availability 
of information to those who need to know. AM looks forward to working with 

FSIS in this area . , x/^-
13 FSIS should use the Recall Notification Report, which is prepares! by the Media 

Commumcations OfTice, to provide early notification about a recall to State and 
local agencies, and io all FSIS Deputy Administrators and District Offices. 
has major concems Recent experience shows th,t this Repon does notpr^de 
adequate useful informatiai about the recalling company, making it very difficult 
for the company to respond to on avalanche of questions thai emerge from the 
Ager.cy 'v distribulion lisi. (See sitiigesiiorKi above) Ihe Agency should provide 
thi^ recalling company a copy of lhe Report immediately prior to its distribution 
so the company can be prepared to respond appropriately A dtslnbution list 
should also be provided 'o lhe recatlh^g company Finally FSJS should never 
include on this Repori ayiv cmlomvr list of ihe recalling company. 

14 FSIS should maintain ana improve \ii communications about recalls with the 
FDA CDC and other Federal agencies. AM strongly agrees In fact, FSIS 
should adopt revised recall prOCed.urcs that more closely mirror those used by 
FDA. 
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15 Disttict Offices should be responsible for recalls oflmported product by official 
import establishments that are located in their distncts. AM disagrees FSIS 
headquarters should be responsible for recalls of imported products m order to 
protect a uniform approach to recalls. , ^ • • *u 

16. After a recall, the establishment should be responsible for determining th, 
disposition ofthe recovered product, subject to FSIS y^fi«tion. FSIS niust 
detemiine whether the fact that the establishment shipped adulterated product 
evidences a HACCP system failure that would justify enforcement action.against 
the establishment. AMI generally agre^' However, shjppinga l̂teratedprodtict 
that raitedfroman unforeseen hazard or a hazard that cannot be <̂ "̂ $"̂ ^ 
under best 'dvailable practices to a zero tolerance performance standard sfiou id 
•not result in a detehnimporfofaMCCFs^^^^^ • : •• .^^,. 

17 FSIS should regularly assek.y^hetheir;tf^ 
• change Agency policies; and 'whdher thejAgencies P/«<^"]f ̂ ^^^^^^^^^ 

effe<?ivdy and efficiently in the recall. AM agrees Further. AM believes FSIS 
and iridustry should regularly consultm^ 
industry arid governmeh^^^ 
Clc^IHcalUwhereimbiichealkismo^^^^ ^^^"^ 

• acoim&ry'sre^>oiisibiliti>. it wouldbenefit both the private and pu^^^ 
share dbsei^onsrecommendatiphscm^ 

'.. contimdusly the speed arid eficiertcy of recaU operations. , • 

The industry and govemmeni cornrnhment to HACCP demonstrate our rnû ual 
desire to prevent health hazards in foods. -We must v^rk continuously to improve our 
prevention sy stems. One net resuh of such improvement will be, we believe, a 
reduction in the number of food safety-related product recalls. But even if only a 
handful of recalls were to be necessary in the meat and pouhry industry' each year, 
each of those recalls is extremely important and should be handled qmckly. 
professionally and with accurate information. Toward this end, AMI pledges its 
participation to the Presidenfs Council on Food Safety and to FSIS, as you work to 
define a uniform approach to food product recalls. 

Sincerely 
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UMITED SIAIES DEPARIHENT OF AGRICULTURE 
fOOD SAFETY IHiriATlVE 
(Dollars in Thousands] 

A. EAHir WARNIMQ SYSTEM FOR PUBLIC HEALTH SURVEILLANCE 

19M 1999 
Approp. Budget 

1999 
Vatoed 

2000 Change 2000 

Department AlloMatifie Irom 

Onmfbus AltoNance 1999 Budget 

1. Enhance/Expand active foodborne dlaeaae surveiUance ppoaram ^̂ ^̂  ^̂ ^̂  3 

Ecorcaife Research Servfce <ERS> , 550 Q 
Food Safety and Inspection Service (FSIS) 1'="" _ 

1,532 1,785 1,782 1.7B5 0 
OEPARTNEHI SUBTOTAL. A 

8. RISK ASSESSMENT 

1, EstabUsh a Risk Asiesament Consortium ^ 0 
Cooperative State Heseareti, Education, and Enlanslofi Service (CSREES) 0 • ^ 

Economic Research Service (ERS) ^ ^ ^ 0 
Office ol the Chief Economist (OCE) ' 

I. Develop better data and modeling techniques lo assesa exposure to microbial and 

chemical containlnantB, including animal drug residues, through the food supply 
i 49fl 4 ,818 •I,010 i . t i " I 

Agricultural R«seareh service (ARS) , Q 
cooperative Slate Research, Education, and Extension service (CSREES) 150 T.""^ ^ 0 0 
Food Safety and Inspection Service (FSIS) " 0 0 2,500 2.500 
National Agr i c j l t u ra l S ta t i s t i ca l Service (KASS) ° ' 0 

Office of the Chief Economist <0C€) ^ ' 
3. Develop dose-response assessment models (also called haiard characterization) for 

use In risk assessment ^ ^ \,mo UOOH 

Food Safety and Inspection Service (FSIS) 6 6 6 0 

Office of the Chief Economist (OCE) ' 

4. Ident i fy control measures for reducing foodborne IUness losses in 

agricultural production and processing. ^ ^ ^^gpg o 

Food Safety and Inspection Service (FSIS) ' [ [ 

' l , m 4,818 4.818 7,218 2,400 
AGENCY SUBTOTAL, 9 (ARS) ^ ^ ^ j , ,̂612 1.962 0 

HGENCY SUBTOTAL, B (CSREES) '̂ ^̂  0 

AGENCY SUBTOTAL, B (ERS) ^ ^ 2,000 1.000 

AGEHCY SUBTOTAL, B (FSIS) ^ V ^ ' ^ 2,500 2,500 
AGEHCY SUBTOTAL, B (NASS) ,58 0 
AGEHCY SUBTOTAL, B (OCE) -

. ' " " A ! 7 4 1 a . 6 2 4 8,824 14,52* 5-90° 
DEPARTMENT SUBTOTAL, B 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
FOOD SAFETY INITIATIVE (Continued) 

(DoUars in Thousands) 
1999 2OO0 Change 2O00 

iwa 
Approp. 

1999 

Budget 

Vetoed 

B i U 

1999 Department AlloMance from 

Otirlbus AlloNance 1999 Budget 

BIOSCIENCE RESEARCH 
1. Improved detect ion methods 

11,115 12,815 11,697 12,815 0 

Cooperative State Research, Education, and Extension Service (CSREES) 1.Z60 2.258 3,108 2,653 395 

2. Understanding ant in icrob ia l resistance 
5oa 80B 60B 2,308 1.500 

Cooperative State Research. Education, and Extension Service (CSREES) 500 740 1,240 740 0 

3. Understanding an t ib io t i c drug resistance 
92 89Z 492 2.692 1,800 

Cooperalive Stale Research, Education, and E>ttension Servfce (CSREES) 0 0 0 395 395 

Prevention techniques: pathogen cont ro l , reduction, and el iminat ion 
29,710 38,810 34,290 43,030 4.220 

Cooperalive State Research, Education, and Extension Service (CSREES) 3,810 5,940 8,940 6,599 659 

S. Food handling, d i s t r i bu t i on , and storage 
B,926 10,676 10,126 10,856 180 

Cooperative State Research, Education, and Extension Service (CSREES) 680 1,500 1,500 1,764 264 

6. Test samples of f r u i t s and vegetables for microbial pathogens 
0 6,257 0 6,257 0 

0 6.257 0 6,257 0 

50,351 64.001 57,413 71,701 7,700 

6,250 10,438 14,788 12,151 1,713 

56.601 80.696 72,201 90,109 9,413 



UNITED STATES DEPARTMENT OF AGRICULTURE 
FOOO SAFETY INITIATIVE (Continued) 

(DoUars in Thousands) 

1999 20OO Change 2000 

1998 1999 Vetoed 1999 Department Alloxance from 

Approp. Budget B i l l Omnibus Allouance 1999 Budget 

INSPECTIONS 
1. Enhanced Federal-State inspection partnerships 

565 B,412 5,796 8,778 366 

2. Expand t ra in ing and technical assistance to countries exporting produce to U.S. 
C 0 0 I.OOO 1.000 

0 0 0 1.000 1,000 

565 8.412 5,796 8.778 366 

565 8,412 5,796 9,778 1.36A 

EDUCATION 
1. Improve consumer education 

1.115 

420 

3,461 

420 

1,645 

420 

3,725 

420 

264 

0 

0 

28 

SOO 

28 

500 

28 

720 

28 

220 

0 

2. ln^iroYe r e t a i l , food service,, and i ns t i t u t i ona l education 
900 

10 

2.799 

10 

1,330 

10 

3,194 

10 

395 

0 

0 2.OOO 2,000 2.000 0 

3. Iirprova veterinary and producer e<Kjcation 
350 

0 

1,105 

2,000 

525 

2. OOO 

1,368 

2,000 

263 

0 

2,365 7,365 3,500 8,287 922 

420 420 420 420 0 

0 2,000 2,000 2.000 0 

0 2,500 2,500 2,720 220 

38 58 38 38 0 

2.6Z3 12,323 8,458 13,465 1,142 



UNITED STATES DEPASTMEHT OF AGRICULTURE 
FOOD SAFETY INITIATIVE (Continued) 

(DoUars In Thousands) 

1998 
Approp. 

1999 
Budget 

1999 
Vetoed 
BiU 

2G00 Change 2OO0 
1999 Department Allowance from 
Omnibus Allowance 1999 Budget 

EMERGENCY OUTBREAK RESPONSE COORDINATION 

District Epidemiology Officers 
Food Safety and Inspection Service (FSIS). 

1,450 1,450 



( 

UNITED STATES DEPARTMENT OF AGRICULTURE 

FOOD SAFETY IHIIIATIVE 

(Dollars in Thousands) 

Z1-0ct-98 

AMS 

ARS 

CSREES 

ERS 

FAS 

FNS 

FSIS 
NASS 

OCE 

TOTAL, USDA. 

1999 2000 

1998 1999 Vetoed 199V Department 

Approp. Budget B i U Omnibus Allokfance 

0 $6,257 0 $2,831 $6,257 

S54,S49 68,819 t62.Z31 67,219 78,919 

8,765 19,765 20.900 24,765 22,400 

485 1.391 935 938 1,391 

0 0 0 0 1.000 

0 2, OOD 2,000 2.000 2,000 

2,065 13,412 10,796 18.532 16.448 

Q 0 0 0 2.500 

98 196 196 196 196 

66,262 111,840 97,061 116,481 131,111 

=========== =========== 

Change 200O 

miowance fron 

1999 Budget 

0 

$10,100 

2,635 

0 

1,000 

0 

3,036 
2.500 

0 

19,271 



President's Food Safety Initiative - FY 2000 Budget 

USDA 
AGRICULTURAL RESEARCH SERVICE 

• ' 1998 1999 2000 Proposed 
Actual Budaet Proposal increase 

Risk Assessment 

Data l^odelling Techniques ($000) $4,498 $4,818 $7,218 $2,400 

Risk Assessment: Data Modelling Techniques 

Hazard Analysis and Critical Control Point (HACCP) programs need to be supported 
by quantitative risk assessment to understand the potential for each step in the farrn-to 
table chain to either enhance or reduce the risk of illness. Risk assessment will help 
determine which steps are critical, what degree of control the step must provide, and 
the critical control points for each step. An expert system and specific, appropriate 
quantitative data is required to accomplish risk assessments. Quantitative 
microbiological data is needed to carry out the mathematical computations and to 
develop and validate predictive microbiology models which are a necessary 
component of these risk assessments. 

Risk assessment modelling supported by the 2000 budget will evaluate the effects of 
various on-farm production practices, processing systems, and transportation systems 
on the contamination of food-producing animals, including cattle, swine and poultry, as 
they are presented for slaughter. The proposed research will result in improved 
information for the animal industry to base decisions on production practices that will 
result in fewer pathogens in food animals being presented for slaughter. This 
research will be closely coordinated with the regulatory responsibilities and research 
needs of the Food Safety and Inspection Service, in particular their Animal Production 
Food Safety activities, and with the Food and Drug Administration through the Risk 
Assessment Consortium. 

The 2000 budget request extends risk assessment modelling to include the production 
or pre-han/est phase. Previous modelling has addressed only the data needs of post-
haivest operations. Other research has obtained data and developed models on 
normal contamination levels in raw food ingredients, food composition parameters (pH 
water activity and processing operations) to calculate the temperature profile of a beef 
roast being cooked in an oven. This information has begun providing the basis for a 
workable expert system for food microbiologists in the industry and regulatory 
agencies to use without extensive software training. This post-harvest modelling 
activity must continue, but it must also be extended to pre-harvest to develop data for 
use in assessing risk in predictive microbiological models which wil! describe the 

USDA P^9« ^ 
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effects of various production practices, processing, and transportation systerns on the 
behavior and subsequent contamination of poultry, beef, and swine as they are 
presented for slaughter. 

PY gQOO Activities: 

. DPveloD a svstem that will contain data banks with models for the growth rates, 
« 7 s S . L r ^ ^ ^ inactivation, and radiation inactivation as appropriate 
o? S o n a l pathogens. For post-harvest operations, it conta,̂ ^^^^^^^ 
on normal contamination levels in raw food ingredients and food compositior^^ 
parameters (pH. water activity and processing). For pre-harvest operations it v^ll 
contain data describing risk of various food animal production and transportation 
practices and interventions. 

. Gather data on the incidence and number of pathogens on food producing 
animals at various critical stages in production and management systems. With 
this data the research will develop predictive models for the'risk of transmission of 
zoonotic pathogens through famn management systems to the presentation of the 
animals for slaughter. In addition to production practices, microbiological and 
animal behavioral data on various systems used for transporting swine wHI be 
generated and evaluated in relation to the subsequent contamination of the 
animals at slaughter. The research will also develop predictive models forthe nsk 
of transmission of zoonotic parasites through farm management systems, animal 
manure, and water run off. 

USDA 
Page 2 



President's Food Safety Initiative - FY 2000 Budget 

USDA 
NATIONAL AGRICULTURAL STATISTICS SERVICE 

Risk Assessment: 

Fmits And Vegetables Food Safety 
Survey ($000) 

1998 
Actual 

$0 

1999 2000 Pmposed 

Budaet Proposal Increase 

$0 $2,600 $2,500 

Risk Assessment: Data Modelling Techniques 

On October 2. 1997. the President announced a plan to further ensure the safety of 
the Nation's food supply. The main objective of the Initiative to Ensure the Safety of 
Imported and Domestic Fmits and Vegetables is to ensure food safety in the 
production and processing of domestic and Imported fruits and vegetables. 

As a result of this initiative, USDA, the Food and Drug Administration (FDA), the 
Environmental Protection Agency (EPA), and representatives from the ^urt and 
vegetable industries recommended that National Agncultural Statistics Sen/ice (NASS) 
be responsible for conducting a survey of fmit and vegetable growers and 
packinghouses handling practices with regard to food safety. A pnrnary use of these 
data would be to establish a baseline of agricultural practices related to microbial food 
safety and to provide a benchmari< to measure future industry changes. Sun/ey data 
reported by producers would infomn domestic and intemational data users on US. 
grower food safety practices. The survey information would also be used by FDA and 
USDA to target specific industry educational outreach programs to increase fruit ana 
vegetable industry awareness on microbial food safety. Economic data collected 
would be the basis for cost/benefit analyses for food safety related agncultural 
practices. 

This initiative supports the Research. Education, and Economics Mission Area Goal 2, 
A Safe and Secure Food and Fiber System, by providing accurate and timely 
statistical data which can be used to establish a baseline for agricultural practices as 
they relate to microbial food safety issues for fruits and vegetables. 

FY 2QQ0 Activities: 

. Design survey materials and plans based on a 1999 pilot study to be conducted in 
Califomia and New Yori<. These two pilot States were chosen based on distinct 
differences in crops grown, growing conditions, and agricultural practices. 

USDA 
Page 3 
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conduct a statistical sun^ey of approximately 10,0001™" ^ f S f ^ f J^^^^^^J'^ 
as well as fmit and vegetable packinghouses,'° Vhe Z e y 
,r.ri^i,\uin,\ nraclices as thev re ate to m crobiai food safety issues, i ne survey 
S bTco'^rc^^^^^^ and vegetable States w h f « 
85 percent of the Nation's acreage. The survey would consist of e questions 
covering water, manure management, facility sanitation, worker sariitation and 
S e and t ansportation practices. The sun/ey would also include questions 
r e S io specî ^̂ ^ practices and the related cost data to allow the calculation of 
associated cost/benefit analyses. 

USDA 
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USDA 
FOOD SAFETY AND INSPECTION SERVICE 

1998 1999 2000 Proposed 

Actuai Budpet Proposal Increase. 

Risk Assessment: 

Dose-Response Assessment IModels ($000) $0 $0 $1,000 $1,000 

Risk Assessment: Dose Response Assessment Modejs 

The Food Safety and Inspection Service's (FSIS) goal is to reduce the incidence of 
foodbome illness by 25 percent. Up to 5 million illnesses are ^^st«mated to^^^^^^ 
annually with up to 4.500 related deaths. To reduce illness and deat^ from foodb^^^ 
illness. FSIS. in cooperation with other agencies, and mdustry. rn^st dentify hazards 
and reduce the risk of regulated products becoming contaminated with bacter al 
pathogens, such as Salmonella enteritidis, E. co//Ol57:H7, and Campylobacter 

In order to make FSIS policies and programs risk-based, it is important to estimate 
human health consequences of hazards in meat,, poultry, and egg products It is 
equally important to know how hazards entering the food chain can be controlled and 
how these controls affect the human health outcome. A quantitative nsk assessment 
is the best way to estimate foodbome illnesses associated with USDA reguiatea 
products and to identify and evaluate the most effective strategies to prevent Ihem, 
Microbial risk assessors require better information about the number, of bactena that it 
takes to make a person ill. This dose-response infomiation is critical for nsk 
assessments and is needed to strengthen cun-ent estimates of risk, rather than relying 
on existing dose-response information. 

Risk assessment requires dedicated resources and rapid response to illness 
investigations while the implicated food is available and patient recall is accurate. 
This is only possible at the most local level within the State. FSIS is proposing 
cooperative agreements with five States to collect food specimens dunng 
investigations of foodbome disease to help determine the occurrence, distnbution, and 
level of contamination associated with illness. This collaborative effort will also 
strengthen FSIS relations with State health departments, and improve information 
sharing and rapid responses when problems do occur. 

USDA 
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FY 2000 Activities: 

. Enter into cooperative agreements with five States to collect specimens 
during investigations of foodborne disease epidemics. Information at the local 
l e v ^ l necessary to accurately detemiine the exposure to pathogens m suspect 
foods- These specimens will be sent to FSIS laboratories to isolate, identify and 
enumerate pathogens, FSIS will use this information to support selection of 
app^opr^te dose-'response model fomis that will be used to assist the agency ,n 
policy decisions. Potential applications include determining acceptable pathogen 
levels on/in regulated meat, poultry, and egg products. 

USDA Page 6 
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USDA 
COOPERATIVE STATE RESEARCH, EDUCATION AND EXTENSION SERVICE 

1998 1999 2000 Proposed 
Actual Budaet Proposal increase 

Bioscience Researcti: 

Improved Detection Mettiods ($000) $1,260 $2,258 $2,653 $395 

Bioscience Research: Improved Detection Methods 

Continued outbreaks of food-bome illness due to a variety of pathogens of fecal origin 
in various foods (ground beef, poultry, eggs, and fresh fruits and vegetables) have 
sustained a high level of awareness among the public about the issue of food safety. -
Changes, such as the implementation of Hazard Analysis and Critical Control Point 
(HACCP) systems in meat and poultry plants by FSIS and the Guidance Document 
on Production Practices for Fresh Fruits and Vegetables by the Federal Dmg 
Administration (FDA), have enhanced the awareness of the potential role of 
production practices in contamination of various food products. 

This awareness means that food animal and fruit and vegetable producers must be 
more involved in reducing the opportunity for contamination by pathogens of fecal 
origin, whether from domestic or wild animal species or human beings. In order to 
accorriplish better control of these pathogens, their presence needs to be detected in 
a variety of sample matrices. The tests must be rapid, accurate, and usable in field 
settings. The Cooperative State Research. Education and Extension Sen/ice 
(CSREES) and its partners in the land-grant universities are well positioned, through 
their interactions with the production community and other segments of the food 
system, to conduct the applied research and related educational programs to 
implement these improved detection systems. 

Improved detection methodologies will enable producers, processors, and others iri 
the food system to monitor various food products in a more effective manner. It will 
also enable regulatory officials to have an improved monitoring system for the Impact 
of HACCP implementation throughout the food system. Outcomes of this program 
can include sampling of animals under different management strategies and at time of 
shipment for slaughter, as well as monitoring of microbial contamination of carcasses 
following the slaughter process. In the fmits and vegetables sector, similar sampling 
will inform us about the benefits of specific inten/entions and the economic benefits to 
be derived. Cooperation on this program would occur with FSIS through their Animal 
Production Food Safety Unit. It should be noted that improved detection systems 
may give an initial impression of an increase in microbial contamination due to their 
increased efficiency in detecting microorganisms. 

USDA Page 7 
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Research efforts on detection methods in the 1998 and 1999 programs have been 
focused on improving the accuracy and sensitivity of vanous kinds of tests The 
program in 2000 will direct its focus to refining testing methods now being developed 
to make them more user friendly and able to be used in field testing situations where 
rapid results are a major concem. 

FY 2000 Activities: 

• Improved detection methods for the most prevalent pathogens by making them 
more adaptable for quick, on-site testing of products, and more able to identify 
specific pathogens, rather than simply indicating presence of fecal contamination. 

• Develop better sampling strategies that minimize incon-ect results due to sampling 
errors in order make testing methods more effective. 

USDA Page 8 
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USDA 
AGRICULTURAL RESEARCH SERVICE 

Bioscience Research: 

Understanding Antimicrobial 
Resistance ($000) 

1998 
Actual 

$508 

1999 
Budaet 

$808 

2000 
Proposal 

$2,308 

Proposed 
Increase 

$1,500 

RlQsclence Re.'»*'«rrh: Underpt^nHing Antimicrobial Resistance 

Food has been preserved for many years using t r a d i t i ^ . ' ^ ^ ' P ~ ^ ' ° " ^ 
including heat or cold, low pH. high salt content, and disinfectants. S"ice these 
technologies kill or othenwise control bacterial growth, bactena may become resistant 
to them just as they do to the much newer antibiotics. 

To preserve the effectiveness of traditional preservation technologies, a greater 
understanding of how and why resistance may develop to these technologies, as well 
as an unSers?anding of the relationship of this resistance to antibiotic resistance. New 
ways to apply existing pathogen prevention technologies or new intervention 
technologies that are more effective and sustainable in mitigating pathogen presence 
must be developed. 

The 2000 budget request will extend the present Agricultural Research Sen/ice (ARS) 
research in antimicrobial resistance, which has thus far focused pnmari y on acid 
resistance, to include additional traditional preservation technologies. It will also 
include the relationship of this resistance to other methods of pathogen contrd, and it 
will develop new pathogen prevention/inten/ention technologies where necessary. 
•Rie budget increase will for the first time provide for establishment of new culture 
collections of resistant and non-resistant bacterial and fungal food pathogens. This 
research will be closely coordinated with the research and regulatory programs 
including the Food and Dmg Administration and the Food Safety and Inspection 
Service. 

USDA 
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FY 2000 Activities: 

. Define physiological and/or genetic mechanisms that microbes utilize to become 
[^sistant t ^ U ^ ^ ^ ^ food safety barriers such as heat or cold low pH, low water 
activity and disinfectants. ARS will use this infomnation 
prevention/inten/ention pathogen control strategies which delay or prevent tĥ ^̂  
acQuisition of resistance, which would compromise the safety o food products 
w S a v e relied on these control techniques. Acid susceptibility -s -mportant 
when femientation is used to preserve both animal and plant based foods. 

. Establish culture collections of resistant and non-resistant bacterial and furigal 
pathogens. These resources will be used to develop molecular charactenzation 
methods to facilitate (1) the identification of the resistant bacterial Cogens ̂  
detected in food products, and (2) the tracing of these organisms to their source 
(e.g. environment, manure, water, animal feed). 

USDA 
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USDA 
AGRICULTURAL RESEARCH SERVICE 

Bioscience Research: 

Understanding Antibiotic Dmg 
Resistance ($000) 

1998 
Actual 

$92 

1999 
Budaet 

$892 

2000 
Propose 

$2,692 

Proposed 
Increase 

$1,800 

Rin«H^nce Researc^- iinrior^tandina Antibiotic Drug Resistance 

The effectiveness of antibiotic dmgs for both human and animal use is compromised 
by the development of antibiotic resistance in dmgs used for treatment in many 
cases to only one pathogen, but also in increasing frequency to "riultiple drugs such 
as with Salirtonella typhimurium DT 104. The resistance of pathogens to antibio^^. 
particularly the DT 104 pattern of resistance in Salmonella sp. to rnultiple antibiotics 
has been increasingly recognized by the public health and ^^^di^a '^o"^'^""'*'^^^^"^^ 
antibiotic use in animals is identified as a contributing factor. In a few cases onfy one 
dmq is available for successful treatment of diseases caused by certain pathogens. 
Antibiotic resistance is an important factor that must be controlled in both animal 
health and the use of animals and their products as foods. Research is needed to 
develop the knowledge to prevent the development of this antibiotic dmg resistance. 
The development of resistant human pathogenic bacteria is closely associated with 
the use of antimicrobial agents in human medicine, but it is also likely that food 
producing animals are sources or vectors of resistant bacteria that may be transmitted 
directly or indirectly to humans. To maintain the effectiveness of antibiotics in the 
therapy of life-threatening human disease, effective strategies must be devised to 
prevent both the emergence and the maintenance in food producing animals of 
pathogenic and non-pathogenic antibiotic resistant bacteria. 

A major impediment to determining the effect of antibiotic use in food animals on 
human health risk is the complexity of the food-animal drug treatment and subsequent 
food processing and handling. The 2000 budget request will support research that 
will lead to a better understanding of how the use of antibiotics in food-producing 
animals increases the risk of emergence of microorganisms that are resistant to 
specific antibiotics, and how the emergence of resistance in bactena in animals tha 
received antibiotics is related to the concentrations of the dmgs to which the bactena 
are exposed and also to the duration of treatment or exposure. Efforts will also be 
undertaken to establish whether an increase in resistance detection is due to the use 
of antibiotics in food animals or to the perpetuation of resistant species in food 
animals, the environment, or other resen/oirs. 

USDA 
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The budget increase will provide for research to detemiine the concentration, length 
nf f.^« and other selective factors or conditions favoring the acquisition and 
i re^ i ra t lon oTrSiŝ ^̂ ^̂ ^̂ ^̂  genes among pathogens and nonp̂ ^̂ ^̂ ^̂ ^̂ ^̂ ^̂  

in relation to Doultrv cattle and swine. As necessary, the Agricultural Hesearcn 
L ~ R S ŵ^̂^̂^̂^̂  prospective ecological studies that be«er de î ^̂ ^̂ ^̂ ^̂ ^̂ ^ of 
resistant bacteria in the environment, and detemiine if increase of morbidity and 
r^orttity sometimes associated with antibiotic resistant organisms are due to genetic 
factors for increased virulence accompanying the bactenal resistance genes. 

Current research activities of ARS support both the interagency National An^";;f ̂ ^̂ ^̂ ^ 
Susceptibility Monitoring Program, which prospectively monitors changes m amibiot.^ 
susceptibilitfes of zoonotic pathogens, and a small P ^ S " ' ? 
basis for multiple antibiotic resistance factors associated with DT 104. Th® budge 
request will extend the present ARS research program, which has focused pnmanly 
on Sa/mone//a. to include additional pathogens and it will include development o^ new 
pathogen preventionAnten/ention technologies. Research will be closely coordinated 
with the research and regulatory programs and responsibilities of the Food and Drug 
Administration, the Food Safety and Inspection Sen/ice, and the Centers for Disease 
Control and Prevention. 

FY 2000 Activities: 

. Determine the concentration, length of use. and other selective factors or 
conditions favoring the acquisition and dissemination of resistance genes among 
pathogens and non-pathogens in food producing animals. Basic infomriation will 
be developed using chemostat model systems, on the time and dose dependency 
of various antibiotics which favor the emergence of resistant organisms in the 
gastrointestinal tract of food animals species. 

- Develop technologies and controls, including competitive exclusion, that will 
prolong the usefulness of antibiotics for both human and animal use. and prevent 
food products of animal origin from being carriers of resistant organisms. 
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USDA 
COOPERATIVE STATE RESEARCH. EDUCATION. AND EXTENSION SERVICE 

Bioscience Research: 

Understanding Antibiotic Dmg 
Resistance ($000) 

1998 
Actual 

$0 

1999 
Budget 

$0 

2000 
Proposal 

$395 

Proposed 
Increase 

$395 

Rioscience Res^^arch: Understanding Antibiotic Drug Resistance 

Continued outbreaks of foodbome illness due to a vanety of Pathogens of fec^^^^^ 
in various foods (ground beef, poultry, eggs, and fresh fruits and vegetables) have 
sustained a high level of awareness among the public about the issue of food safe y. 
Changes, such as the implementation of Hazard Analysis and Critical pontro Point 
(HACCP) systems in meat and poultry plants by the Food Safety and Inspection 
Seivice (FSIS) and the Guidance Document on Production Practices for Fresh Fmits 
and Vegetables by the Food and Dmg Administrtion (FDA), have enhanced the 
awareness of the potential role of production practices in contamination of various 
food products. 

The increasing problem with bacterial isolates that exhibit resistance to one or more 
antibiotics has caused significant concem because of the difficulty of treating any 
human that becomes infected with such an organism. This emphasis has increased 
the need for much more research on management practices that will reduce the 
prevalence of pathogens, e.g., Salmonella, E coli, and Campylobacter as well as 
provide resources for educating producers on the implementation of such practices. 

Through grant awards to experienced research groups with a significant background 
in mechanisms of dmg resistance, the Cooperative State Research, Education, and 
Extension Service (CSREES) can cause rapid changes in our knowledge base and 
immediately translate these findings into educational programs that can be delivered 
through the Cooperative Extension System and the land grant universities. Projects 
which combine research activities and extension programs in a single project are 
most likely to have the desired impact and will ensure the needed linkage between 
research outcomes and their application by producers. Cooperation on this program 
would occur with FSIS through their Animal Production Food Safety Un-t and, through 
an Inter Agency Woricing Group, all efforts are also coordinated with FDA. Outcomes 
will be measured by monitoring the antibiotic resistance patterns of bacterial isolates 
from a variety of sources, both animal and human. The primary source of inforriiation 
about the isolates will come from on-going surveillance programs being operated by 
FDA and FSIS. 
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This area of research has not been given major support during 1998 and 1999. 
Therefore, the research effort in 2000 will represent a new emphasis on this 
increasingly important topic in public health. 

FY 2000 Activities: 

. Determine the process by which antibiotic resistance may develop in bacteria and 
how t[S? resistance may be transferred among different bactenal populations. 

. Determine the effectiveness of best management Practices intervemion^^^^^^ 
production setting related to control of antibiotic usage in food. This kriowledge will 
also be used to as a basis to develop educational programs for producers. 
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USDA 
AGRICULTURAL RESEARCH SERVICE 

1998 
Actual 

1999 
Budaet 

2000 
Proposal 

Proposed 
Increase 

Bioscience Research: 

Prevention Techniques: Pathogen 
Control, Reduction, and Elimination 
($000) $29,710 $38,810 $43,030 $4,220 

Rin5;cience Res*>^rrh: Prevention T«.ehniaue5 - Pathogen Control, ReductioiL 

and Elimination 

Exposure and infection of animals by zoonotic pathogens during production, which is 
accentuated by the increasing animal density of present day livestock operations, is a 
major source of the contamination in meat-based foods. These pathogens may also 
coritaminate fmits and vegetables produced for human consumption fertilized with 
animal manure. Effective handling systems for animal manures will help break the 
cycle of enteric infections with human pathogens in food producing animals and will 
also help assure that pathogens from these animal manures do not contarninate 
drinking and food processing waters and are not available to contaminate fmits and 
vegetables. Manure handling systems are needed to assure effective inactivation, 
including identification of sources and resen/oirs on the on-fami and in the 
environment, development of pathogen reduction processes suitable to famn size and 
manure production levels, and reduction of farm level transport, dissemination, and 
vectoring of pathogens. Because many fmits and vegetables are eaten raw without 
cooking, it is critical we develop post-harvest technologies that suppress or control 
zoonotic pathogens, while not destroying freshness and other quality attnbutes, to 
help assure the safety of fmits and vegetables. 

The proposed research provided by this budget request will address inten/entions 
which can be utilized throughout the farm-to-table continuum to assure safety of both 
meat, poultry, fruits, and vegetables. The budget request provides for the first time 
for investigations into the control of pathogens in animal manure. Effective methods 
to handle and treat poultry, swine and cattle manure during production will prevent 
transmission of pathogens to agricultural lands and to crops used for human food 
and will help prevent possible distribution of pathogens to crops or other animals from 
surface mnoff and imgation waters. Where appropriate the research will investigate 
wild animals and other vectors as potential sources of contamination of animal 
wastes. 

USDA 
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The request will provide for extension and expansion of the present Agricultural 
Research Se^ice (ARS) research with fmits and vegetables to pemiit greater in depth 
S a t i o n the^col^^ of food bome pathogens, including their environrTiê ^̂ ^̂ ^̂ ^ 
sources Traditional and non-traditional methods of inhibiting pathogens of fmits and 
vegetables will be optimized, to include both outer and inner surfaces as appropnate. 
Both chemical and physical control techniques and strategies, including irradiation, 
radio frequency radiation, steam pasteurization, and competitive exclusion will be 
investigated. The effects of phytochemical and environmental conditions on growth 
and sun/ival of E. coli 0157:H7, Salmonella, and Campylobacter on the surtace ot 
fmits and vegetables will be quantified, particularly in relationship to biofilm 
development. 

The active and passive manure treatments or composting techniques developed will 
reliably predictably and consistently reduce or eliminate pathogens in manure, and 
thus prevent their transmission to food products of both plant and animal ongin. 
These techniques, coupled with technologies to control zoonotic pathogens on fmits 
and vegetables will increase consumer confidence in the safety of their food supply 
and promote the consumption of a healthful diet. This research will be closely 
coordinated with the research and regulatory programs and responsibilities of the 
Food and Dmg Administration and the Food Safety and Inspection Service. 

FY 2000 Activities: 

• Design effective control programs for zoonotic bacteria and parasites. This 
proposed prehan/est research will develop practical and economical pathogen 
reduction processes for manure from food producing animals. Different processes 
are needed and will be developed for each major type of animal production facility, 
and the processes will be suitable to farm size and manure production levels and 
have well-defined process parameters. 

• Determine how bacteria and fungi normally present on plants influence the growth 
and survivability of human pathogens that may be present. Data will be 
developed on the characteristics of fmits and vegetables associated with high 
quality products that resist growth of pathogens. 

• Develop technologies to control pathogens on fmits and vegetables, including 
proper handling procedures, rinses, and other procedures to reduce pathogen 
population on fresh cut produce. 
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USDA 
COOPERATIVE RESEARCH. EDUCATION, AND EXTENSION SERVICE 

1998 
Actual 

1999 2000 Proposed 
Budget Proposal Increase 

Bioscience Research: 

Prevention Techniques: Pathogen 
Control, Reduction, and Elimination 
($000) $3,810 $5,940 36,599 $659 

Bioscience 
and Elimination 

Research: Pre^^'ntion TechniTi*^^ - Pathogen Control, Reduction, 

Continued outbreaks of food-bome illness due to a variety of pathogens of fecal origin 
in various foods (ground beef, poultry, eggs, and fresh fmits and vegetables) have 
sustained a high level of awareness among the public about the issue of food safety. 
Changes such as the implementation of Hazard Analysis and Critical Control Point 
(HACCP) systems in meat and poultry establishments by the Food Safety and 
Inspection Sen/ice (FSIS) and the Guidance Document on Production Practices for 
Fresh Fmits and Vegetables by the Food and Dmg Administration (FDA), have 
enhanced the awareness of the potential role of productiorv practices in contamination 
of various food products. Food animal and fmit and vegetable producers must be 
much more involved in reducing the opportunity for contamination by pathogens of 
fecal origin, whether from domestic or wild animal species or human beings. This 
emphasis has brought more attention to management practices that will reduce the 
prevalence of pathogens, e.g.. Salmonella. E. coli, and Campylobacter, as well as 
provide resources for educating producers on the implementation of such practices. 

The Cooperative State Research, Education, and Extension Sen^ice (CSREES) can 
facilitate rapid changes in our knowledge base by funding established research 
groups and immediately translate these findings into educational programs that can 
be delivered through the Cooperative Extension System and the land-grant 
universities. Outcomes of this program can include sampling of animals under 
different management strategies and at time of shipment for slaughter, as well as 
monitoring of microbial contamination of carcasses following the slaughter process, 
the fruits and vegetables sector, similar sampling will inform us about the benefits of 
specific inten/entions and the economic benefits to be derived. Cooperation ori this 
program would occur with FSIS through their Animal Production Food Safety Unit. 
We are already woricing cooperatively, including CSREES serving as the funding and 
management agent for FSIS activities on implementation of improved management 
practices in livestock production. Similariy, we have a close working relationship with 
FDA in developing applied research and educational programs in support of their new 
Guidance Document for fmit and vegetable growers. 

n 
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In the 1998 and 1999 budgets, we are focusing the research component on 
^ e i r p h g epidemiolo^ infomiation about several of the most P̂ ^̂ '̂ '̂ t̂ paAh^ 
( I Salt^onella, clmpylobactet), which can then be used the t̂ aŝ s fo^^^^^^^ 
oroDosed activities in 2000. The education program has been more directly focused 
Sn the consuTer^ food handler sectors and. while that will continue, added funds 
(see lafe Food Handling Education section) will permit the addmon of more program 
efforts directed to the production segment of the food chain_̂  \n this manner, we 
intend to be successful in preventing the contamination of the food products in the 
first instance, rather than trying to impose decontamination procedures later in the 
process. 

FY 2000 Activities 

. Conduct epidemiologic studies to detemnine risk factors in the production unit that 
are related to the presence of specific organisms in the digestive tract of animals 
and the subsequent shedding of these organisms in the feces. 

. Evaluate the management practices, which are determined to be most effective in 
initial experiments, through monitored field experiments and facilitate the transfer of 
these new methodologies through demonstration or extension efforts. 
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USDA 
AGRICULTURAL RESEARCH SERVICE 

1998 1999 2000 Proposed 

Actual Budget Pmposal Increase 

Bioscience Research: 

Food Handling, Distribution, and 
Storage ($000) $8,926 $10,676 $10,856 $180 

Bioscience Research: Food Handling. Distribution, and Storage 

Food products spend long hours in storage and being transported over long distances 
before they arrive at the consumer's plate. Temperature control is often not 
adequate and pathogen growth results, Adequate information is not available on the 
conditions under which food products may be transported and handled and how this 
handling influences their acquiring contaminants and the possible growth of these 
contaminants that may occur. Research is needed to develop methods and 
technology to minimize those conditions and therefore the likelihood of such 
contamination developing. 

The 2000 budget supports Agricultural Research Service research projects to develop 
enhanced procedures and products to be used during food handling, distribution and 
storage. These treatments, primarily for fmits and vegetables, will include nnses and 
other procedures to reduce pathogen populations and eliminate cross-contamination. 
The proposed research will result in decreased pathogen growth particulariy for fmits 
and vegetables, as these food products are handled, distributed and stored. Thus 
fewer pathogens will contaminate fmits and vegetables that come to the table of 
American consumers. This research will be closely coordinated with the research and 
regulatory programs and responsibilities of the Food and Drug Administration. 

FY 2000 Activities: 

• Investigate the ecology of foodbome pathogens during handling, distribution and 
storage, including their environmental sources. 

• Determine if inhibitors of normal surface flora can effect some control of pathogen 
growth. 

• Investigate proper handling procedures and the efficacy of rinses and other 
procedures to reduce pathogen populations on fresh cut produce during handling, 
distribution, and storage. 
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USDA 
COOPERATIVE RESEARCH. EDUCATION, AND EXTENSION SERVICE 

Bioscience Research: 

Food Handling. Distribution, and 
Storage ($000) 

1998 
Actual 

$680 

1999 2000 Proposed 
Budget- Proposal Increase 

$1,500 $1,764 $264 

Bioscience P^'Qpareh: Food Handling. Distribution, and Storage 

Continued outbreaks of foodbome illness due to a variety of pathogens of tecal origin 
in various foods (ground beef, poultry, eggs, and fresh fmits and vegetables) have 
sustained a high level of awareness among the public about the issue of food safety. 
While progress has been made in improving the processing sector, the transport and 
storage sector of the food system has received much less attention. Now. processors 
are requesting help in ensuring that products which are known to be f ree of microbial 
contamination after the processing stage, are maintained in. a^similar high quality 
status during the subsequent movement of products into the hands oJ the consumer. 
The Cooperative State Research. Education, and Extension Service (CSREEb) ana 
its partners in the land-grant universities are well positioned to conduct the applied 
research and the related educational programs to effect the needed changes in 
transport, handling, and storage practices. 

Through grant awards to experienced research groups with a significant background 
in such wori^, CSREES can cause rapid changes in our knowledge base and 
immediately translate these findings into educational programs that can be delivered 
through the Cooperative Extension System and the land grant universities. Projects 
which combine research activities and extension programs in a single project are 
most likely to have the desired impact and will ensure the needed linkage between 
research outcomes (knowledge of control strategies) and their application as a result 
of well-planned educational programs. Close working relationships will be maintained 
with regulatory agencies to monitor the progress of this program and gam feedback 
on needed changes in the direction or focus of the program. Microbial status of 
various food items can be detennined prior to, and after, movement of the product 
from producer/processor and consumer. 

With the 2000 funds, more attention will be directed to issues of how to maintain 
close monitoring of conditions during shipping via various kinds of remote sensor 
technology. Funding in 1998 and 1999 focused on methods to detect contamination 
at specific times rather than establishing continuous monitoring of conditions. 
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FY 2000 Activities: 

. Extend studies on contamination of food products to the distribution and storage 
phase of the food system to ensure that safe and wholesome products are not 
rendered unsafe due to poor storage or handling practices. 

. Evaluate the management practices, which are detemnined to be most effert̂ ^^^^^ 
initial experiments, Ihrough monitored field experiments and facihtate the transfer of 
these new methodologies through demonstration or extension efforts. 
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USDA 
FOOD SAFETY AND INSPECTION SERVICE 

1998 
Actual 

1999 
Budaet 

2000 
Proposal 

Proposed 
Increase 

Inspections: 

Enhanced Federal-State Inspection 
Partnerships ($000) $565 $8,412 $8,778 $366 

Inspections: Enhanced Federal-State Inspection Partnerships 

All federally and State inspected establishments must operate under the provisions of 
the Hazard Analysis and Critical Control Point (HACCP) final mle by January 25, 
2000 This includes some 6,000 establishments under Federal inspection and more 
than 2 000 under State inspection. To achieve a seamless national inspection 
program covering all establishments, FSIS is proposing legislation that would provide 
for State meat and poultry inspection programs to enforce Federal meat and poultry 
inspection laws and regulations within their States. State inspected product that is 
inspected under Federal HACCP requirements would then be permitted to move in 
interstate commerce, rather than intrastate commerce only. To assure compliance 
with Federal requirements and improve consumer confidence in the national food 
supply. FSIS must conduct pathogen testing on State inspected product and validate 
the capability of State laboratory programs to conduct other critical microbial testing. 

FSIS is currently worthing to assure that State programs implement HACCP 
requirements that are "at least equal to" the Federal program. The legislative 
proposal on interstate shipment of State inspected meat and poultry products will 
increase the cooperative relationship with States by providing for a one-year transition 
period from enforcing "at least equal to" requirements to enforcing Federal laws and 
regulations. The transition to Federal requirements will increase the ability of very 
small establishments to compete in the mari<etplace and ensure the viability of State 
meat and poultry inspection programs. 

In 2000, the State inspection programs will be the focus of HACCP implementation 
efforts. The $2.4 million included in the 2000 budget for assisting the States with 
pathogen testing and laboratory validation will build on 1999 efforts to assist the 
States in preparing for HACCP implementation. One-time special assistance of 
$2 0 million to the States for 1999 will include: (1) implementation of the Field 
Automation Infomiation Management (FAIM) project to provide States FSIS off-the-
shelf inspection automation infrastmcture that will accommodate HACCP 
requirements; (2) laboratory equipment for pathogen detection required by the 
HACCP final rule; and (3) HACCP training for State inspectors. These efforts are 
intended to assist State programs in implementing HACCP requirements that are 
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"at least eaual to" Federal requirements. Woricing to assure that State inspection 
p?o r^ms at least equal to" Federal requirements will facM^^^^^^ to a 
seamless national inspection system and interstate shipment of State inspected 
p r o d u r F o 2?^^ FSIS is proposing legislation to pemiit State irispected product to 
'moveTn interstate commerce. To assure compliance with Federal r e q — and 
improve consumer confidence in the national food supply, FSIS must conduct 
pathogen testing on State inspected product. 

FY 2000 Activities: 

. Conduct pathogen testing on 56.000 samples of State ' "^P^f •;"/f ̂ ^^^^^^ 
products in FSIS laboratories to determine the compliance of some 2.000 State 
inspected establishments with pathogen reduction perfomiance standards. 

. Conduct comprehensive reviews and audits of 20 State laboratories as well as 
private laboratories used by State programs. 
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USDA 
FOREIGN AGRICULTURAL SERVICE 

1998 
Actual 

1999 
Budaet 

2000 
Proposal 

Proposed 
Increase 

Inspections: 

Training and Technical Assistance to 
Countries Exporting Produce to the 
U.S. ($000) $0 $0 $1,000 $1,000 

Inspections: Training and Technical Assistance to Countries Exporting 
Produce to the U.S. 

Following recent foodbome illness outbreaks associated with raspberries from 
Guatemala and the alleged association with Mexican strawbemes, US consumers 
have become more vocal and have expressed concern about the safety of imported 
food products, particularly those products regulated by the Food and Dmg 
Administration (FDA). Congressional action (H.R. 3052) has been initiated mandating 
that FDA increase inspection and compliance activities, particulariy in foreign maricets 
supplying food products to the United States. 

Several agencies within USDA, including the Foreign Agricuttural Service (FAS), have 
been working closely with FDA to improve food safety under the Presidenfs Food 
Safety Initiative. FAS, in particular, has been directly involved in implementing the 
Presidential Directive of October 2, 1997. to Ensure the Safety of Imported and 
Domestic Fruits and Vegetables. In accordance with the 90-day Fresh Produce 
Status Report, FAS will facilitate visits of FDA investigators and scientists to visit 
foreign operations to ascertain the source of problems that may pose a safety hazard 
in produce imported into the United States. In addition, FAS is to facilitate the 
development of intemational research, education and training programs. FAS meets 
bi-weekly with FDA staff to coordinate this effort. 

FAS did not have a specific budget allocation to support this initiative in 1998 or for 
1999. Activities to date have been limited to facilitating FDA visits to Guaternala and 
Mexico and organizing intemational briefings and seminars on the Presidenfs Food 
Safety Initiative. Given that 40-50 different countries export produce to the United 
States, the impact of expanded FDA in-country inspections on FAS field office 
operations will increase dramatically as FDA moves to fully implement the initiative. 
FDA at present has no plans for posting FDA investigators or scientists in U.S. 
Embassies and will draw on FAS field staff to support their in-country activities as 
appropriate. 
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FY 2000 Activities: 

. Facilitate the collection of data, report on good agricultural production and 
manufacturing practices within the food sector, and support FDA field staff visits, 
primarily in Latin America and Asia. 

- Negotiate equivalency understandings with foreign govemments. 

. Conduct intemational risk assessment woricshops and other training activities to 
facilitate understanding ofthe risks associated with microbial contam.nat|on on food 
and the control measures needed to reduce incidence of foodbome illness. These 
activities will be self-initiated or done in cooperation wtth the International Insttute 
for Cooperation in Agricutture, the Food and Agriculture Organization, and/or the 
World Health Organization as appropriate. 
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USDA 
COOPERATIVE RESEARCH, EDUCATION, AND EXTENSION SERVICE 

1998 1999 2000 Proposed 

Actual Budget Proposal Increase 

Safe Food Handling Education: 

Consumer Education ($000) $1,115 $3,461 $3,725 $264 

Safe Food Handling Education: Consumer Education 

Many Americans continue to fall victim to foodbome illness in the United States. As a 
result there is a need for an increased effort to fully integrate food safety research 
and educafion to inform the public about preventive measures. Increased levels ot 
funding will be imperative for the Cooperative State Research, Education, and 
Extension Service (CSREES) to strengthen existing links between food safety 
research and education, and to establish new links that mobilize the vast resources of 
the land-grant universities and other public institutions. CSREES is in a unique 
position because of its partnership with the land-grant universities, to fully integrate 
food safety research and education in a way that attracts broad support and 
addresses complex issues with economic, social, and health consequences. 

There continue to be areas of unmet needs in food safety education targeted to 
consumers. Research results that identify sources of contamination, bacterial 
resen/oirs and new prevention methods will need to be communicated to consumers. 
Public education and outreach programs that focus on the adoption of recommended 
food handling practices resulting from research need to be developed. Furthermore, 
there are targeted populations who are at an increased risk for developing foodbome 
illnesses (older Americans, pregnant or nursing mothers, young children, the 
chronically ill, the immune-suppressed). These are "hard to reach" populations for 
whom education and training about proper food selecfion, preparation, storage, and 
handling is cmcial. 

Funding increases in 2000 wilt provide the impetus needed to ensure that relevant 
research results are interpreted and translated to all consumers, but particularly those 
at increased risk for developing food borne illness. In 1998. funds were used to 
develop educational programs and resources targeting high-risk or under sen/ed 
populations. Increased funding would ensure that vulnerable populations receive 
crifical information necessary to make informed decisions about food safety. 
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FY 2000 Activities: 

. Increase efforts to integrate research and education in food safety through 
^ h n * o y transfer and through the development of educational programs that 
f ^ u s S e adoption of recommended food handling practices consistent wrth the 
current knowledge base. 

. Develop educational programs for consumers that focus on the role of the 
consumer in ensuring and improving the safety of the nation s food supply. 

. Increase efforts to develop education and outreach programs ^^at target high-risk, 
under-sen/ed populations who are at in increased risk for developing food bome 
illnesses. 
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USDA 
FOOD SAFETY AND INSPECTION SERVICE 

1998 1999 2000 Proposed 

Actual Budaet Proposal Increase. 

Safe Food Handling Education: 

Consumer Education ($000) $0 $500 $720 $220 

Safe Food Handling Education: Consumer Education 

Safe food handling is an increasingly major issue with U.S. consumers and spans all 
aces from pre-school aged children to senior citizens. To address concems 
expressed by consumers about food safety, the Food Safety and Inspecfion Service 
(FSIS) is taldng a major role in educafing the public about how to handle domestically 
produced and imported food more safely. 

FSIS needs to ensure that it is meeting the public's demand for food safety education, 
that educational materials are consistent with current research findings, and that the 
Meat and Poultry Hotline is fully accessible to the public. From 1996 to 1997, Hotline 
calls increased by more than 22 percent to 138,120. Call volume has also been high 
in 1998 due to power outages associated with "El Nino". In addition to maintaining 
the Hotline examples of current efforts in food safety education include FSIS support 
for the Public/Private Partnership in the "Fight BAC!" campaign and working 
cooperatively with FDA to distribute an educator's package for Food Safety Education 
Month FSIS also produces and distributes the "Food Safety Educator", which is a 
vehicle for sharing information from FSIS, the Food and Dmg Administration (FDA) 
and the Cooperative Research. Education, and Extension Sen/ice (CSREEb), and 
supports the National Agricultural Library database on food safety education with 
FDA. For 1999, FSIS estimates that it wilt reach 158 million people with food safety 
information. 

The 1999 initiatives include updafing and strengthening safe food handling messages, 
improving dissemination of existing educational information to school children, and 
developing a visual graphic depicfing basic safe food handling pnnciples primarily for 
children and youth. In 2000 FSIS will build on these efforts to reach an esfimated 
170 million adults and children, in cooperation witii State and local govemments hDA 
and CSREES The 2000 initiatives will expand outreach efforts and include food-
handling messages in educational materials that reflect the latest research findings. 
Also FSIS wilt procure the necessary equipment and sen/ices to increase the call 
capacity of the Meat and Poultry Hotline, which will accommodate the estimated 
increase in the number of calls that are expected to be received. 
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FY 2000 Activities: 

• Develop produce, and distribute materials for cooking, vocational arid public 
schoo^^'and community leaders that focus on the third quadrant of the Fight 
BAC!" educational graphic "Cook to Proper Temperatures. . 

• Produce and distribute radio public sen/ice announcements addressing safe food 

handling practices. 

. Provide Cooperative Extension agents across the Nation a packet of safe food 
handling education materials that can be used by family and consumer science 
teachers. 
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USDA 
COOPERATIVE RESEARCH, EDUCATION, AND EXTENSION SERVICE 

Safe Pood Handling Education: 

Retail. Food Senrice. an Institutional 
Education ($000) 

1998 
Actual 

$900 

1999 
Budaet 

$2,779 

2000 Proposed 
Proposal increase 

$3,194 $395 

<;.f̂  Food Handling Friucation: Retail Food Service, an Institutional Edu^tjgn 

Recent outbreaks of food-bome illness have heightened public sensitivity about food 
safety including the safety of fresh fmits and vegetables, tn recent years, a new 
Hazard Arlalysil and CritiLl Control Points (HACCP) based method -nsp^.^^'"g 
meat and poultry products has addressed some concems about E. co// 0157.M7. i o 
addreS the i s s l of produce safety, the Presidenfs Fruit and Vegetable nitiative will 
target p r ^ d u ™ ^ of domestic and imported P^od-e. Good Man^^^^^^^^ 
Pracfices are being developed and adapted for the fmit and vegetable industry that 
will significantly expand the need for educafion and outreach programs focusing on 
preventing microbial contamination during growing, han/esting, processing, and 
transportation of fresh produce. 

There has been consistent progress made toward providing HACCP educafion and 
training to large retailers through the various retail organizations. However, mere are 
several under-served groups for whom HACCP educafion and training is critical. For 
example there is a large unmet need for HACCP and food safety training and 
education for very small retailers who are often not participating members o major 
retail organizations. CSREES will need to develop methods to "dentrfy and target tti.s 
under-served group, and to provide them with critically needed HACCP educafion and 
training consistent with new HACCP regulations. In addition, there is a need to 
increase the focus on developing and implemenfing training and educafion programs 
for growers and producers of fresh fmits and vegetables. These programs will need 
to be based on established good manufacturing pracfices and they will require a 
collaborative effort across all Federal agencies with a role In ensunng the safety of 
the food supply. 

In 1998 funds were used develop food safety training and educafion programs for 
retail and commercial food service establishments. Additional funds are needed to 
expand HACCP education and training to under-sen/ed groups, such as very small 
retailers not currently affiliated with trade organizations. Addifional funds are also 
necessary to build an education and outreach component that addresses the needs ot 
growers and producers of fresh fmits and vegetables. 
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FY 2000 Activities: 

. Develop educational programs that focus on providing HACCP educafion and 
training for very small retailers. 

. Increase efforts to provide food safety education and training to key segments of 
lhe ret J l m a L . including food transportafion and food distnbution sectors. 
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USDA 
COOPERATIVE RESEARCH, EDUCATION, AND EXTENSION SERVICE 

1993 1999 2000 Proposed 
Actuai Budget Proposal Increase 

Safe Food Handling Education: 

Veterinary and Producer ($000) $350 $1,106 $1,368 $263 

Safe Food Hapdlino Education- Veterinary and Producer Education 

Confinued outbreaks of food-bome illness due to a variety of P^f^ogeris of fecal origin 
in various foods (ground beef, poultry, eggs, and fresh ^J^^s a"^ .^^^etables) have ^ 
sustained a high level of awareness among the public about the issue of food safety. 
Changes such as the implementafion of Hazard Analysis and Cntical Control Point 
(HACCP) systems in meat and poultry plants by the Food Safety and Inspection 
Service (FSIS) and the Guidance Document on Producfion Pracfices for Fresh Fmits 
and Vegetables by the Food and Drug Administrafion (FDA) have enhanced the 
awareness ot the role of producfion pracfices in contaminafion of vanous food 
products. 

The awareness of food safety issues means that food animal and fruit and vegetable 
producers and their consultants must be much more involved in reducing the 
opportunity for contaminafion with pathogens of fecal origin, whether from domesfic or 
wild animal species or human beings. This emphasis has increased the need for 
more research on management practices that will reduce the prevalence of 
pathogens, e.g.. Salmonella, E coli. and Campylobacter, and has also given mari<ed 
impetus to the efforts to provide resources for educafing producers and vetennarians 
on the implementation of such pracfices. The Cooperative State Research. 
Educafion. and Extension Sen/ice (CSREES) and its partners in the land-grant 
universifies are well positioned through their interactions with the production 
community, to conduct the applied research and, via the extension system and 
production consultants, the related educational programs to effect the needed 
changes in on-farm pracfices. 

Inifial efforts will focus on developing educafional programs for veterinarians and 
livestock producers to cause a reduction in the incidence of human pathogens present 
within the livestock production system. In this manner, we expect to reduce the 
shedding of such pathogens in the feces of animals and reduce the likelihood that 
food products, whether animal or plant derived, are contaminate with these 
organisms Outcome measurements will include monitonng of animals going to 
slaughter for presence of foodbome pathogens prior and following implementafion of 
management systems due to educafional programs. Similarly, outcomes for 
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educational programs for fmit and vegetable growers about best production practices 
can i S e im,^ementafion of these pracfices and impact on contaminafion levels of 
harvested crops. 

For 2000 the program would begin to focus on the producer of fruits and vegetables. 
Currenfiy. pTot^programs are being conducted on how to preceed wrth educational 
programs for food animal producers and these would then be ^^o^ 'V ̂ ^̂ ^̂ ^̂ ^ 
in 2000 The fruit and vegetable sector would have an increased level of training 
programs in 2000 as compared to the anficipated efforts m 1999. 

FY 2000 Activities: 

. Develop educafional programs for veterinarians on how to funcfion as auditors or 
certifiers of Best Management Pracfices (BMP's) for livestock producfion units. 

. Develop educafional programs and provide them to producers on the management 
systems needed to reduce or eliminated specific pathogens that can cause human 
illness through contamination of food products. 

. Increase efforts in educating fmit and vegetable growers on how to miniriiize 
contamination of their crops and be in compliance with the proposed guidance 
document from FDA. 
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USDA 
FOOD SAFETY AND INSPECTION SERVICE 

Emergency Outbreak Response 
Coordination: 

District Epidemiology Officers ($000) 

1998 
Actual 

$0 

1999 
Budaet 

SO 

2000 
Proposal 

$1,450 

Proposed 
/ncrease 

$1,450 

^ ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ ^ n u ^ ^ " i - * ^ * " ^ ^ EpidemioloaLQffigglis 

To further reduce illness and death fram foodbome disease, improved dBtection of 
foodborne illness outbreaks is needed, as well as strenger capability to appropnately 
handle an increasing number of product recalls. This calls for 'ncreasing the 
oresence and scientific expertise of field epidemiologists who conduct recalls and 
^oordlliate" the States in invesfigafing outbreaks. The Food Safety and Inspecfion 
Sen/ice (FSIS) has determined that the 8 exisfing field epidemiology personnel are 
fnslli^dent to cover this wori^load. which grew by 25 percent from 40 recalls in 1996 
to 50 recalls in 1997. 

The request is needed to increase the number and preparedness of the Agency's field 
epidemiologists. An addifional 10 field epidemiologists, along wrth the current 8. 
would sen/e as District Epidemiology Officers (DEO) to cover all 18 'nspection 
distncts. The increased number of DEO's will provide FSIS w'th expertise to reŝ ^̂ ^ 
effectively in unexpected crises. DEOs will be in regular contac with State health 
and agriculture departments and will assist in foodbome outbreak invesfigat ons. This 
will require specialized education to acquire microbiological investigative skills, as well 
as instmments for complicated analytical woric and mobile communicafion devices. 
Mobility among the States, FSIS headquarters, and the Centers for Disease Control 
and Prevention (CDC) will also be necessary to achieve the level of preparedness 
that will significantly improve the FSIS response to foodbome illness. 

FSIS expects to expand ongoing coordinafion with States and the Food and Drug 
Administration to facilitate mutually beneficial exchanges of laboratory and technical 
expertise This effort will further assist Federal, State and local integrafion in support 
of a seamless national food safety program. DEO's will also participate in the 
Foodbome Outbreak Response Coordinafing Group (FORCG). which is a combined 
State and Federal effort. 
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FY 2000 Activities: 

. Increase the number of District Epidemiology Officers by 10 for a total of 
18 epidemiologists. 

. Conduct invesfigafions associated with product recalls. 

. Invesfigate foodbome illness outbreaks in cooperation with other Federal and 

State public officials. 

. Promote food safety during producfion by woricing with farmers and others to 
reduce the risk of future contaminafion. 
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1 PRESIDENTS FOOD SAFETY INITIATIVE 
FY 2000 PROPOSAL 

1997 1998 1899 
2000 

Proposal 
Proposed 
IncreasB 

ACTIVITY Dollars in Thousands 

SURVEILLANCE: 

USDA: 
Fcxid Saf&ty and Inspection Ser/ice 
Ecenorr.lc Research Service 

SI.000 
32 

$1,500 
32 

S1,500 
282 

$1,500 
265 

$0 
3 

Subtotal, USDA 1,032 1.532 1,782 1,785 3 

HHS: 
Focd and Drug Administration 
Centers tor Disease Control and 

Prevemion 

737 

4.500 

3,B97 

14.500 

3,S97 

19,000 

10,297 

29,000 

S,400 

10.000 

Subtotal, HHS 5.237 18.397 22.897 39,297 16.400 

Subtotal, Survaiilancs 6.269 19.929 24,679 41,082 16,403 

COORDINATION: 

USDA: 
Food Safety and lr»epeetion Sisrvicg 0 0 0 500 500 

HHS: 
Food Erd Drug Administration 7.173 7.723 7.723 7,723 0 

Subtotal, Coordination 7,173 7.723 7.723 8,223 500 

INSPECTIONS: 

USDA: 
Food Saiety and Inspection Service 0 565 10.113 12,513 2,400 

* HHS: 
Food ard Drug Administration 73.244 81.114 105,614 122.514 16.800 

Subtotal, Inspactiona 73,244 
1 

91,679 115,727 135.027 
1 

19,300 



1997 189a 1999 
2000 

Proposal 
Proposed 
Increass 

ACTIVITY (Cont.) Dol lars in Thousar ids 

RISK ASSESSMENT: 

USOA; 
AgriCtJltural Rassarch Service 
CotjpDraiive State Reso&rch, 

Education, anti Extension Service 
Food Salsjty and Inspection Servica 
Economic Posaarch Service 
National AgrKrultural Statistics Service 
Offit;(j( ot the Chief Economist 

5,461 

145 
0 

33 
0 

62 

4,499 

150 
0 

33 
0 

60 

4,909 

2,612 
3,260 

236 
0 

158 

7,3Ca 

3,702 
3,260 

566 
2,500 

158 

2.400 

1.090 

0 
460 

2,500 
0 

Subtotal. USDA 5,701 4.741 11,176 17,6',5 6,440 

HHS: 
FcKid and Drug Administration 2,589 6.53S 6,539 7,039 500 

Subtotal , R isk Assessment 8,290 11.2^0 17,714 24,654 6,940 1 

EDUCATION: 

USDA: 
Cooperalive Stata Research. 

Education, and Ejctonsior. Service 
Food Saloty and Inspeciion Service 
Food And Nutrition Service 
Offlca of the Chief Economist 
Economic Resea.'nh Service 

2,365 
0 
0 

2? 
420 

2,355 
0 
0 

3B 
4g0 

7.365 
3.659 
2,000 

3B 
420 

6,267 
3,656 
2.COO 

38 
420 

922 
C 
0 
0 
0 

Subtotal, USDA 2,fl12 2,823 t3,4fl2 14.4C4 922 

HHS: 
Fooo and Doig Administration 
Camers for Disd<^3e Cuntrol and 

Prevention 

4,800 

0 

6,870 

0 

6,B70 

476 

8,370 

476 

1,500 

0 

Subtotal, HHS iBDO LSTO 7,346 6,8.46. 1 1,500 

Subtota l , Educat ion 7,612 9,693 20,a2i3 23,250 2,422 

RESEARCH: 

USDA: 
Agricultural ReSBarct-i Service 
Cooperatr/e Slate Resaarch, 

Educaticn, a r d Exrensior- SeivHcs 
.Agricultural Msiktttincj Service 

44,1 B6 

:!,724 
0 

50.351 

6,250 
0 

64,959 

U,78B 
112 

74,27s 

23,799 
6,2.97 

9 320 

9,011 
6 185 

Subtotal, USDA <7,910 56,601 j •'9,869 •;04,37S 24516 

HHS: 
Food ar,d Drug Administration 20,793 27,693 3S;,3s3 4 700 

Subtotal , ResaDrch 63,7Cl.-l 83.794 136.768 29.216 

TOTAL, INITIATIVE 214.003 294,223 369,004 74 781 
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PRESIDENTS FOOD SAFETY INITIATIVE 
FY 2000 PROPOSAL 

Increasie 
2000 Ovar 

1997 199S 1999 Proposal 1998 

TOTAL INmATIVE Dollars in Thousands 

USOA: 
Agricultural Research Sarvica $49,647 $54,849 SG@,86a - $G1,S88 Si 1.720 
Cooperative State Research, 

11.023 Education, and Extension Ssrvica 6,234 8,765 24,-765 35,788 11.023 
Apricuttuml Marketing Service 0 0 112 6.Z97 6,185 
Food Safety and Inspactian Sen/ice 1,000 2,065 16,532 21,432 2.S00 
Economic Raaearch Service 465 485 938 1,391 453 
Oftica of the Chief Economist 89 9S 196 196 0 
National Agricultural Statistics 0 0 0 2,600 2.500 

Service 0 0 2.000 2.000 0 
Food and Consumer Service 

57,455 66,262 116.411 151.192 34,781 
Subtotal, USOA 

HHS: 
Food and Drug Administration 109,336 133,336 1 SB,-336 198,336 30,000 
Canters for Disease Control and 

Prevention 4.S00 14.500 19.476 _29,476 10,000 

Subtotal, HHS 113,836 147,536 177.812 217.812 40,000 

TOTAL, INITIATIVE 171.2i)1 214.09B 29,4,223 369.004 74,781 



POOD anntTY vreivniBs 
(OollaxB I n H i l l l o o s l 

1359 

• • . ... 
3C00 

csianga iruti 2000 OMnge Cron 

lS9t 199!> i9$a Budget: 1999 

Pcod SttCftcy tn i i t i a t ive : 

£4, a 69.9 15.0 61 .£ 
CSR£ES (I.a 24.6 ' 16.0 35 .B • . 11.0 
AKS o.a • O . l 6.2 
?SI6 2.1 :X8.S 16.6 21.4 . . . . . J . S 
zns o.s 0.9 . -. 0-5 .1.4 O.S. 
OCE O . l U.Z 0,1 a,2 0.0 

0.0 3.0 2.0 2.0 0.0 
M M ; 0.0 O.D - 0.0 l . S - - .-. • .1.5 

66.3 1X6,4 SO. l ISO.2 33.6 

HKS: 

112.i 158 25.0 .104.3 30.0. 
14. S 19.S s.o 29 5 10.0 

SuX>COC&l, JxHS U 7 . 8 177.fl 30.0 .. JI'?. 8 40.0 

114.1 <0.1 368.9 73. £ 

fqott Saffcty 4nd Inepectioa 

S e s v i i * (Hec f S I ) : 5e.7.3 ,_SS8.S U . 3 631.6 • 33. .1 

TOTAL, Food s « £ « t y A e e l v i t l e s eoi.3 892. a 91.S 995.6 -,-.106. » 

RECAP; 
-

tvod Sftfacy Acti%'ltica: 
USDA. 

AJtS SHi.3 69.9 15.0 e i .6 11.1 
>.» 24 .e 16.0 3S.,B 11, 0 
O.C 0.1 0.1 6.3 6.2 

psrs Ses. J GI7 ,1 21,6 653.0 36.0 
0,5 0.9 O.S 1,4 O.S 

CCE 0.1 0.2 0,1 0.2 O.C 
ms O.C 2.0 a.o 2.0 0.0 
((AS£ O.Q 0.0 0.0 l . S l . S 

SuiJCOtal' , USDA S<j3.S 715 .0 6.1. s 761.sr fie. 9 

?CA 133.1 i&a.3 25.0 188.3 30.0 
14 .5 19. S 5.0 79.5 1.0. u 

Su-bcccal. HHS 1,47 . f 177.U 30.0 217. B 40.0 

TOTAL. F00.1 SftCety A C C l v i c l M S O l . l B92. e 91. & 9S9.E lOS . 9 


