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" I.'Dl!l'ARl'M1!NT OF Till! 1'RI!ASURY DI!PARTMIlNT OF I!l!ALTH' 8< HUMAN SI!RVICBS' ,
I '''.'. 

, ' 

'.' . 
The HonOrable Willliun I. Clinton' :' 'j< j

.' ,,' 1< .... ,

President .,' l ' 


The White House 

Washington, D.C. 20500 


Dear l'>lr, President: 

Al; you directed in )'QUC memorandum ofJuly 3, 1999, we are submitting'!lie enclosed jOint· ' 
report on steps that the Department ofHealth and Human Services (HHS) '!lid the Departmentof 
the TrcllSUl'y (Trcasrny) will take to protect COIlllUIller.; from unsafe'inip'.<fued foodo. Your.' '," 
mOlIl<lIlllli!um directs that we target the "bad actor" importers who violate' the rules and work to' , , 
subvert the system by moving unsafe fu<>d into u.s. marlc';", . ' ',' 

You bave asked both departments to take whatever steps are possible, within existing statutory 

authority 'and resource limitations. to develop new operational procedures to protect public 
 . ,
hoalth. hi rtl$pOnding to your diroelive, we bave given particular artenlion to six specific • 


, objectives that you cmphasizod in your memorandum: . 
 . .. . -.. • .'., 
(I) PievClll diSlriQution of in:mortc<i Mufe food by means such as griqg food t<i l1.:lieid .. 
until reviewed by tho Food il!!d Drug Administration· The Food and Dniii AdministrStion (FDA) 
ofthe HliS is preparing guidelines that include criteria for iden~'pioblem imp~rter;.... weil' 
as procedures for iniposition of sanctions, The U.S. Customs SOrvice(Customs) oftbe Tieasury 
is preparing guidelines fur its field personnel to ensure that shipments of fuod products for FDA· 
designated problem importers can be idoAtified at the time ofarrival and held in secure storage, 
until ,eleased by FDA. " 

(2) J,!estrpy warted food Ibat _!!1l aserio"" public!jeaJth threat • FDA will establish 
criteria for deteunining whicb h.allb and s.rety violations are .uffici!'lltly serious to require 
desln1<tioo of the imported foed. Cu.<toms currently bas ample seiZtireaild furfeiture 'authoritY,: 
and procedures to anow FDA destruction orders to be carried out~ ',",. ,~ , 

(3) Prohibit the ro>-i!!1j!ortatio!!.9f food that has been Previously ro/Used ru:lmissjon and has ' 

001 been brought into cQ!!lI)ll""". wjth United States laws and regglatjQ1lS (so called ''port 

_rung''), and require the mlll'kiM.Q( shiDDIDg containS] and/or p@Pcrs of imported food that is. 
refused admission fur safety!ll!!!9!!!! • FDA will publish regwations that Will provide for marking 
ofrcfused food products as well as other initiativos discus~ed in this report. Customs inspectors 
at ports ofently wiil enfun:e the FDA marking TCqu.irement.

I .', 

(4) Set $!il!!dIIrds iourint. labo!l\\!lri.. for the CQiklgtioll and II!I!lli!sis o{samples of . 

um)Qrted fOQd for the p!!!I!Q§O of lI'IilJjng en!IY into the !J!lited SIiI9Ji • FDA bas sufficient 

statutory authority to isSlle regulations in this area, and will develop. pisn to address sample 
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oollection and laboratory issu-~ as well as other initiatives. discussed in the enclosed report. j 

, !'" ."" . !yq'f'\"I 
(5) In'~c the WUount of the bond posted for imPorted foOds when necessary' to deW f ''': Ij f" >" 

premature and iIIogal entxy into the Unit\\d SIiII!'l! - Customs has alrcailj published prop''''bd "" ,.' 

TOptiOns to incr.... the liquidated damages th>m three times !he entered value to the full 

domestic value in cases where refused shipments are not TOdelivere4, exported. OT destroyed in " 

accordance with law or regulation, The proposed regulatioIlS would remove the po'$loillty of. . . 

monetary gain from the illegal importation and sale ofrefused fuod, ' , ' " 


, '" .' 
(6) IlIlhan!;p,wforcement •••inst viglation ofUnited State. laws related lO t1ie inlllortati;;~'Qf " 
foods. including through the imposition qf civil monetary penaltiMI~ customs has instituted 
aggressiv~ enforcement programs under existing statutory ap.t~lonties ,th:tt'mow for the ' , .' " 
imposition ofmonetary penalties. Customs will ensure that FD~ is'aw¢ of the assessment 'of 
civil mon~ penalties against viointors involving unsafe fuod, and FDA will ensure tliat 
Customs is aware otany events fur which civil monetazy penalties are an appropriate regulatory, ,
action. 

The enelJsed report further elaborates on our plan of acti~ in theSe siX areas. The ~Ort 
Sll.lJlIlUIrize progress already made by the Food and Drug A<lminisiration and the U.S. Customs 
Service as well as future activities that wiU pn:vent problem importers frOm jeopardizing in.' , 
safc1:yofourNatiou's food supply. ' , . t \. , ',.: ;1) ,':,,"', , . (;;/\ "-; : ,;.," 

! j , , 

Sincerely, Sincerely, 

~\\-j~ 1d1c,.')-... 
Lawrence H. Sur:nmers Donna E. ShalaJ. 
Sectetaryofthe Treasury Secretary of'&alili 

and Human Services, " 

Enclosure 
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Presidential Initiative - Safety ofImported Food 

Status Report 


r. l;l.clll!l:ODlld 
! 

" 
American consumers elijoy one of the: safest food supplies in the world. 'Enhancing the ~eiY' ~f 
the U.s, food supply i. a high priority of the Clinton Administrn"tion lIS Ovideneed by fimding',. ' 
requests for food safety initiatives, the establishment of the Food ~afeiy Council, and rurcctiv~s 
to improve the safety of the food Sl.Ipply, On July 3, 1999, -PreSident Clinton expanded his food 
safety efforts by directing the Secretary of Health and Human Services and' the Secretary of tJie , 
Treaswy to take additional action to further protect consur.ners from unsafe imported fuods. 
While most imported foods are safe, and most importl!TS comply with U.S. food safety 
requiremcmt..... few importers try to Sidestep U.s. laws to bring unsafe or contaminated food into 
the ""uotry, The President specifically directed the Food and prug'A!"minisb'ation (FDA), t~e 
.geney responsible for the safety ofmo't imported foods, ~nd t1i~ ,Uniteq;S,tates Customs SetVice 
(CustonlS)totakeuHactionSl1vaHableto: ' .' '. ~",: '. !i,·,{'.,1., , 

(1i 	P,eveal distribution of impOrted unsafe food by means sUch as requi~ng f~od ~ be ' 
beld until reviewed by FDA; 

(2) 	 Destroy imported food that poses a serious p\lblic health threat; 

(3) 	 Prohibit the ce<importation of ll>od tMt has been previously fcfused admission lind 
has not been brought into compliance with U.S. laws and'r,,1:uIations, aod require 
the marking of shipping containers and/or papers ofimpOrted'fodd tM! is re!\lsed •. ,' , 
admission fOT safety reasons; . ,- . . d 

'. ' 

(4) 	 Set standards for priva!elaborawries for the collection and analysis of samples of 
imported food for the purpose ofgaining entry into the United States; 

(5) 	 Increase the amount oftbe bond pos!<:d for imported food,S when necessary to deter 
I 	 premature aod megal entry into the United States; and - , - .." ' 

. :- " " 
(6) Enhance enforcement against violations ofu.s':i,,'ws 1elate,l'~o the imponarlon bf' , 

foods, including through the imposition ofciVil inonetary pe!i:altie., ' '" . , . 	 . . . 
, 

The President further directed the S=otory of Health and Human Services and the Secretary of' 
the Treasury to consult with his Food Safety Council and relevant kdcr<l.1 ~gcncies. particularly 
the United States Department of Agriculrnre (USDA) and the Uni!<:d States Trade Representative 
(USTR), to develop steps in the above areas to protect consumers frOm unsafe imported foods. 

, ',-" , , 

I' " 

I 
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II, This Report 	 , 
, 	 • ' .•\-! 

. 	 !. ",:- , '"'' -.:: ,.... "','.
The President asked the Secretary ofHealth and Human ServIces ~d the ~c:_cl."etary ofthe ", i '1," 

Treasury to report on the steps they will take in each area ideii.tified in h}~ directive to prated 
consumers from unsafe imported foods. This report presents the status of progress made in each 
area and a plan for accomplishing the President's ''problem importers" directive. 

To meet the President' 5 goal of curtailing the effect that probl.em importers may have on the , . 
safety of the U.S. food supply. the Departments will exercise the full extent of their statutory '" 
authorities to: 	 ' I' 

:'- , 
" I I."'" 

, ' . , ,'\ " . 
(1) 	 Require controlled storage ofmerchandise ente.red,by·~s,'~ith,a history'ofl(ai!ing : 

to hold products, ofmaking false declaration, oiof substitUting products; . 

(2) 	 Seize and/or destroy merchandise that poses a serious health threat; 

(3) 	 Promulgate regulations to require importers Or consignees to mark food productS" , 
that have been deemed unsafe and refused admission mto the United States and ,.' 
prohibit the re-importation of any food product ~t h~ b,~e~ previously rcfus~ci'~ 
entry· 	 ~. ,'( , " , 

, " 	 "'l ., ," ",., \ 
. 	 . .r·"" t" 

(4) 	 Promulgate regulations to establish requirem~ntS p~~~~' ~ample coilectiori'\ !"'. : 

and private laboratories; 

(5) 	 Assess liquidated damages equal to the domestic value of merchandise that bas not ' 
been redelivered to Customs or that has not b~en exported or destroyed within the' 
time period prescribed by law after refusal; and " 

I 	 . " 

I 

(6) Collaborate more effectively in enforcing tii,? .~s~o~ program of assessnig:~!vii-, 


moiietary penalties to importers who attempt to impo~ ~y food by means'of,"aily');,; "' 

material false statement, act or omission, 	 <,'. ,i 

In his directive, the President recognized that there are limitations on the Departments' 
resources and statutory authorities to take measures to protect consumers against unsafe 
imported foods. Included in this report are discu5sion~ ofproposed rulemaking and reso~e " 
costs to FDA and CUstoms to enact the new procedures and ~plement ~ew regula~ion::' '~ 

Because public notice and/or comment is desirable and, in some instances, required for the 
implementation procedures, the Departments plan to invitetdlscUssion li'ri:d 'cominent'oihh~se·".!' . 
initiatives. This report and its accompanying operationa"l procedural" gtiidan~e and regUlatO'ry" '" 
enforcement programs will be posted on the Internet sites ~fFDA and Customs. 
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The actions outlined in this report are intended to de.l with pro~t";' importers and unsafe food 
shipments. The propose<lsteps .... fully in ..cord with World Trade Organization agreements 
and should not pose barriers to trade for ill1Polt¢rll who ro~tinely fotlow u.s, regulations and 
procedun:s. 

Food is defined as .mcles used for food or drink for man dr allier .ni;';.ls in section 20!(fl(l)'of:.
'.' I' ,

the Federal Food. Drug, and Cosmetic Act (21 U.S.C. 321(f)(1»" Anix!>al food or feed.is also, . .''' ". 
imported ~to this country. Unless stated otherwise, use of tlie word'~6o~ ~i:hhis report"inclp?,~ '/ ~ ,: 
animal food or feed. . ". . , 'i '. , .. ' 

" 'p" , 
f. I ' 

~. " 
, 

1lI. Participants 
'.' ,~t ',"" 

FDA and CUstoms have the primary responsibility for the plans 
,. 

to accoJ:!lplish and impleineht" 
" 

, 
this directive, Ajoint task force, which developed this report and implemcmtation plan> ' . : t t • 

consisted'ofmembet6 represe:1t1ng various offices within'Customs and FDA. as well as the" ":~) ,
."


Envirollmental Protection Agency (EPA), and USDA's Food'Safety'aru! Iti'.pection Service I; , , 

(FSIS) and Animal and Plant Health lru;pection Service (APID,S). Copies of the wOrking'draft • 

wore shared with representatives of USDA's Foreign Agriculture Service (FAS) and the USTIL 

The repolt was also submitted for coftUllen! to tha President' • Food Safety Council. 


IV. Action Areas 

1. ~reve~t di.strIbution ofimported unsafe food by mea,ns siu:h)~ te~~iring roo~ ~o'~':he;~:; 
uutil reviewed by FDA. '" \" ",;,! • , 

, 
St.tus: FDA and Customs have developed procedures by wbleh importers who have rePeatedly. 
distributed imported foods before they were released by FDA, or have provided the U.S. ~ 
government with false or misleading informatiOlJ on impolted foods, will be required to store .. " 
future shipments in secure facilities opemted by an independent third partyt under the 
supervision ofCustoms. until FDA has reviewed and n::leased the s~pments into domesti~ 
commerce, IfFDA ultimately detennines that the food is notildmissible into the United States, 
the importer would be allowed to remove the food from the secure storage fucility onJy for ,,', 
immediate export or destruction, The importer would bear storage costs'.. .' Since FDA and '<' 

Customs expect that. nationwide. nQ more than twQ or thtee dozen,importers wi'll be supject 'to" 
this procedure at any given time, there should be no significant'impact oh 'port storage ", ,
requirements. < , 

. 
Plan: Cuslonts pOlt directors already posso.s sufficient authority to implement this plan. FDA 
will draft internal guidance for its field personnel on h~ to work with CusIQrm; under tbls plan. 
FDA's internal guidance \",ill include criteria for identifYing" pr9blem importers as well as ' ' 

,,
3 
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internal procedures for submission of reconunendatioris for review: and 60ncurrence by F}J:A ',', 
headquarters. Customs will draft internal guidance for its field perso~~l to en'sme ~Problep~' 
importers are identified and that the food products imported by the Problem importers are held'ill 
secure stores. until released by FDA. 

Time/ramo: 
Qctober-Decembsr 1999 

s. Customs bas drafted and will issue field guidance 
" ' 

b. FDA will draft ~d issue field guidnnce " :',' " 
lanuary-March 2000 ' ' '" I ", l;V~ . 

•. FDA will identifY importers meetillg the ciitei:ia: ior'seCUre'storage "',"';: " 
b. Customs will load FDA importer data into Custqms Scr.e,ung System (qAS) , '; 
c. Implementation ofrhe program 

2. Destroy imported food that pose •••erlous pnbllc he,lIth threat. 

Status: Under section 801(a) of the Federal Food, Drug. and Cosmetic Act (21 U.S.C, 381(.», '. 

the Secretary of the Treasury is directed to destroy any p,,!duq reruse<:l.admission into !be ',,', . 

United States, unless it is exported within 90 days following such refusat FDA and Customs' 

bave discussed procedures whereby, once FDA has det~iiied<tbat a:sNpinf?llt of.imp~~}~d 

poses a significant risk to the public health or safety, rather ~'issu~"a RefuSal ofAdmission,' , 

FDA will refer lb. shipment to Customs for seizure under 19 V.S.C. IS9Sa(c)(importation' 

contrary to law). Following forfeiture procedures, the product will be destroyed. These 

procedures would be consistent with seizure actions normally taken by the FDA against 

domestic food products that pose a serious risk to pubHc health, 


Under Customs' forfeiture provisions. the government is responsible for storage and destruction 
costs. Preliminary estimates are that approximate1y 1~500 destru¢ti~n~'will occur ann~aiiY~wid.~" 
that the government' • cost will range from 1.5 to 3 million dollars. TIii. procedure will'impact. 
Customs resources as funds have not been specifically appropri~ted fo~"destructton ofs"eiiCd: \ 
foods. 

, 
Pion: This plan will use exl!!ting Customs seizure and furfeiture authority and procedures. FDA 
will idm,tiiY critei:ia for determining which heallh and safety vi<;,lations are sufficiently serious to 
require destruction of the imported food using FDA's Class I·Mean criteria as a basis, Also,' 
FDA will' devc~ guidance for its field personnel on subniissioir9freGpmri1i:m~tions to FDA~.i 
headquartcn; for Customs seizure/forfeiture/destruction a~_tion(' ~to~'~)Vill deve!op' ii~i4an~e.,_ 
for its field pcrso~el to expedite processing ofFDA seizute/f?~i~UTe(destructio~'teq~es~.~. . 

, ' ' 

, .1 

4 
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Time/ram(/!.' 
October" pep.smb..er..I929 . 1,-", ,,, 

a, FDA will develop criteria for identifying "(hi<h boalth ond safety violations ore 
sufficiently siguificllllt I<> require destruction otlb. imported tood ." 
b. FDA will develop guidenoe fur the field on submission ofre'commendOtion, to .' . 
FDA hcadquMters fot Customs seizure/forfeiture actions' .. , " "', :?'!,\, .i,:,. ',:' 
c. Customs will draft and is.<ne field guidance '. " . . " ,. c., 

Ji!Il\!!!O' - M!m;h 2QO.ll 

Implementation of the program 


3. Prohibit tbe re-importation of food th2t has been previously refus'ed admission' and bas 
not been brought into compliance with U.S. laws and regulat~on9, and require the marking 
ofshipping containers and/Qr papers of imported food that'ls r:efuse~ admission for saf~ 

, ' ..reaSonS. " .' , , 
,,' 

I ' ',' '~ , 

Status: FDA, jn consultation with CUstoms, is drafting a proposed nile regardirlg the markfug of 
refused food shipments. FDA is considering rec;uiring an importer or consignee to affix a . ' 
permanent mark to the outside container of the food product and to an invoice, bill of la.ding. or 
other Shipping document accomponying the food (If the mark cannot be affixed I<> an outside 
container, as in the case of bulk agricultural products, the proposed rule.wouJd consider only 
requiring the mark to be affixed to an invoice, bill of ladirig. or ath"" shipping &xiument :,,' 
accompanying the food.) Additionally, tire proposed rulewoul!! cOIlsi~rr7'lui.'ing tba! the~, 
be affixed before the food product leaves the port where refusal .occurred and be clear,' ..... : .1", 
conspicuous, and pennanent. The mark would be similar to a rii.ark 'used by USDA ()n 'imported," 
meat and meat food prodUCIS tbat aTe tefused enlIy into the United States. The mark would .. : 
facilitate the identification ofpreviously refused food products, 

FDA is lIlso considering prohibiting importers ""d consignees from: I) refusing to affix. mark 
on a refused food product; 2) importing or offering to import any food product that bas been .'. 
previously refused admission into the United States and m~ked as such unless it bas been' ::' 
reconditioned to confonn with u.S. law; and 3) altering, removing, tampering with, or., '~~'l 
concealing a refused mark. Failure to comply could result in seizi1£e" or other penalties; as . J~ j.. ' , , ~ ~.~, 
appropnate. . " , ", - 'I, "'" 

Plan: FDA will finalize a proposed rule and publish it in the Federal Register for public 

comment. The agency will develop a plan to invite comme1lt and discussion about marking 

refused food produclS as well as other initiatives diSCUl5scd in this report. FDA bas sufficient ,'. 

statutory authority to issue regulations in this arca. Customs wo'uld """fy the FDA export .. ,.,',' 

marking requirement. The additional budgetary need for CustoIDs,10 enro'ree this new ' .:'~. 


Tequirement is estimated to be 28 person~years, , 1'\ 

." 

, ,. ., . 
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Timeframe: 
O\1tob~[ 1999 - &/riI2000 

a. FDA to complete drafting ofllie proposed rule andpublisli in the Fedefai 
Register for public comment 
h. FDA will dmft a guidance document for field implementation 
c. Customs will draft a guidance document for field implementation , , 

Mh 2000 - AlIg!..,1t 2000 , 

; it. FDA to evaluate comments submitted to the pr0p.0s'ed rule 


fo. f 
, b. FDA to prepare a final rule ,.' ' 

, , ,I '.

September - 0\11ober..:<QOQ . . 

., FDA to publish final rule in the Federal Register' , 

b. FDA will iSSue field guidance 
c. Customs will issue field guidance 

4. Set standards for private laburatories for the collection. and analySis of samples of 

imported food {or tbe purpose of gaining entry into lbe United St.te•.. 


. Status: fDA is considering proposing jI. rule that would est~bl:ish ~'~meIrts f~r it~orters ai~' .;~ :', '. 
other persons who use sample collection services and/or private 'labo.rato~es to demoristrate :. 
compliance with FDA law, and would establish requirements and standards fur the collection 
and analysis ofsamples. The proposal would eonsider requiring pcrso~"who use sample . 
collection services and private laboratories to notify FDA of their intent to USe a sample 
collection service or a private laboratory and to explain the reasons for the sample collection or 
laboratory analysis. The proposal would .1so considar provisions to en""" that samples are 
properly identified, collected, maintained, and analyzed. Additionally, the proposal would 
consider requiring laboratories analyzing samples to be accredited, to use ,,validated or' : 
recognized methods to analyze samples, and to ,,"bmit analytical packages: directly to FDA. The 
proposed rule would be intended to help ensure the integrity and scientific'validity ofdata and '. 
resuilS submitted to FDA. ' 

Plan: FDA has sufficient statutory authority to issue regulations in this area, FDA will finali:ze a 

proposed rule and publish it in the Federal Register for public cOmment FDA wiU develop a 

plan to invite comment and discussion about sample collection and laboratory issues as weB as 

other initiatives discussed in this repon. ' 
 .,Time!rame: .' 

OctOber 1999 - April 2Qgp , ; '. ", : 
. . 

: a. FDA to complete drafting o(the proposed ru!~imd'publi'h in theFed~ral '. 
f Register for public comment 
: b. FDA will dmft guidance document fur field implementation 

6 
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May ,;gOO - Au"",,! 2000 
e, FDA to eva(uate comments submitted to the proposed nile 
b. FDA to prepare. fma! rule . ' , 
c, Customs to draft guidance document for field implcinentation 

Il!;p~mber - OCrob<r 2000 , if', 
e. FDA will publish final rule in the Federal Register . , 
b. FDA \\-ill issue field guidance 
c. Customs will issue ficld guidance 

,, 
5. Increase the amount 0.( the bond posted fur imported foods when n'ecessary to deter 
pn:JIIllture and Illegal entry into the United States. 

Status: Current Customs regulations provide for the assessmeut of liquidated damages untler an 
import bond equal to three time, the entered value of the shipment offood when the importer , 
defuults on the condition of the Customs bond concerning redeliveiy of the goods. The entered ' 
value, however~ is generally the price paid by the importer for the merchandise (witb certain 
minor adjustments) prior to Shipment to the United States, Ifa shipment is refused admission by 
FDA and not redeHvered to Customs, exported, or destroyed in accordanCe with law or, 
rcgul.non, liquidated damages are "'",;sed for breach of the bond. The Genetal AccOunting 
Office (GAO) has reported 1hat even liquidated damages Qfthree times the cnwed. value of the 
sbipmentrnay not deter the illegal sale ofimported food because th~ value of the foeXl on'~e' , 
domestic retail market (I.e., the dom¢sUc value) may be far &reaterl than tlltet; times'tl'ie entered.:: 
value, I '. . _ . .". ': ." , ., " .:" .. ~ 

Responding to GAO' • concern, on A~gust 2, 1999, Customs published a proposed rule to 
increase the liquidated damages from thn:c times the entere4 value to the full domestic value in 
cases where re.fused shipments are not redclivered. exported, or destroyed in accordance with 
law Or regulJition (64 Fed, Reg, 41851). Since the importer no",!ally sells'a! the domelllic value, 
the proposed rule would remove any possibility of monetary gain froID: ~e illegal importation,"'J 
and sale of refused food. '. ',.- , ,.- I '-,;~,..::-~".-)

'.' ;.. ,\ " 

Plan: The comment period for this rolc c1ose:d October 1, 1999., 'CUStoms will conduct an:' 
analysis ofcomments and subseqnently dmft a final rule for publication 'in the Federal Register. 

Tlmeframe: 
Qcl2b",·Deoember 1999 

, ,Customs wiU analyze: COllllllOIlts and draft a final rule 

J!IDJ!arv-Marcb 200Q, ., : 

H 


; Customs will publish the final rule in the Fedari!l-RegiSte,': , 

'. : ' , " , ,:"\ ,'" 
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.r;. Enhance enforcement against violations of United States laws related to the imp'ortation 
of foods,includlng through Ibe Imp••ition of elvll monetary penalti... 

Status: Customs has instituted aggressive enforcement programs unde~ existing statutory 
authorities thaI allow for the imposition of mooetory penalties. Under 19 U.S.C. 1;92, Customs' 
can penalize any person including any importer that enters or attemp'tS' to enter any food ,. :;. 
{including meats and poultry) by means ofany material false statement, _~ or omission. . " 
Penalties can be issued in amounts up to the domestic value nfmeicharii:iise so impoited, Un-del." .. ';" 
19 U.S.C. 1595a(b), Customs cau IISseSS penalties .gain.'!t any patties.that .ttemptto ""port ::' , / 
mercWmdise contrary to law. Penalties assessed under 1595a(b) are also in an amourit'equill to 
the domestic value of the merchandise. Customs is sucees'sfully using this latter statute against 
importers that, at the time of ."portation of food that has been refused entry by FDA, attempt to 
substitute other merchandise in place of that which has been refused. In addition to the above, 
FDA and OIstoms have pursued. and will continue to pUrSue, joint crimmal investigations and 
prosecutions, as appropriate, ' '. ',<' :. ' • 

.' , ' , 
Plan: While this procedure is: currently in operation at cu~;bms>~D.{is not always a~'of th~ 
assessment ofcivil monetary penalties lnvolving importerS of foods .. Customs'will take'st6Ps to:c 
ensure that FDA i$ aware oftb.e assesSment ofcivil monetAry p'enalties.'il'g~in.st Violators: j . 

involving unsafe food and that Customs is aware ofany events fOT wbich civil monetarY . 
penalties are an appropriate regulatory action. FDA and CustOms will take steps to ensure that 
USDA', Food Safety nod Inspection Service is aware of any such regulatory action, that may 
include meats and poultry. 

TimefruI1f:c:, ,~ 1'·; 1-. ., 1· , ­
OctQber-Jammry 2000 . " ,:. ,t ~jl~', . . " } ''-. 

a. FDA willissue field guidance ' 1 .. ' 1, I}' t ~. 
b. Customs wil1issuefieldguidancc i :,:", -I ".,;.,~",·."i: 
c. FDA and Customs will meet with fSIS to discuss appropriate procedures and 
field guidance 

., 
v. Qutu••b to Public and Trqd~ 

, .i ~ 

Many of the planned. activities described in this report rep~5ent a', significant'change in ·operdh.o~ , 
of the FDA ""Port progrom. FDA plans to conduct a series ofpublic meetings to present and', ., .. : 
discuss these planned activities to both the trade and to the pUblic. Cu:toms will pamcipat~ m' ',I" 

the public m~etings and will invite discussion ofprocedural changes. mere appropriate, the ' 
procedural changes will be pOsted on each agency. Internet website. Thcproposed and final 
rules wiU also be posted On the appropriate agency's Internet website . 

., 

8 

http:p'enalties.'il'g~in.st
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VI, Conclu.loo 
, .'. 

. ' , <,,'"'
The development and implementation of the planned activity in"the s~ areas specified by ilie ' '.i.: " 
PrcsitientwiU increase the tools available to the FDA and Customs to protect American ,'.: 
consumers from lIDSafe imported foods. FDA and Customs will"use these tools to fOcus 'on :. .' 
problem importers. Many of the j)\'occduros described in thi, report will likely serve as a 
deterrent not only to j)\'ObJem impo-. hut also to any others considering whether to sidestep. 
u.s. laws to bring unsafe or contaminated food into the country. 

FDA and Customs anticipate continuing efforts to work together, in cooperation with EPA,I, ' , 
FSIS, APHIS, FAS, USTR and tilt President' s Food SafetY Council, to protect consumern from' • 
unsafe imported food. FDA and Customs also look forward ttfwqrkmg wi~ Congre'sS on w~ys , 
to enhance the agencies' effoIts to further ensure the safelY ofthe.U.S; food supply . 

." 

. , 

. .. 

I,.' 
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docname: G:\Wp'ANNEC\!mport Food Safety\CLFNL921Treas.doc .' . 
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ADMINISTRATON ANNOUNCES NEW 

REFRIGERATION, LAB~;LING, ENFORCEMENT, 


AND COORDINATION MEASURES 

TO IMPROVE THE SAFETY OF EGGS FOR CONSUMERS 


, 
Today, the Administration will announce three new measures to improve the 

safety of shell eggs in order to reduce the number of illnesses and deaths associated with 
outbreaks of Salmonella Enteritidis (SE). It is estimated that approximately 310,000 
Salmonella infections occur each year. However, from 1985 through 1998, only 
approximately 28,000 cases of illnesses and approximately 80 deaths were reported from 
SE outbreaks, which primarily resulted from food containing undcrcooked eggs. First, 
the Department of Health and Human Services' (HHS) Food and Drug Administration 
(FDA) ~ill publish this week a proposed rule requiring that shell eggs offered in retail 
establishments be stored at 45 degrees Fahrenheit and that safe handling statements be 
included-on their labels. Sccond, the Department of Agriculture's (USDA) Food Safety 
and Inspection Service (FSIS) today will release a directive implementing its previously 
published final rule requiring that shell eggs packed for consumers be stored,and 
transportcd at 45 degrees Fahrenheit and be labeled to state that refrigeration is required. 
When both are implemented, the FDA and FSIS rules will create, for the first time, a 
unifoml federal refrigeration requirement for all shell eggs stored or displayed at 
packaging facilities, warehouses, retail outlets, and in transit. Finally, the Administration 
will announce that the President's Council on Food Safcty will develop a strategic plan 
for shell eggs and processed egg products within 120 days. 

, 
FDA Proposed Rule on Refrigeration and Labeling 

The Administration will announce a proposed rule to require that eggs offered in retail 
establishments, such as supennarkets, restaurants, hospitals, nursing homes, and schools, 
be refrigerated at 45 0 F: Although recent data from the Foodbome Diseases Active 
Surveillance Network (FoodNet), a collaborative project between the Centers for Disease 
Control (CDC), USDA, and FDA, reports a 44 percent decline in SE infection rates 
between 1996 and 1998, this proposed FDA refrigeration requirement will decrease 
further the likelihood ofSE outbreaks. Ajoint FDA-USDA risk assessment found that 
refrigeration makes it more difficult for SE bacteria to grow. 

The FDA rule also will require the following safe handling statement on labcls of the_ 
percentage of shell eggs that have not been treated to destroy SE: 

SAFE HANDLING INSTRUCTIONS: Eggs may contain harmful bacteria 
k~own to cause serious illness, especially in children, the elderly, and persons 
with weakened immune systems. For your protection: Keep eggs refrigerated; 
c~ok eggs until yolks arc firm; and cook foods containing eggs thoroughly before 
eating. 

FDA will accept commcnts on its refrigeration and labeling proposal for 75 days and 
expects to issue a final rule early next year. 



The USDA Direetive to Enforce Refrigeration and LabeHng Requirements 

On Au~ust 27, 1998, the FSIS at USDA published" final rule thaI applies Ihe 45 degree 
Fahrenheit refrigeration requirement to warehouses and other distribution locations tbat 
store shell eggs packed into containers destined for consumers, including transport 
vehicles. The USDA rule did not apply to retail establishments. Combined with the 
above proposed FDA mle, the federal govemmcnt now will require the refrigeration, at 
45 degrees or below, of all shell eggs stored or displayed at packaging facilities, 
warehouses. retail outlets. and in transit The FSIS mle also required that a1l packed shell 
eggs be labeled to state that refrigeF.llion is required, The FSIS rule becomes effective , , 

this August 27. The FDA lubel, once final early next year, will be used exclusively rather 
Ihan the FSIS label for shell eggs as the FDA label provides more safety infoanation, 

In order io implement this final rulc~ today FSIS will lssue a directive, aimed at its 
inspectors, which outlines procedures to enforce this rule, This directive lists specific 
instructions on how to test the temperatures of shell egg storage and iransport facilities. 
The dircctive also will state that USDA inspectors who find violations of either the 
temperatilre or labeling requirements may take nppropriate actions, including seeking 
civil or criminal penalties, 

Strategic J'lan for, Egg Safely 

The Administnttion will announce that the President's Council on Food Safety will 
develop a strategIc plan for shell eggs and processed egg products within 120 days, or by 
~ovembcr 1. This strategic plan will address the broad issue of controlling pathogens, 
including SE, in sbell eggs and egg products, and will take a fam-Ho-table approach. H 
will also ~ddrcss research needs and the role or slale-federal partnerships in ensuring egg 
safety. This strategic plan will parallcl the broader food safelY strategic plan being 
developed by the Councillhat w1l1 be available for public comment later tbis year. 



Talking Points 

1. Hearing good. We support cnl1ccpt, Toms have met, 

2. What You've done (Pre%. council) 

3. Give II hC,ads llPl can be keep confidential? 

, 
4. Steps. ku~ for hearing.. we'll send pupeL 

5. :. fhings w_ we know its 1l0l1he end, 

• FDA 45 degree, 
'" PSIS transport 45 degrees! label,
* Council take 120 days: to do plan 

6. Hope W1.: ,Am be eoopcmlive generally. 



Draft 6-30-99 5pm 
QUESTIONS AND ANSWERS ON EGGS 


(FDA PROPOSED RULE ON LABELING AND 

REFRIGERATION, USDA DIRECTIVE, AND GAO REPORT) 


July I, 1999. 


Q: What did the Administration announce today'! 

A: Today, the Administration announced two new measures to improve the safety of 
shell eggs in order to reduce the number of illnesses and deaths associated with outbreaks 
of Salmonella Enteritidis (SE). FDA please answer: how many illnesses and deaths 
will be prevented ""jth this rule? It is estimated that in the United Stales 2.3 million 
eggs annually are contaminated with SE putting large numbers of our citizens at risk. 
First, the ,Department of Health and Human Services' (HHS) Food and Drug 
Administration (FDA) will publish this week a proposed rule requiring that shell eggs 
offered in retail establishments be stored at 45 Jegrees Fahrenheit and that safe handling 
statements be included on their labels. Second, the Department of Agriculture's (USDA) 
Food Safety and Inspection Service (FSIS) today issued a directive implementing its 
previously published final rule requiring that shell eggs packed for consumers be stored 
and transported at 45 degrees Fahrenheit and be labeled to state that refrigeration is 
required. ~When both arc implemented, the FDA and FSIS rules will create, for the first 
time, a uniform federal refrigeration requirement for all shell cggs stored or displayed at 
packaging facilities, warehouses, retail outlets, and in transit. Finally, the Administration 
announced that the President's Council on Food Safety will develop a strategic plan for' 
shell eggs, and processed egg products within 120 days. 

FDA Proposed Rule 

, 
Q: What:does the FDA proposed rule do with respect to refrigeration? 

A: FDA's proposed rule requires that eggs offered in retail establishments, such as 
supermarkets, restaurants, hospitals, nursing homes, and schools, be refrigerated at 45° F. 
From 1985 through 1998, more than 28,000 cases of illnesses and approximately 80 

deaths hav:e resulted from SE outbreaks, which primarily resulted from food containing 
undercooked eggs. Although recent data from the Foodbome Diseases Active 
Surveillance Network (FoodNet), a collaborative project between the Centers for Disease 
Control (CDC), USDA, and FDA, reports a 44 percent decline in SE infection rates 
between 1996 and 1998, this proposed FDA refrigeration requirement will decrease 
further the likelihood of SE outbreaks. A joint FDA-USDA risk assessment found that 
refrigeration makes it more difficult for SE bacteria to grow. 

I 
Q: What will the safe handling instructions say? 

I 

A: The proposed FDA rule also requires the following safe handling statement on labels 



, 
of the _: percent ofshell eggs that have not been treated to destroy SE: 

SAFE HANDLlNG INSTRUCTIONS: Eggs may contain hannful bacteria known 
to cauSe serious illness, especially in children, the elderly, and persons with 
weakened immune systems. For your protection: Keep eggs refrigerated; cook 
eggs until yolks arc finn; and cook foods containing eggs thoroughly before 
eating, 

The statements will help inform consumers of the potential risks posed, particularly to 
children, the elderly, and persons witb weakened immune systems. hy illness..;::ausing 
bacteria that may be present in eggs. 

Q: \\'h~n will the FDA rule becom,e effective? 

A: FDA will accept comments on its refrigeration and labeling proposal [or 75 days and 
expecls to issue a final rule early next year. 

Q: How will the FDA rule be enforced in' retail establishments such as restaurants? 
I , 

A: Please provide an answer 

• 
Q: Are all eggs covered by t~is proposed labeling requirement? 

A: The FDA labeling proposal affects shell eggs (hat have not been treated to destroy 
SE. In other words, this will affect virtually all of the shell eggs on the market, including 
those sold in intrastate commerce. 

Q~ What about roadside egg ."tands'! 

A: A roadside stand that sells eggs to the public will have to comply with the 
refrigeration and labeling fL.'quirements when the FDA proposal becomes a final rule. 

Q: How will tbe labeling regulations affect small businesses'! 

A: Small businesses will he required 10 comply with the labeling and refrigemlion 
requirements if the FDA proposal becomes a iinal rule. 

The USDA Directive to Enforce Refrigeration and Labeling Requirements 

Q: \Vbat did the Administration announce with respect to refrigerating eggs in 
""archouses and other distribution locations that store shell eggs packed into 
containe,rs destined for consumers, including transport vehicles'! 

, 
A: On A~gust 27, 1998, the FSIS at USDA published a final rule that applies the 45 



I 
degree Fahrenheit refrigeration requirement to warehouses and other .distribution 
locations that store shell eggs packed into containers destined ror consumers, including 
transport vehicles, The USDA rule did not apply to retail establishments. Combined 
wilh the:abovc proposed FDA rule, the federal government now will require the 
rcfrigcfa,tion, at 45 degrees or below, ofall shell eggs stored or displayed at packaging 
facilities, warehouses, retail outlets. and in transiL The FSIS rule also required that all 
packed shell eggs be labeled to state that refrigcl1ll1on is required, The FSIS rule becomes 
effective on August 27. The FDA labe), once final early next year. will be used 
exclusively rather than the FS1S label for shell eggs as the PDA labe1 provides more 
safety infonnation, 

fn order to implement this final rule, today FSIS issued a directive, aimed at its 
inspectors, which outlines procedures to enforce this rule. This directive lists specific 
inslructions on how 10 test the !cmperntures of shell egg storage and transport facilities, 
The directive also states that USDA Inspectors who find violations of either the 
temperature or labeling requirements may take appropriate actions, including seeking 
civil or criminal penalties. 

Q: "Vh~~ is the lJSDA directive being issued ut tbis time"! 

A: When the final rule was published in the Federal Register on August 27, J998. the 
effective, date for the regulation was listed as August 27 t J999. One of the reasons for 
cstublishing a l2~month implementation period was to allow the industry time to make 
necessary preparations for,the new regulation, The directive is being announced now, in 
part, to help prepare employees for its implementation and enforcement. 

Strategic Plan on Egg Sarety 

Q: What did the Administration announce with respect to a strategic plan on egg 
safety? 

A: The Adminlstration WIll announce that the President's Council on Food Safety will 
develop a stmtegic plan fOl' shell eggs and processed cgg products. within 120 days, or by 
Novcmher 1. This strategic plan will address the broad issue of controlling pathogens, 
including SE. in shell eggs and egg products, and will take a farm-to-table approach, It 
will also address research needs and the role of state-fcdcml partnerships in ensuring egg 
safety. This s1mtegic plan win parallel the broader food safety strategic plan being 
devclopc~ by the Council that will he available for public comment later this year" , 

General Questions on Egg Safety 

Q: Are eggs safe'! 



A: Eggs and egg products, in general, are safe and nutritious. However, since the 1970s, 
there has been an increase in the presence of the SE bacterium in shell eggs. Although 
the mechanism is still not completely understood, SE can contaminate the egg before the 
egg is laid. Refrigeration can reduce the multiplication rate ofSE in the egg and 
thorough cooking destroys SE. Thus, this proposed rule will help reduce the numbers of 
SE present in the egg, and the safe handling instructions on the label will alert consumers 
on how to further protect themselves from foodbome illness. 

Q: How many people have become ill from eggs'? 

A: From 1985 through 1998, more than 28,000 cases of illness from SE outbreaks were 
reported to the CDC. However, from 1996 to 1998, there has been a 44 percent decrease 
in the number of cases from SE, as reported by FoodNet, the Foodbome Diseases Active 
Surveillance Network, a collaborative project of CDC, USDA, and FDA. Althoughjoint 
efforts in egg safety by HHS, USDA, the states, and industry have contributed to this 
reported decrease, the measures announced today will help further control SE in shell 
eggs at the retail establishment and in consumers' homes. 

Q: Wha't are they symptoms of foodborne illness from SE'! 
I 

A: Persons infected with SE may experience diarrhea, fever, abdominal cramps, 
headache, nausea, and vomiting. Symptoms usually begin within 6 to 72 hours after 
consuming contaminated food. last for 4 to 7 days, and most healthy people recover 
without antibiotic treatment. Children, the elderly, and persons with weakened immune 
systems may develop severe or even life threatening illness. About 2 percent of those 
who recover from salmonellosis may later develop recurring joint pains and arthritis. 

Eggs that have not been thoroughly cooked pose the highest risk. Some examples of 
foods that may include undercooked eggs are lightly cooked scrambled eggs, soft boiled 
or sunny-side up eggs, lasagna, hollandaise sauce, Caesar salad, homemade ice cream, 
homemade eggnog, and raw cookie dough. The proposed safe handling instructions 
recomrnehd that eggs be cooked until yolks are firm and that foods containing eggs be 
cooked thoroughly. 

, , 
Q: Should children or the elderly eat undercooked eggs'! 

A: FDA advises consumers that, due to the increased risk of illness from pathogens, that 
undercooked eggs not be given to children, the elderly, or anyone who has a significantly 
weakened immune system. 

GAO Report 

Q: Why is there no single food agency responsible for ensuring the safety of eggs, 
and ~hat are the responsibilities of USDA ~lDd HHS with respect to eggs'! 



· .
A: Congress has established the current statutory framework for egg safety over the past 
100 years. In accordance with the Egg Products Inspection Act, the Food Safety and 
Inspection Service (FSIS) in USDA is responsible for continuous federal inspection in 
plants p~ocessing liquid, frozen, and dried egg products. Under the Federal Food Drug 
and Cosmetic Act and the Public Health Service Act, the FDA is responsible primarily 
for shell eggs. Between the agencies, there is a comprehensive working relationship to 
coordinate egg safety issues. FSIS and FDA arc continuously exploring alternatives to 
protect public health and ensuring the safety of eggs. 

Q: "'hy hasn't the federal government used a risk-based approach to ensure egg 
safety'! 

A: FDA and USDA believe that a risk~based approach to egg sarety is the best approach. 
In June 1998, the agencies prepared the SE Risk Assessment to identify possible 
strategies for enhancing the sa rely of shell eggs and to help focus attention on those 
factors most like to have the greatest impact on egg safety. This is the first time such a 
model has been prepared and utilized to analyze risk throughout the entire continuum 
from fa~-to~table. From the risk assessment, we have a much better idea of the, 
incidence of illness attributed to SE in shell eggs and egg products. But even more 
importaf\tly, we have a fann-to-table modcl- a computer program - We can use to 
detennine the effects of specific interventions on the incidence of illness. In fact, it was 
through this modellhat we decided to require the refrigeration of shell eggs at 45 degrees 

'.Fahrenheit. 

The risk assessment will also be used in the development ofa strategic plan for shell eggs 
and processed egg products to be completed by November I by the President's Council ' 
on Food Safety. 

Q; Will refrigeration of eggs at 45 degrees Fahrenheit make eggs safe'! 

A: Refrigeration alone will not ensure egg safety because eggs can already he infected 
when laid. Thejoint SE risk assessment demonstrated that refrigeration is a significant 
factor in preventing the outgrowth ofSE, and rerrigeration is an important part of the 
overall strategy to prevent human illness. However, consumers must also take care to 
cook thoroughly any foods that contain eggs. 

I 

I


Q: What is the government doing to reduce the risk to the elderly'! 

A: The elderly, chemotherapy patients, people with chronic diseases, i.e., cancer and 
diabetes, 'immune compromised individuals, and the very young are at-;;l increased risk 
ofinfeeti~m from eating SE~contaminated eggs, FDA and FSIS have provided guidance 
to nursing homes, hospitals, and health care providers regarding the importance of the use 
ofpasteu'rized eggs (next sentence says they cannot be pasteurized in shell, is this 
true'!) for highly susceptible populations and 011 the proper preparation and holding of 



, 
pasteurized egg products. Additionally, the FDA proposed mle that was announced today 
will mmldatc labels for shell eggs because tbey ~a'mot be pasteurized in the shell to 
destroy :-'almonella Enteritidis. (Q: How does this compare with that we are only. . 
mnndating labels for shell eggs that have not been treated'!) The rule will specifically 
alert susceptible groups. 

Q; Why 
! 
hasn't the federal government implemented J1ACCP for processed egg 

products? 

A: FSIS is developing a proposed rule for implementing HACCP for processed egg 
products. FSIS is in thc process of drafting a workplan titled "HACCP, Pathogen , 
Reduction Pcrfonnance Standnrds nnd Elimination of Prior Approval for Egg Products 
Plants," The agency has convened several working groups to examine the technical nnd 
scientific issues. and is reviewing available SCientific literature addressing the existence 
of Sulmmrella Enteritidis in shell eggs and egg products, From the infomlation being 
derived, FS1S is shu1ing to develop pathogen rcdllction standards for processed egg 
products, Once the performance standards have been established, FSIS win complete its 
proposed ~rulc, The proposal will include perfoml,ance standards, HACep, and the 
climinali<?n of prior approval requirements. 

Q: Why hasn't USDA defined the implementation requirements for the 
refrigeration of eggs? 

A: Todny,FSIS announced its directive that implements the refrigeration and labeling 
requirements for eggs. , 

Q: What is FDA's current strategy for prevention of SE contamination of eggs 011 

the farm'! 

A: The a~socln1ion ofSE otltbre.lks with gmde A eggs was reported in 1988. Since that 
time the agencies have been conducting research to understand tile complex problem of 
SE in the hen. Much knowledge h'''$ been gained, but there arc still data gaps in 
undcrstan~ing SE in hens, New England and Pennsylvania, in coordination with FDA. 
started egg quality asSUf'dnCe programs on the fann. From the most recent data from 
CDC, it appears that the incidence ofSE foodbome illness has been significantly reduced 
where egg quality assurance programs have been implemented. FDA is prepured to go 
forward with a systcm of national preventive controls on the farm based on information 
obtained to date. In addition, the President's Council on Food Safety is fonnulating a 
coordinu.tea strategy for dealing with SE in eggs that will, in part, include egg safety 
issues on the flmn. 

Q: Is F[)~ planning to issue regulations on refrigeration of eggs? 
, 

A: 	Today FDA announced its proposed rule covering refrigeration ofshell eggs at retajl. 
This rule also proposes labeling 1115tmctions for the consumer On safe handling ofeggs. 



Along with FSIS's directive to implement its rule requiring refrigeration of eggs during 
storage and transport, this initiative will enhance egg safety by ensuring that eggs are held 
at proper temperatures throughout distribution. 

Q: Are the agencies ready to commit to a unified plan for egg safety'! 

A: Yes, the President's Council on Food Safety Yes will develop a strategic plan within 
120 days, or by November I, to enhance egg safety from the farm to the table. 

Single Food Safety Agency Legislation 
, 

Q: What does the Administration think of Senator Durbin's legislation to create a 
single food safety agency within the federal government'! 

I 
• 

'A: The Administration is actively working on improving coordination among the various 
federal agencies on food safety issues. However, the Administration is not convinced 
that a single food safety agency would offer consumers better protection. The President's 
Council 011 Food Safety is already moving toward a single voice 011 food 
safety issues by working on a strategic plan for food safety, planning coordinated food 
safety budgets, and coordinating food safety research under the Joint Institute for Food 
Safety Research. 



By Jul i. VCt"IIIIU'I 
WASHINGTON, June 24 .{Reuter.; - Two do~en Houea end,Senate Cemoc~.t8 intro~ueed a bill 

on Thursday to ere.t. a 'knqle toQd ••taty agency, aayinq the r.cent tood aCares in Europe 
.howed it wa. v1tal tor the u.S. gov.r~ftt to ·.peak with one vote.~ on 411 tood e4t.ty 
!.u.ue.. ~:. 

tha lu~ial&tion. which wo~ld combin. food inapoctor. And rvgulatore from _ dozen 
exiating f.c.ral agonct•• , haa b••n introd~cad thr.. provioua t~& 1n Conqre.o ~ithout 
eu¢c..e•. 

This tlme. • lone RopuDlican -- Rep. Tom ~ath~ at Iowa -- alDQ jQin.d is Democrat. 
in sponsoring the bill. 

ftTho politte.l ~nt~m'for this ia ~rowin;t~ ••1d Sen. Oick nurb1n( an Illinois 
Oemoorat who hu, repe<ltedly pres.ad tor a sin9).. toed safety I\qaney. 

·Unle.a ~. GpeAk ~ith one voice about lood ••tetr, we ~ill 10ea credibility with 
cen.wmere,· he added~ referring to an au foo4 ~rl.i4 ever Belgian m.et. milk and 6994 
auap.cted ot eont~~in.tion ~ith c.nc.r-ca~oinQ·d1Qx1n • 

. 'fwo U.S. agonet•• _ .. the V()Od aM DJ;'ug Adtliniatr.t!.on &tlQ the u.s; Agd.eultur. 
OaportlMlnt .. - have ••en Announced .. ban on. import. of tood. Unked to th. 1!1oxin 
cont~ination. The USDA rogulatea ma.t and poultry while tho 'D~ h•• re.ponslbill~y tor 
moQt other foods. Both ohare juri,diction oyer *99.· . 

AI ~y •• aD million Amarlcan. ann~Ally flll'ill with diarrhea .nd other symptQme 
ran9.i.n9 from I .. celi in fi.ah fr\a!.t. to deadly Usteria in hot dog1l, aeeo-rdln9 to the 
g¢••~nmGnt·a beat .atiDat••• AboQt 9.000 4i8. 

The u.s. food.irtdu.try haM fiercely oppo••d &11 effort. to tQmb!.na raqulAtory 
d~vi.ion. into a .lnq18 tood ftq.ney. It cont8n~ that better cco~ra~iQn io needed among 
.xia~ing r.9~latora. not • ne~ bur.&~CrACY. 

Durbin .aid he expected. c4binet member. whom he did not identify, to eQOn ondor•• 
t.he bill. . 

But the Clinton Admin!..tr.tion 1. not convinoed that • einqle tood aatety agancy would 
ofter con.umer. bettec prot8ctlon, Agriculture secretary na~ Glickman s.~d. 

The a~ni.tratiQn praters to etap up coordinatIon ot tbe tood ••tety aetivitiea, 
reaearch ana budq.t. that alraady a.i.t vitbin • dozen federal .gene1ea, he .aid in on 

•tn~orvi~ tollowlnq & apeeeh to ••choal nutritign MeGting_ 
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MAR 1 5 1999 

The President 
The White House 
Washington, DC 20500 

Dear Mr. President: 

As co-chairs ofyoLlr Council on Food Safety, we are pleased to submit to you the Council's 
assessnient of tile National Academy of Sciences (NAS) report 1~lIsllrillK Safe F()()dfrom 
j'rodllClioll/o C'OIlSlIlIIplioll. The NAS report provided the Council with valuable insight into the 
strengths and weaknesses of the current federal food safety system. The Council finds the NAS 
report t'o be a constructive contribution to improving the etfectiveness of the federal food safety 
system through sound science and risk assessment, strategic planning. and better federal 
integration with slate and local governments. The Council will consider the report's advice as it 
moves forward with the development of the comprehensive strategic plan as specified in 
Executive Order 13100. 

NEAL LANE, 
Assistant to the President 

For 
Science and Technology 

Respectfully, 

Secretary of 
Health and Human Services 

Secretary of 

Agriculture 
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President's Council on Food Safety 

Assessment of the NAS Report 


Ensl/ring Safe Foodfrom Prodllctlol/ to COl/sllmptlon 

Americans have One of the world's safest food supplies. This is largely a result of 
sustained regulatory and education programs along the farm to table continuum as 
well as surveillance and researcb efforts. The federal food safety system. comprised 
of multiple agencies, is authorized by a diverse set of statutes and is supported by 
numerous key partnerships with state. local, and tribal governments. Together the~e 
agencies have created a system that has given us. consumers confidence in the 
safety of their food purchases. . ' 

As goo:d as the nation's food safety system is. there is foom for improvem7nt. 
Illnesses and deaths due to conlRminared food, \Yhile preventable, continue to cause 
considerable human suffering and economic loss. That is why, at the very beginning 
of his first term, President Clinton set a course to strengthen the nation's food safety 
system. Under the President's leadership, surveillance and research have 
dramaiically increased. programs are better coordinated. and regulations are more 
pre\!ention~oriented and science-based. But this is only the beginning. The Council 
on Food Safety, with the help of the public, will continue to identify problems and 
promC!tc sofutiOllS. 

, 
The Council welcomes the findings and recommendations provided by the National 
Academy of Sciences in its August 1998 report En:mrillg 5iafe frmd f"om Production 
to Consump/io1/. This report lays Ollt a clear rationale for a national food safety plan, 
one that is based on science and risk assessment. 

• 	 The Council supports NAS recommendation I, which states that the food safety 
system should be based on science. In its assessment afthe NAS report, the 
Council provides numerous examples in which this is already the case and 
examples ofareas,that need to be strengthened. 

• 	 The Council supports NAS recommendation lIa, which calls for federal statutes 
to be based on scientifically supportable assessments of risk to public health. In 
this regard, the Council will conduct a thorough review of existing statutes and 
determifle what can be accomplished with existing regulatory flexibility and what 
improvements w~lI require statutory Ch(Htges. 

• 	 The Council supports NAS recommendation lib. which calls for the production 
ofa comprehensive national food safety plan. In fact the development of such a 
plan is already underway and is one of the primary functions of the Council as 
specified in ExeCtltive Order 13100, One component of the plan will be exploring 
methods to assess the comparative health risks to the nation's food supply. 

• 	 The Council SUPPO!1S the goal ofNAS recommendation lila. Here., the NAS 
cans for a new stalute that establishes a unified framework for food safety 



I 
programs with a single oflicial witb control over all federal food safety resources. 
The report acknowledges that there may be many organizational approaches to 
achieving the goal ofa "single voice" for federal food safety activities. The 
Council will conduct an asses:sment of structural models and other mechanisms 
that,could strengthen the federal food safety system through better coordination, 
planning. and rc50urce allocation, keeping in mind that the primary goal is food 
satety and public health. • 

• The Council SUPI)()l1S NAS frtommcndalioll IIlh. This recommendation argues 
that agencies shoufd have the legal authority and other tools needed to work more 
effectively with our partners in state, tribal, and local governments. Federal food 
safety agencies already have many of the tools identified by the NAS and have 
used them to establish extensive partnerships with state, tribal, and local 
governments. However, some tools are missing and much more needs to be done 
to better coordinate the federal government's interactions with other levels of 
government. The Council agrees th·at the roles (if state, tribal, and local 
governments in the food safety system are critical and that their efforts deserve 

. the formal recognition that partnership in a national food safety system conveys. 

iii 



President's Council on Food Safety Assessment of the NAS Report: 
Ensuring Safe Foodfrom Productioll to COllsumption 

At the request of Congress, the National Academy of Sciences (NAS) conducted a 
study of the current food safely system to: (I) determine the scientific basis afan 
effective food safety system; (2) assess the effectiveness of the current system~ (3) 
identify scientific and organizational needs and gaps at the federal level; and (4) 

, provide recommendations on scientific ,and organizational changes needed to ensure 
an effective food safety system, To conduct this study. the NAS established a 
commiu"ee and obtained input from federal agencies and other stakeholders of the 
federal \ood safety system. The NAS issued its report on AuguSt 20, 1998. 

On August 25, J998, through Executive Order 13 JOo, the President established the 
Council on Food Safety and charged it to develop a comprehensive strategic plan for 
federal food safety activities and to make recommendations to the President on how 
to implement the plan. Also on August 25, 1998. the President directed the Council to 
provide him with an assessmem of the NAS repon in 180 days" SpecificaHy, the 
President directed: 

" ... the Council to review and respond to this report as one of its first orders of 
business. After providing opportunity for public comment, including public 
meetings, the Council shall report back to me within 180 days with its views on 
the NAS':; recommendations. In developing its report, the Counell should take 
into account the comprehensive strategic federal food safety plan that it will be 
developin8'" 

In response to the President's directive. the Council established a task force 
consisting of representatives from the following depanments and agencies: 
Departments of Agriculture (USDA), Health and Human Services (HHS), and 
Commerce {DOC}, Environmental Protection Agency (EPA), Office of Science and 
Technology Policy (OSTP), and Office of Man.gement and Budget (OMB). The 
task force benefited from valuable input obtained at four public meetings (Arlington, 
VA; Sacramento, CA: Chicago, JL; and Dallas. TX) and from public comment 
dockets maintained by EPA, USDA/Food Safety and Inspection Service (FSIS), and 
the HIlS/Food and Drug Administration (FDA). 

In general. the Council finds the NAS repon a constructive contribution to efforts to 
improve the effectiveness oftne federal food safety system through strengthening 
science and risk assessment, strategic planning, and better federal integration with 
state and/local governments. In particular, the NAS places appropriate weight 
lhmugho~t its report on applying science to the management ofgovernment food 
safety efforts, Science mi,lst be advanced within the context of these competing 
interests. The NAS report recommends that priorities of the nation's food safety 
system should be based on risk. The Council agrees with the report's thesis that a 



food safety system that includes regulation, research and development, education. 
inspect ibn and enforcement, and surveillance should be based on science and should 
use various risk analyses induding quantitative and qualitative risk assessments and, 
risk managemen1 principles to achieve such a system. 

The Council recognizes that a food safety system comprised of multiple agencies with 
differing missions and statutory authority may increase the potential for uneven 
adoption and inconsistent application of science-based regulatory philosophies. , 
While different apptications may provide useful information to policy makers relative 
to the etl'ecliveness of various approaches, the Council's strategic plan (including its 
assessment of existing statutes and structures) wit! result in more consistent 
regulatory measures and philosophies. The Council is committed to identifying 
further Improvements that would resLllt in a seamless, science~based food safety 
system: 

Recommendation I 

Base the food stlfety system on science. 

The NAS report recognizes that loe United States has enjoyed notable successes in 
improving food safety and thai with increasing knowledge. many rational, scienceN 

based regulatory philosophies have been adopted. The report suggests, however. that 
adoption orthese regulalOry philosophies has been uneven given the fragmentation of 
food safety activities, and the differing missions of the various agencies responsible 
for specific components of food safety. The greatest strides in ensuring future food 
safety 'from produc~ion to consumption, the NAS argued, can be made through a 
scientitic, fisk:~based system that ensures surveillance, regulatory,'research, and 
educational resources are allocated to maximize effectiveness. 

Council t'\sseSSHlenl 

The Council strongly endorses this recommendation" Many federal food safety 
programs are alf'eady, or are being modified to be, science-based. The Council 
recognizes that scientifically robust programs will result in better identification of 
puhlic health needs, and determination of the most effective means of reducing public 
health risk. including the mos.t 'cosH::ffective opportunities for improvement, and 
improved priority setting, 

The sCientific information getlt;rnted through surveitlance, research, and risk 
assessment efforts wi!l result in imprOVed food safety only if there is a commensu~te 
strong eflbrHo translate that scientific information Into practical, usable information 
at the wOJ'king level, e.g., through guidance or educalion. Tbis means there must be 
education for all those involved in producing. manufacturing, transporting, and 
preparing food as well as for those persons involved in government food safety 
regulatory activities. 

2 
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The Council's goal is to etlsure that scicrice- and risk-based decision making are 
central to the Administration's on-gOing efforts and its strategic plan. Considerable 
improvements bave been made over the past several years. The strong scientific 
underpinnings of the President's Food Safety Initiative, enactment of the Food 
Quality Protection Act (FQPA), restructuring offead safety agencies within USDA, 
and many individual agency activities such as imp(ementation of Hazard Analysis 
and Critical Control Points (HACCP) programs for meat, poultry, and seafood, have 
strengthened the overall science base oftne food safety system. 

The Council believes that the necessary elements ofa science-based program­
surveillance, outbreak response. risk assessment, research, regulation. inspection, and 
education-are targely in place, and that improvements planned forthe next 5-10 
years will e'nhance food safety significantly, The Council will consider in its strategic
pI/in the following elements ofa science-based food safety system: 

• 	 Slirpeiilollce, Food safety agencies will continue to develop more effective ways 
to achieve surveiHance goals and to monitor the safety of tile food supply. 
Although FoodNet (foodborne disease surveillance system), PulseNet (foodborne 
pathQge-n DNA fingerprinting system). and the National Antibiotic Resistance 
Monitoring System (NARMS) provide information never before available in the 
United States on foodborne illnesses and the occurrence ofantibiotic,resistant 
pathogens:, enhanced quantitative data on the entire range of infectious and non~ 
infec!io~IS foodborne hazards will require additional effons. 

• 	 Ri.vk Assf:SSnuml. Risk assessment is a valuable tool for setting priorities. 
allocating resources, and making regulatory decisions and must he continually 
improved. for example, EPA will continue to refine its risk assessment methods 
to determine acceptable levels ofpesticides: residues. Under FQPA, this approach

•
has been strengfhened to further protect all consumers, especially chlldren, from 
the risks of pesticides in their diet. As currently is done for chemical hazards, the 
federal government needs to create and use a national microbial risk assessment 
capability as a means of identifying hazards and quantifying risk and assist in 
creating similar capacities internationally, 

• 	 Reseafr;h, Through the Joint Institute for Food Safety Research, a research 
infrastructure has been established to improve and coordinate food safety research 
activjti~s across the federal government. The lnstitute will continue a critical 
review of the federally supported food safety research that was begun through the 
National, Science and Tecbnology Council. Future goals in the ar~ ofresearch 
include: coordinallon of research planning: budget development and 
prioritization; scientific support offaod safety guidance. policy, and regulation~ 
enhanced communication and links among federal agencies: and enhanced 
communication and links with industry and academic partners through use of 
public~private partnerships 3!1d technology transfer mechanisms. 

• 	 Ed~/Cali()JI. rood safety agencies will expand science-based education and 
training programs for producers, processors, distributors, food service and public 
health workers, health care providers, food scientists, and consumers as well as 

) 



those involved in regulatory activities. It is essential to include in these programs 
new scientific information on foodborne hazards and their control and effective 
food safety manageinent strategies, 

• 	 /wpec/ionIPn:I'(!I/(iI'l! COiffrol .... FSIS and FDA will further improve and evaluate 
the effectiveness of inspections of domestically and internationally produced food 
and will continue to develop and implement science-based preventive controls 
such as HACCP systems and the Good Agricultural Practices. Where necessary. 
regulatory requirements will be established, such as additional performance 
standards for pathogen' reduction that can be developed as more monitoring and 
surveillance data become available. 

• 	 COIJsi,\'I(!ttc), (ifSciencjJ~8ased ,\'taJlda;·ds.. FSIS, FDA, and EPA will work toward 
clear food safety standards nationally and internationally. The Conference for 
F~od Protection brings together aU 50 states for purposes of regulating retail 
establishments, and the model Food Code is gaining wider adoption among the 
states. Inteml'ltionatiy, the Codex Allmentarius Commission (CAe) is the primary 
mechanism through which these activities will take place. U$, food safety 
agencies should also become more active in providing technical assistance to 
developing countries_ 

• 	 Private Sec/or }mxmlil'es, The federal and state regu1atory agencies will work 
whh tbe private secmrto develop new technologies to further food safety and to 
encourage commercial scale-up applicable in large and small companies, and 
industry adoption. Research efforts with industry, consumer, academic, and 
govemmem partLcipation could develop and validate new tecbnologies, 

• 	 Evalualion Evaluating the effectiveness of science based regulatory programs 
contillues to be critical. For example. Salmot/el/a data from the first year of . 
HACel' irnpiememation ill poultry facllities show a trend toward fewer 
cclntaminated'products Also, by providing important information on trends in the 
incidence of infections with foodborne pathogens, FoodNet assists in the 
evaluation of the effect ofpreventive controls. The effect ofpreventive controls 
implemented by the processed food industry on the reduction of the number of 
cases ofltsteriosis was readily appare01 in the Centers for Disease Control and 
Prevention (HHS/CDC)~conducted surveillance efforfthat was a forenmner of 
FoodNet. 

A general challenge for the tood safety agencies is that while they must be guided 
primarily by science, tlie agencies must also consider other factOrs such as lecl-mlca1 
limita!ions:, statutory mandates, policy considerations, budget constraints, practicality, 
and consumer and societal preferences. 

, 
Scientific Challt'nges 

The Council faces a number of challenges in improving the scientific base of the food 
safety syslem The following are a few examples of challenges that must be met to 
strengthen the'scientific uilderpinnings of federal food safety efforts: 

4 




• 	 New data are required to address tl1e occurrence of emerging pathogens. changes 
in domestic food habits, a globul food supply. and changes in demographics. 
Specific dara needs are difficult to predict and obtain in n timely way, An 
example is the impact ofE. f,:oli OI57:H7, which was unknown as a foodborne 
pathogen 20 years ago. but has been responsible for major outbreaks of foodborne 
illness in recent years. 

• 	 Gaps e*ist in our knowledge or microbial pathogens and in our ability to measure 
their inlpact on human health. For example, there arc gaps in knowledge about 
the pathogens associated with fresh fruits and vegetables and the routes of 
contamination. 

• 	 Assessment of the total impact on health of multiple chemicals from multiple 
source~ presents a major scientific challenge. Implementation of the new FQPA 
standards for pesticide residues requires EPA to assess aggregate nsk from food. 
water, and residential exposure to a single pcstlcide as well as cumulative risk 
from multiple peslicides. 

• 	 Gaps exist in our knowledge ofeffective interventions, prevention, and 
alternatives that minimize contamination of fond for example, the existing 
limite-.-lbody Qfknowledge about microbial contamination limits the ability to 
develop on~fann preventive controls aod systems of testing. Similarly, with the 
advent of FQPA. more research is also needed to develop safer pesticide 
alternatives or crop production techniques io order 10 promote transition from 
older pest control techniques that may pose risks to newer, safer ones~ 

• 	 Insufficient data exist on the entire range ofinlectious and non~infectjous 
foodbome hal.ards, Even with the irnprovements made througb FoodNet and 
PulseNet. enhancement of quantitative data on the entire range of infectious and 
non-infectious foodborne hazards will strengthen moniwring and surveillance 
programs for prevention, early identification. and prediction ofemerging food 
safety problems. 

Recent Changes that Streng.ben the Federal Food 
Safety System Scientific Bnse . 

• 	 USDA 1994 reorganization (separated public health 
from mnrketing functions) 

• 	 HACer implementation (12197 seafood and 1I98 meat 
and poultry) 

• 	 FQrA enactment and implementation 
• 	 FoodNet/PulseNet established 
• 	 FDA Fresh Produce Guidelines released 
• 	 Joint Institute for Food Safety Research created 
• 	 Research funding increased 
• 	 Pood Safety Research Database initiated 
• 	 Annual Food Safety Research Conference held 
• 	 Interagency Risk Assessment Consortium established 
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Recommendation II. 


Congress should change federal stututes so thlH inspection~ enforcement, and 
research efforts can be based on sci("ntific~llIy supportable assessments of risks to 

pu bile henlt h. 

The NAS report identifies a need fOf a "national food law tbat IS clear. rational. and 
comprehensive, as well as scientifically based on risk" as a major component ofa 
model food safety system. The report concludes it is necessary to revise the current 
statute,s on food safety to create n comprehensive national food law under which: 

• 	 lnspection, enforcement, and research efforts can be based on a scientifically 
supportable assessment of risks to public health. This means eliminating the 
continuous inspection system for meat and poultry and replacing it with a scjence~ 
based approach that is capable of detecting hazards of concern. 

• 	 There is a single set of flexible science-based regulations for aU foods that allows 
resources to be assigned based on risk, that permits coordination of federal and 
state resources, and tbat makes it possible to address all risks from farm to tabJe. 

• 	 All imported foods come ooly from countries with food safety standards 
equivalent to U.S. standards, 

The ~'AS report states that the laws. particularly what the report characterizes as the 
requirement that there.be continuous inspection of meat and poultry production 
through sight, smell. and touch ("organoleptic") inspection. create inefficiencies. do 
not allow resource use to reflect the risks involved, and inhibit the use ofscientific 
decision-making in activities related to tood safety, including the monitoring of 
imported food. 

Council A~s{,-~sU1e-nt 

The report's recommendation that federal statutes provide agencies with authority to 
make decisions based on scientific assessments of risks to the public health is sound. 
Decisions based on public heallh risk assessments allow agencies to make effective 
use of science to set food safety priorities, allocate resources to higher risk areas., and 
instill! consumer confidence that highwrisk hazards are being addressed. 

Since the federal food safety regtdatory agencies operate under very different 
legislative authorities, the Council will conduct a full assessment of these statutes and 
evaluate the degree of regulatory flexibility that already exists. The Council has 
decided that this legislative review will be undertaken as part of the strategic planning 
process. The purpose of the review will be to: 1) examine the similarities and 
differences in federal food safety statutes: 2) identify the "best!! statutory approaches 
for reducing foodborne illness: and J) assess both gaps and statutory barriers to 
implementation ofthc phm, Tile need for statutory changes could then be 
determined, and, if necessary, legislative principles developed which would form the 
basis'for discussions with stakeholders and Congress. For example. given the recent 
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overhaul of pesticide legislation. the Council believes that further statutory changes 
may nOI be needed fOf pesticides at this time, "­

In some c.lses, the NAS report mlsimerprets existing statutory requirements. For 
example, the report concludes that the statutes require the current method of 
organoleptic inspection of all carcaSSClt Even though the current law fe<J.uires 
continuoos inspection, it does not specify how this inspection mandate is to be 'carried 
out Tbe statutes do require appropriate inspection of animals prior to slaughter and 
inspection post-slaughler at all official slaughter. and processing facilities. Among 
other significant food safety purposes, this continuous inspection requirement ensures 
use of the best sanitary dressing processes, prevention of fecal contamination, and 
prevention ofment from diseased animals from entering-the food supply. Under the 
statutory flexibility that already eXIsls, USDA has begun to develop and test a more 
risk~based inspection system, includIng adop1ing regulations requiring that HAeCp 
be implemented in all slaughter and processing plants. In addition, USDA is studying 
how besl10 elfec1 nu1her improvements in Ihe inspection oflTIcat a~d poultry. 

The food s~fe1y agencies have acbieved and can continue to accomplish significant 
science-based improvements.in tbeir food safety programs under current authorities. , 	 , 

However, new authorities that would irnprove the federal food safety system have 
been proposed by the President and are waiting action by Congress. Further analysis 
of the statutes may resull in additional prop,osed statulory modifications, 

• 
As part of its review of tood sa.f~ly statutes, the Council will focus on, areas where 
regulatory jurisdiction is split between agencies and where resources could be more 
effectively shared betwe(!o agencies. The Administration will work with Congress to 

, 
pass: 

• 	 the Food Safety Enforcement Enhancement Act, forwarded by the Clinton 
Administration a.nd introduced,during the last Congress to increase the 
en'orcement capabilities ofFSIS: and 

• 	 legislation that gives FDA increased authority to effectively assure the safety of 
food impollS, 
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Recent Advancf>s ill Applying Scientific Assessments 
or Public He.lth Risks to Food Safety 

• 	 HACCP implemented for meal, poullry, and seafood 
• 	 FQPA tolerance reassessment based on aggregate 

exposure. cumulative -risk, and vulnerable 
subpopu!atio!1s. 

• 	 Single. risk~based pesticide standard for raw and 
processed food established 

• 	 Tolerance reassessment focusing on the riskiest 
pesticides first' t • 

• 	 Priority regislratiori given to "safer» pesticides 
• 	 Risk Assessment Consortium established 
• 	 FoodNet/PulseNet established 
• 	 Gooo Agricultural Practices guidance for fresh 

produce established 
• 	 Unpasteurized juice warning labels required 

Recommendation lib 

, Congress and tbe Adm.inistration should require develollment of a 
COmllrehensive nntloonl food safety phm, Funds appropriated for food safety 
programs (including research and education programs) should be aUocated in 

a'ccordnnce with science-bllsed tlssessnients of risk and potential benefit. 

This recommendation contains two pails, The first part recommends that Congress 
and the Administratioll require preparation of a comprehensive, national food safety 
plan" The NAS report lists several ess:enti~1 features of such a plan, including a 
unified food safety mission: integrated federal, state and local activities: adequate 
support for research and surveillance; and ilicreased etToll!) to ensure the safety of 
imported foods. The second part of tile recommendation stresses that resources 
should be allocated on the basis ofsciellce-based assessments of risk and potential 
heneflts. 

COllndl ASS(',IiSIlH'ut 

The Council agrees that a comprehensive n.ational food safety strategic plan should be 
developed and the development of such a plan is underway. In fact, the President's 
Food Safety Initiative was an illitial step toward a national food safety plan. The 
I997. Farm tu 7'ahle report was a means of leveraging federal food safety resources 
through coordinaled planning and cooperative work to meet COmmon needs such as 
development ofsurveitlance data, response to outbreaks, research into preventive 
interventions., devclopmcm of risk assessment techniques particularly for microbial 
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risk assessments, and consumer education, This initial plan also took some steps 
toward extending food safety planning 10 the state and local level. 

Strategic Planning , 
Picking up where the l~rl'm to TaMe report left ofT, the Council will continue and 
expand the strategic planning process, One of the Council's primary purposes is to 
,develop a comprehensive strategic plan for federal food safety activities that eontains 
specific recommendations on needed changes, including goats with measurable 
outcomeS. The plan's principal goal is.o enhance the safety ofthe_nation's food 
supply and protect public health through a seamless science- and risk~based food 
safety system. The plan will set priorities, improve coordination and efficiency. 
identify gaps in the current syslem'and mechanisms to fill tbose gaps, continue to 
enhance and strengthen prevention strategies, and develop performance measures to 
show progress. 

Preparation orthe food sarety strategic plan will be a public process, and will 
cOllsider both S11011- and long~term issues lnch.ldlllg new and emerging threats and the 
special needs ofvulncrable populations such as children and the elderly. Once lhe 
plan is sulliciclltly complete, the CouncH will advise. agencies ofpriorities for 
investing in food safety and ensu~e that federal agencies annually submi1 coordinated 
food safety budgets to OMB to sustain and strengthen eXisting capacities. In short, 
the Presidenl's Council on Food Safety witl develop a national tood safety plan and 
make budget recommendations to agencies and OMB to accomplish what the NAS 
repon recommends. 

The Council has defined the scope offulUre federal level food safety strategic 
planning and a process for interagency planning and public participation. An 
interagency task force anlicipates having a draft plan ready for public review and 
discussion in January 2000, Even while developing this plan, the task force intends to 
continue iis consultations with stakeholders. The foHowing is the draft vision 
statement for the Council's strategic plan: 

"Consumers can be confident that food is safe, healthy. and affordable, We work 
wilhin a seamless food safety system that uses fann-to-table preventive strategies 
and integrated research. surveillance. inspection, and enforcement. We are 
vigilanllo new and emergent threats and consider the needs of vulnerable 
subpopulations. We USe science.. and risk-based approaches along with 
public/private pat1nerships. rood is safe because everyone understands and 
accepts their responsibililies." 

. 
The President's Coullcil on Food Safety held four public meetings in the Fall of 1998 
in Arlington. VA; Sacramento, CA; Chicago, IL: and Dallas, TX to solicit comments 
on this draft vision for food safety and to identify a strategic planning process, goats 
and ,critical steps as well as potential barriers to achieving that visiDn. 
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The Councit' s strategic planning task force is analyzing the transcripts of the 1998 
public meetings and the input received through the notice and comment process to 
determine the major themes, issues, and subject areas. The task force will also 
consider the conciusioliS and recommendations of the NAS report input from the 
federal, state, and local govern;nent integrated National food Safety System Project, 
and input from the agencies involved. 

The planning process will build upon common,ground and provide the forum to 
tackle some of the difficult public health, resource, and management questions facing 
tbe federal food safety agencies and our state, tribal and local government partners, 
The'plan will identify areas for enhanced coordination and efficiencies, determ~ne 
whether legislative changes would be beneficial, and clarify federal. state, tribal, and 
local government roles and responsibilities in the national food safety system (see 
discussion under recommendation (Jib). 

The strategic planning process will consider thoroughly the results of the legislative 
review outlined under the Council's assessment ofNAS recommendation l1a. 
Examples ofpos$ible legislative proposals from such a review include. 

, 
• 	 developing legislative proposals to eliminate current duplication ofeftorts by 

FDA and FSIS by reevaluating each agency's role in areas such as the regulation 
of eggs and egg products, game meats, food additives. animal drugs and biologics, 
and food products produced in plants under the juriSdiction ofboth agencies~ 

" 	 modifying statutes to facililate greater leveraging of agency resources; 
• 	 developing a legislative proposal gIving FSIS explicit authority to enter into 

cooperative ag:reements for food safety risk assessment; and 
• 	 developing legislation that provides Performance-Based Organization (PBO) 

authority for'voluntary seafood inspection. 

Allocation of Resources 

The NAS report recommendation goes a step further than a national plan-by urging 
that resources be alloC<lted according to science~based assessments of risk and 
potentia! benefits. As stipulated in Executive Order [3100, the Council will ensure 
that agencies develop 11 coordinated food safety budget submission consistent with the 
strategic plan. The Council will develop guidance for food safety agencies to 
consider during Ihe preparation of their individual budgets. Tbe Council has created a 
budgel task force that witL 

• 	 work with the strategic planning task force and review the draft and final strategic 
plans and Council budget guidance.on priority areas for investment to identify 
budget data and other information that will be necessary to plan and coordinate 
agency budget submissions to OMB; 

• 	 design a uniform formal for' presenting tood safety initiative budget components 
in the OMS budget process for use in both individual agencies and the unified 
budget submissions: 
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• 	 develop necessary guidance to facilitate submission ofa unified food safety 
initiative budget and any other food safety issues deemed appropriate by the 
CounciL 

• 	 establish a timetable for developing coordinated food safety budget requests and 
for submitting information to the Council that accommodates tb.e various 
agencies' budget planning processes~ and 

• 	 consider the issue of whelher 10 amend OMS Circular No. A-II (OMS guidance 
to agencies on budget structure and reporting elements) to include food safety as a 
budget cross-cut 

An important part to both risk-based planning and resource allocation will be the 
development ofa comprehensive' comparative risk assessment of tile food supp1y. 
The Council has requested the Interagency Food Safety Risk Assessment Consortium, 
which consists: ofHHS and t;SDA agencies and EPA, to consider how to develop a. 
comparative risk analysis: for food safety strategLc planning. The Council will direct 
the Consortium to seek and consider public input in its analysis. 

The Council believes that various steps may need to be taken to evaluate risks 
,including: a ranking offoodbome pathogen risks based on surveillance and economic 
data; consideration of a broader range of food safety hazards including not only , 
microbial risks. but also pesticides and chemicals; and finally, selection of highly 
ranked hazards. an evaluation of control measures, and an evaluation of net benefits, 

'The Council must avoid applying risk assessment in a rnanner that is too strict, 
rigorous, or inflexible. Instead, the comparative risk assessment must be used to 
prioritize the known greatest risks at tbe current time. with the understanding that 
scientific risk estimates can, and will likely, cha,nge frequently over time. 

Challruges in Pli\llning 

The Council faces the following challenges in developing a comprehensive food 
!safety strategic plan and allocating resources based on risk: 

• 	 Developing and successfully implementing a national plan will require strong 
cooperation, coordmation. and communication, since each federal, slate, and local 
agency has unique mandates. authorities. history, culture, and operating 
procedures. 

• 	 The diversity of stakeholders in food safety is enormous. It wll! be difficult, but 
imperative, that all stakeholders are represented in the CouncWs planning process, 
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Progress in Strategic Planning 

• 	 President's 1997 Farm to Table Food Safety Jnitiative 
• 	 President's Fresh Produce and Imported Food Safety 

Initiative 
• 	 Establishment of the Joint Institute for Food Safety 

Research 
• 	 Establishment of the President's Council 
• 	 input from the National Academy of Sciences, Council 

of Agricultural Science and Technology, and other, 
organizations 

• 	 National Integrated Food Safety System project 
meetings 

• 	 Development of a draft vision statement 
• 	 Input from multiple public meetings and public 

comments 

Rccommcndation Ilia 

To iml)lemeut n science~based syslem, Congress should establish by statute a 
unified and central framew{)I'k for managing federal food SJlrety progrllms, one 
that is headed by a single official and which bas the: responsibility and controJ of 
resources for nil fcderlll food slifefy adiv~ties. including outbreak mIllingement. 

st-nndard~setling. inspection, monitoring, surveillance. risk assessment, 
cnfol'ccI1Hm1, research, and edu-cation. 

The t\'AS report finds that the existing regulatory structure for food safety in the 
United States is not well equipped to meet current challenges. Specifically, it points 
out that the system is facing tremendolls pressures with regard to: 

• 	 emerging pathogens and ability to detect them; 
• 	 maintaining adequate inspection and monitoring of the increasing volume of, 

imported foods, especially fruits and vegetables; 
• 	 mainUtl1ting adequate inspection ofcommercial food services and the increasing 

number of larger food processing plants; and 
• 	 the growiog number of p\!ople at high risk for toodborne illnesses. 

The report ciles the strengths of [he current food safety system. including the advent 
of Food Net and PulseNet HACep implementation, and the Partnership for Food 
Safety Education. II also identifies dcflciencies, which it attributes partly to "the 
fragmented nature ofine system." The report attributes the fragmentation largely to a 
lack ofadequate integration among the various federal agencies involved in the 
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implemc[ltation oCthe primary statutes that regulate food safety, and observes that 
this lack of adequate integration occurs also with state and local activities, The report 
notes that several federal agencies are involved in key food safety functions and 
referellc~s more than 50 memoranda of agreement between various agencies related 
to food safCly, 

The NAS report attributes the lack of adequate integration among federal. state and 
local food safety authorities in part to the absence of "focused leadership" that bas 
the responsibility. the authority and the resources to address key food safety 
problems. The report presents several examples of possible organizational structures 
to create a single federal voke for food safety. These include: 

• 	 a Food Safety Council with representatives from the agencies with a central chair 
appointed by the President. reporting to Congress and having control of resources; 

• 	 desig1uuing one current agency as the lead agency aryd having the head of that 

agency be the responsible individual; 


• 	 a single agency reporting to one current cabinet-level secretary; and 
• 	 an independent single agency at cabinet leve!. 

Although the repon indicates that many of the NAS committee's members believe 
that a single, unifted agency headed by a single administrator is the most viable 
structure for implementing the "single voice" concept, the report recognizes that there 
may be many other models that would be workable, 

Coundl Assf'sSIHf'ni 

The Council agrees with the goal of tile NAS recommendatiofi~~that there should be a 
fully integrated rood safety system in the U.S. The food safety agencies are 
committed to this goal, and the Council is confident that its comprehensive strategic 
plan will be a major step toward crealing a seamless food safety system, To ensure 
that the strategic plan achieves this goal. the Council will.conduct an assessment of 
structural models and other mechanisms that could strengthen the federal food safety 
system through better coordination, pJanning. and resource allocation. 

The Council's strategic plan will bring agreement on the Vision, goats, and actions 
needed to enhance the safety oflhe nation's food supply and protect public health by 
reducing the annual incidence of acute and chronic foodbome illness. It will also 
clarify the roles and responsibilities of each food safety agency as well as their. 
interactions with state. tribal, and local government partners . 

. While the Council recognizes that certain models of reorganization may improve 
coordination and allow for a better allocation of resources, any reorganization of food 
safety activities must consider tbe non.food~safety~reJated responsibilities of each 
agency llnd how these relate to. the food safety responsibilities. Reorganization must 
not be done at the expense of these other responsibilities and activities. The Coundl 
is concerned that. if not done carerully, separating food safety from non~food safety, 
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activities in each agency could act to weaken consumer and environmental protection 
overall 

Tbe Council also recognizes that eXpet1tSe and knowledge, pa11icularly expertise in 
state-of~the~art science and technology, provides a resource to food safety activities. 
For example, analytical methods for detection and quantification of adulterants in 
foods may be adapted to detection ofchemical contaminants that threaten public 
health, Expertise in non~food safety regulatory science and legal procedures are 
critical when \.varnings are required on food latiels to assure safety. In addition, 
reorganizations must avoid interfering with the public health framework established 
to identify and respond to infectious and non-infec·tious public health threats whether 
they are foodbome or not, since many of the major foodborne pathogens also produce 
non~foodborne disease. Thus, in lis strategic planning the Council wilt be cognizant 
of the interplay between the food safety and non:.fuod·safety activities ofeach agency 
and bow they at1ect each othcr~ 

The Council believes that there are progranls that caIl,benetlt from immediate 
roorganizatiOfr For example. during the last two ye!ifS, FDA and NOAA have been 
developing a proposal to transfer the NOAA Seafood Inspection Program to FDA as a 
Performance Based Organization (PBO) in order to operate the voluntary Seafood 
Inspection Program on a more bUSiness-like basis. The PBO would be formed under 
the Ulnbrella of FDA and would include all sea.food inspection activities now carried 
out by NOAA. The fiscal year 2000 budget proposes to transfer the existing Seafood 
Inspection Program from NOAA to FDA. This action will fully consolidale federal 
seafood inspection activlties within one agency thereby increasing the efficiency and 
efl'ectiveness of seafood oversight, It will also enhance the overall safety and 
wholesomeness of seafood products. Funds are provided in the President's fiscal 
year 2000 budget to cover the costs of transition, including training and educa.tion 
activities. 

Fartors to Considu in Orgjmi'lntiou:al Rt'structuring 

The Council assessment ofstructural and organizational options must take into 
consideration factors such as: 

• 	 There are numerous instances in the exisling tood safety system where the 
division of regulatory responsibility is not optimat For example. within the same 
plant, FSIS and FDA inspectors are often responsible for different foods, FDA 
and FSIS also share regulatory responsibility ofeggs and egg products, Examples 
such as these create stakeholder confusion and inefficient allocation of resOurces 
Any reorganization must consider areas where there is signiticantjurisdictional 
overlap_ 

• 	 Many food safety issues would be diflicult to resolve by a reorganization. For 
example; some issues like bovine spongiform encephalopathy are both animal 
health issues and human health issues. Foodborne disease problems may also be 

14 




waterborne disease problems. Other programs, particularly research and education 
programs for food safety often do not operate as separate activities within the 
agencies, but rather draw significant strength from one another. While some 
projects are entirely focused on food safety, the food safety research portfolio 
includes many other projects in such areas as animal health and animal genetics. 
Reorganization must also accommodate successful partnerships such as the 
Partnership for Food Safety Education . 

. 

Recent Steps T:tken to Create a Unified 
Feder:tl Food Safety System 

• 	 1997 President's Food Safety Initiative 
implemented 

• 	 Interagency Risk Assessment Consortium created 
• 	 President's Fresh Produce plan implemented 
• 	 Federal/State Outbreak Response task force 

established 
• 	 Joint Institute for Food Safety Research created 
• 	 President's Council on Food Safety established 
• 	 Restructuring of seafood inspection proposed 
• 	 Partnership for Food Safety Education created 

l~ccommcJ1d"tion Illb 

Cong,·ess.should provide the agency responsible for food safety:tt t.he federal 
level with the tools lIecessllry to illtegrnte and unify the efforts of authorities at 

the state and loc:tllevels to enhance food safety. 

The NAS report recommends that federal, state, and local governments function as an 
integrated enterprise, along with their partners in the private sector. The report 
identified five statutory tools required to integrate federal, state, and local food safety 
activities into an effective national system: 

• 	 authority to mandate adherence to minimal federal standards for products or 
processes; 

• 	 continued authority to deputize state and local·otlicials to serve as enforcers of 
federal law; 

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

• 	 authority given to the Federal oflicial responsible for f09d safety to direct action· 
by other agencies with assessment and monitoring capabilities; and 

• 	 authority to convene working groups, create partnerships, and direct other forms 
and means of collaboration to achieve integrated protection of the food supply. 
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This recommendation acknowledges the "equally critical roles" of state, tribal, and 
local government entities with those of the federal government in ensuring food 
safety, and suggests that changes in federal authorizing and appropriating legislation 
may be necessary to achieve better integration of federal, state, tribal, and local 
activities. The report points out that the work of the states and localities in support of 
the federal food safety mission deserves "improved formal recognition and 
appropriate financial support." 

Council Ass("sslII("nt 

The Council agrees that the roles of state, tribal, and local governments in the food 
safety system are critical and that their efforts deserve the formal recognition that 
partnership in a national food safety system conveys. Thus, the Council supports 
steps taken toward the development ofa more fully integrated national food safety 
system. While more needs to be done to optimize and develop new partnerships, the 
federal food safety agencies have already established extensive interactions with state 
and local regulatOlY agencies. In fact, a critical factor for the Council to consider is 
the manner in which existing federal/state or local activities are integrated and 
coordinated. The Council believes that its strategic planning process provides a fresh 
opportunity for their non-federal partners to participate as primary and equal partners 
in the development of the future food safety system. 

Some overlap occurs among federal. state. and local food safety efforts. Neither 
federal food safety agencies nor state and local agencies have sufficient resources to 
carry out a comprehensive food safety program. but all these agencies have expertise 
and resources that. when combined in an integrated program, would significantly 
enhance the impact of food safety programs. 

The Council also agrees that the five statutoI)' tools identified by th.e NAS are critical 
for. ensuring good coordination between the federal government and state. tribal, and 
local agencies. FOl1unately, the federal food safety regulatory agencies (FDA, FSIS, 
and EPA) already have most of the statutory tools recommended by NAS. 

The Council recognizes and agrees with the report's conclusion that the lack of 
integration among federal. state, and local authorities often complicates the 
administration of regulatory programs. We need to utilize available mechanisms to 

. leverage resources and expertise from government. industry, academia. and 
consumers to expand the nation's food safety capabilities beyond what anyone group 
can accomplish. Increased awareness and knowledge oftood safety in each segment 
of the food safety community should reduce the need for regulation of industry and 
decrease the incidence of contamination at every point in the food safety system i':l 
'order to protect public health. 
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Intl'sr*.J!..N'llignal Food Safetx System (NFSS) Project 

HHS. USDA, and EPA are working with state and local officials on an integrated 
National Food Safety System (NFSS) Project to identify appropriate roles and to 
develop mutually supporting common goals for all levels of government in the U.S. 
food safety system. This work is considered integral to the Council's strategic plan 
and coordinated budget recommendations and will be the basis for improved 
integration \~ith state, tribal and local governmems. 

,, 
Under the leadership of the FDA. the Project is proceeding under existing federal. 
stale. and local laws although all levels ofgovernment recognize that changes in some 
of the federal and state laws will be necessary to achieve an integrated system, The 
Project began with a meeting of state and local officials fr9m public health and 
agriculture agencies and state laboratories representing al1 50 states, Puerto Rico. and 
the District ofColumbia, FDA, CDC, and PSIS in Kansas City in September 1998. 
In Decemhe~ 1998. six work groups and an 18 member Coordinating Committee 
composed o(federal. state and local officials met in'Baltimore, Maryland to begin to 
develop plan;:; Ibr implementing recommendations and overcoming the obstacles 
identified 31 the Kansas City meeting. Subsequent meetings will be held throughout 
1999 to continlle Ihe planning process. The group estimates that a fully integrated 
feperallslatel!ocal food safe.ly system will take up to 10 years to build, The 
Association of Food and Dmg OffLcials. which is an organization ofstate and local 
public health onidals and regulators, strongly endorses the concept of a NFSS. 

The NFSS Project builds on existing systems offederal/state cooperation such as the 
FSIS long-term "equal to" meat and poultry system currently operating in 26 states 
with shared state and federal funding and EPA's delegation to states of various 
regulatory programs, 

ChnUengts io ()t"elopiJu~ a N:itic)flUl Food Safety System 

The Council recognizes that the existing systems for federal. state, and local 
government regulation of food and pesticides have different his10nes and important 
distinguishing characteristics, The Council believes it is important to respect the 
nature and :>:trengths of the existing systems and that integration must proceed in a 
coordinated fashion. There are numer~us challenges to building an integrated food 
safety system: 

• 	 1:"~\/ahlislmf(:JtI ofa c/r:arjl'tlmeworkJol' intcxmlion. Such a framework would 
include the following; strong federal food safety standards. consistent lraining·and 
competency of inspectors and other slate/local officials, data sharing/exchange, 
federal oversigbt of state activities, and appropriate and effective enforcement. 
There needs to be public assurance that state and local activities are integrated 
with, and an extension of. the federal responsibility in order to assure consistency. 
accountability, and above all, enhanced consumer prolection. 
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• 	 Re'\f}(JIIsiH'!U(fSS 10 slak,:ho/del' com:em.\. Development of an integrated system 
, needs to be responsive to stakeholder concerns to have credibility and obtain 
I public support. For example, consumers are concerned that the economic 
: intereslS of industry within slates may be a source of conflict if those states bave 
. an expanded food safe1y rote tbat includes activities thought to be primarily a . 

federal responsibility. 'Moreover, industry is concerned that food safety regulation 
, will be inconsistent among the states ifsystems are integrated without adequate 

preparation ofthe state agencies to step into an expanded food safety role. 
• 	 Injraslrm,'lure aud SlIpport, There is a potential need for legislative change at the 

federal or statellocallevel to achieve uniformity and consistency in enforcement 
authorities and to permit the sharing ofinspectioo and other resources. 

• 
• 
• 
• 
• 
• 

• 
• 
• 
• 
• 
• 
• 

• 
• 

• 
• 

• 
• 

• 

Examilies of FederalfStaje/l,ocal Cooperalion 
, 

Milk Sanitation Program ~ Pasteurized Milk Ordinance 
Retail Food Safety Program ~ Food Code 
fntegrated Natiorlal Food Safety System Project 
Interstate Shellfish Sanitation Program 
States conduct 5,000 inspections ofFDA~regulated plants 
FSIS oversee and SlIpports 26 state "equal to" meat and poultry 
inspection programs 
FDA maintains more than 100 state partnerships 
Conference,for Food Protection 
FoodNet/Emerging Infections Program 
Puls~Nyt 
Epidemiology and Lllhoratory Cooperative Agreements 
Appropriate delegation of pesticide responsibility to states 
Partial funding of states for imple~entation of some pesticide 
programs and for most pesticide compliance programs 
State FIFRA Issues Research and Evaluation Group 

-State and local government involvement in Foodborne Outbreak 
Response Coordination Group (FORe-G) 
States conduct inspections in 250 FSIS regulated plants 
FSIS supports animul production food safety outreach projects 
involving II ,States 
FSiS supports animal production food safety workshops 
HACCP based enhancement of state labs. computer capabilities. 
and state training 
Partnership for Food Safety Education "Fighl BACI" campaign 
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Record Type: Record 

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

cc: 

Subject: Charter and Action Memos for Food Safety Council 


1 will send you a copy of the charter for the Food Safety Council and four decision memoranda that 
will be discussed at the first Council meeting, which is tentatively set for Decemb~r 16. The action 
memos are'on the following: (1) Assessment of the NAS report; (2) Process for developing a 
strategic plan; (3) Process for developing coordinated food safety budgets and a unified food safety 
initiative bl!dget; and (4) Scope of the food safety strategic plan. 

The agencies are seeking comments by November 30. If you have any comments before 
November 30, let me know. Thanks, Mary 
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United Slates 
Department ot 
Agricutture 

Food So~!y
and tnspeption
Service 

WashingtOn. D.C. 
20250 

SUBJECT: Presidents Council on Food Safety Clearance Documenis 

TO: See Distribution List 

FROM: JOllll Mondshein 1I 0 NOV 199Il
Confidential Assistant to 111. Admini_tor 
Food Safety and Inspection Service 

Charles Danner 
Director. Planning Staff 
Food Safety and Inspection Service 

Attached for your final review are the most recent charter and decision memoranda (4) 
dtafts which, when finalized. will be discussed by the President'. Council on Food Safety 
at its flISt meeting in early December, 

The, final charter will provide general direction to the Council. Comments received on 111. 
earlier draft oHhis document have been incorporated in the attached version. 

The decision memoranda define important fuod safety issues that were eddcessed in the 
Presidenfs Executive Onler establishing the Council. Discussion of the i.sues contained 
in the papers and approval of the charter will fonn the major portion of the ageoda fin the 
fust meeting. 

Pi.... review the .ttached documents and forward your comments to Charles Danner by 
COB Mondey. November 30. 19~8, You may telephone. fax or email your comments to: 

Phone:202·720-414S 
Fax: 202-690-1742 
Emsil: charles,declll'l:@usda.ggy 

Attachments 

Distribution: 

Eric Olsen, USDA OSEC Greg Frazier, USDA OSEe 
Ca1hie Wotcki, USDA OFS Caron Wile"", USDA OFS 
Miley Gonzalez, USDA REB Eileen Kennedy, USDA REE 
John Golden, USDA OGC Steve Dawhurst, USDA OBPA 
Jim O'Hara, HHS OASH Dalton Paxman, HIlS 
Joe Levitt. FDA CFSAN Lynn Goldman, EPA 
Judy Nelson, EPA Eric; Siel, Conunerce 
CliffGabriel. OSTP Tom Freadman, DPe 
Mary Smith, DPe Margaret Malanoski, OMS 
Wendy TaytoTl OMS Mark W.atherly, OMB 
Dana Flower Lake, OMB Jean Logan, NPR 

eWAI.. OPPORTUNi..... IN EMPLCYME~T AND SE:Av1CES 

mailto:charles,declll'l:@usda.ggy


(Draft 1112) 

;PRESIDENT'S COUNCIL ON FOOD SAFETY 
CHARTER 

Article I: PUrp68e. 

On August 25, 199B, the President, by Executive Order, No, 13100, established the President's 
COWlCit on Food Safety ("Council") '" improve lbe safety of the fuod supply through ,eience­
based regulation oed well-coordinated inspection, enforcement, reseateh, and ed_tion 
programs, The purpose of the Council is to develop oed update periodically a comprehensive 
strategic plan for FedmJ rood safety activities, to make n:commeodatioru; to the President on 
bow to implement the comprehensive strategy and enhance coordination among Federal 
agencies. State.locallUld tribal govemment~. and the private sector, to advise Federal agencies in 

.setting priority areas fur investment in food safety, to oversee researoh efforts of the Joint 
Institute for Food Safety Research, and to evaluate and make reconunendations to the President 
on the proposals contained in the National Academy ofSciences "'port on foOd safety, 

This Charter provides the basis for collaboration among the membets ofme Council in carrying 
out the responsibilities of the Council as set fortlrin the Executive Order. ' , 
Article II: Membershlp 

Council membership abel! comprise: 

L Se=tary ofAgriculture, 
2. Secretary Qf Commerce, 
3, Secretary ofHealth and HutrulIl Services, 
4, Administrator nfthe Environmental Protection Agency, 
5, Director of the Office ofManagement oed Budget, 
6, Assistant to the President for Science and TechnologylDirector of the Office of 

Science and Technology Policy. 
7, Assistant to the President for Domestic Policy. and 
s:. Director of the- National Partnership for Reinventing QQvernment. 

Each member may designate a senior Federal employee, subject to the apptovalofthe c;).ochairs. 
to serve as an alternate representative to perfonn the duties of the Co\Ulcil member. 

Article ill: C ... Chai.... 

The Secretaries of Agriculture and cfHcalth and Human Services and the Assistant to the 



President for Science and Techno2ogyIDirector of the Office ofSdence and Technology Policy, 
or their designated alternates, shall serve as co-chairs of the Council. 

The CQ-chaics shall provide leadership and direction to the CcWlcil, and coaminate the fennation 
and schedule of standing oommittees. Each meetiog will boled by one co-chair and this 
responsibility sball rotate quarterly among the co-chairs. 

Anicle IV: Staff Support Servl ... 

I 
Staff support services fot the activities of the Council will be provided by the Co-Ch.irs through 
a Secretariat, which will consist ofa senior Federal employee from each of the following: the 
Department ofAgriculture, Department ofHealth and HUIlUIll Services, and the Office of 
Science and T ecbnology. Other members may provide additional staffsupport services, as 
necessary. The Secretariat will facilitate ploruring, coordination, and communication among 
Council members. 

Article V:, Meetings. 
The Council shall meet on a qUllrterly basis at a time and location chosen by the co-chairs. 
Additional meetings may be held at the call of the co-cbairs or at the request of a majority .fthe 
members. ' 

A majority ofthe Council membership shall constitute a quorum for the IrIlD£.orion of business. 
All decisions made by the Counc~ at the meetings shall be by gcnernlagrcement. 

The Secretariat will prepare a summary report ofeach meeting of the Council for distribution to 
the membership and make eacb report available for public inapection and copying and on the 
Council Internet web site. 

The Council may prepare a report for submission to the President on October I ofeach year. The 
report will contain, at it minimum, a description of the CouneiJIs activities and accomplishments 
during the preceding fiscal year and a description of the planned activities fur the coming year, 
and a review of strategic planning objectives iUld progress made toward accomplishing those 
objectives.. 

Article VI: Duties and Responslbilltl.. 

The specific responsibilities of the Council are to:" 

l. Develop and update periodically a comprehensive stnltegic Federal food safety plan 
(1lplavn to reduce the annual incidence ofacute and chronic foodbome illness by further 
enhancing the safety of the nation'. rood supply. Th. plan will address public health, resource, 
and management questions mins Fcderul food safoty agencie. and wiU focus on the full range of 
food safety issues, including the needs ofregulatory agencies, and the actions necessary to ensute 
the safety of the food A.mericans use and consume. The planning process will consider both 



short-tllrm and long- tenn issue. including new and emerging threats to the nation'. food supply 
and the special needs ofvulru:n!ble populations such as ohildren and the elderly. In developing 
this plan, the Council will take into consideration the findings and recommendations of the 
Natiolllll Academy of Sciences report "Ensuring Safe Food from Production to Consumption" 
and the review of Federal food safety research by the interagency working group under the 
auspices ofth. Natiolllll Science and Technology Group. 

The final plan will help set priorities, improve coordination and efficiency, identiry gaps in the 
current system and ways to fiU tho•• gaps, enhanco and strengthen prevention and intervention 
strategies, and identify rell.ble measure. to indicate progress. 

The Council wilI conduct publ!c meetings to engage conswne·rs. producers, industry. food 
service providers. retailers, health professionals. State and local governments, Tribes, academia) 
and the public in the strategic planning process. 

2. Advise Federal agencies ofpriority areas for inveSbnent in food safety and ensure that 
the member agencies develop annual coordinated food safely budgets for submission to the 
Office of M~ent IUld Budget (OMB) to sustain and strengthen priority activities On food 

. safety. eliminate duplication, and ensure the most effective use of resources for achieving the 
goals ofth. plan. 

3. Overs.. the Joint Institute for Food Safety Rcseareh (JlFSR). The Council will 
evaluate the reports from JlFSR On food safety research activities and give direction to JlfSR on 
research needed to establish the most effedive possible food safety system. 

. 4. Evaluate and report to the President on the National Academy of Sciences (NAS) 
report, 'Ensuring sate Food from Production to C<>nsumption'. After providing opportunity for 
public comment, including public meetings, lb. c<>uncil will, by February 21, 1999, report to 
the President on the c<>uncil's response to and recommendations concerning the NAS report and 
appropriate ~dditional actions to improve food safety. 

Article vn, Committee, 

The eo..cb.airs:~ after consultation with Council members, may establish committees of Council 
members, their alternates, or other Federal employees, as they deem necessary, to facilitate and 
carry out effectively ilie responsibilities of the CounciL Such committees shaU report 10 the 
Council. 

The following committees shall be established by the co·chai"" 

t. Strategic Planning Committee 

The Committee shall develop a comprehensive strategic Federal food safety plan ('plan") that 
will review public health, resource and managemc:nt issues facing Federal food safety agencies 
and will focus on the fuJI range of issues and the actions necessary to ensure the safety of the 



food Americans use and consume. The Committee will conduct public meetings to engage 
consumers) producers, industry, food service providc:~ retailers, health professionals, State and 
local governments, Tribes, academia, and the public in 1he """legic planning process. The plan 
will include a comprehensive strategy for the enhancement ofcoordination among Federal 
agencios, State,local and tribal governments, and the priv.te seeror on foed safety issues. 

The Commitrec will provide the plan to the Council that will help set priorities, improve 
coordination and efficiency, identify gaps in 1he current system including legal.uthorities, and 
ways to fill those gap., and enhance and srrengthen prevention and intervention teclmiques. 

2. Budget Conunittee 

The Committee will examine all Fedeml food safety related budgo1s to identilY priority areas for 
investment in food safety and ensure that resources are used effectively and to elintinate 
duplication. . 

3. JIFSR Executive Research Conunittee 

The Commltrec will evaluam 1he reports from the JIFSR on its efforts to coordinate fOQd safety 
re,earch and make recommendations to the Council regwing research needed to eStablish the 
most effective possible food safety system., 

4. NAS Report Review Conunittee 

The Committee shall prepare a response to 1he NAS report, after providing for public comment, 
and shall submit fuereport to·th.Council by January 21, 1999. 

Article VIII: Wob Sito 

The Council shall establish an Internet web site. The Department of Agdculture shall b. the 
system owner of the web site and shall be respoIDlible for mainlllining it. The Council website 
will provide links to websites of federal agencies having food safety responsibilities. 

ArtieI. IX: Effective Dale . 

This Charter shall become effective on 1he latest date affIXCd below and may be modified with 
supplemeittaJ agreements signed by !be memhcm ofthe Council; . 
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November 16, 1998 

MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOOD SAFETY 

FROM: INTERAGENCY FOOD SAFETY WORKING GROUP 

SUBJECT: Assessment o[NAS Rep<Jrt "Ensuring Safe Food from Production to 
Consumption" 

ACTION: Approval ofplan to provide the President with an assesSment of the NAS 
Report "Ensuring Snf. Food from Production 10 Consumption." 

BACKGROUND: In the Agriculture, Rural Development, Food lllld Drug 
Administration, and RaIa!ed Agencies Appropriations Act of 1998, funds were provided' 
to the AgricullUr1l! Research Service to support the NAB to "1) determine the scientific 
basis ofan effective food safety system, 2) assess the effectiveness ofthe Cllrl'Ol1t food 
safety system in the United States, 3) identify scientific needs and gaps within tho current 
system, and 4) provide recommendations on the scientific and organizational change, in 
federal food snfety activity needed to ensure an 'effective science-based food snfety 
system." 

The NAS established their study committee \Uldcr the ..... pices ofboth the Institute of 
Medicine and the National Researeh COuncil and bold three meetings (from March 
through June 1998) obtaining input from Fedcralsgencles nod other stakeholders oftbe 
Federal food snfety system. The NAS issued their report on August 20, 1998. Attached 
is a summary of its findings and recommendations. 

Congress viewed. this study as part one ofa possible two-part process. Should the NAS 
recommend that a single Fedentl food safety agency Is required to schieve adequate 
perfonnanceand levels o{public health proteo\lon. Congress planned to appropriate 
additional funds to support a second NAS study. which would focus on how such an 
'<leney should function. The NAS Committee did not explioitly recommend the 
establishment ofaslngie Federal food safety agency, and funds for part two were not 
approprialed for fiS(;a1 year 1999. 

On August 25, 1998. the President issued a directive tasking the Council on Food Sarety 
to provide him with an assessmentoftheNAS report in 180 days (by February 21,1999). 
Specifically. the President directed: ' 

" ... the Council to review ftOd respond to this report as one of its first orders of 
business, After providing opportunity for public comment) including public 



meetings, the Council shall report back to me within 180 days with its views on 
'the NAS'5 recommendations. In developing its report, the council should take 
into account the comprehensive strategic Federal food safety vlan that it will be 
'developing." ' 

four vublic meeting have been scheduled to solicit stakeholder input (October 2, in 
Arlington, VA; O<;tober 20, in Sacramento, CA; November 10, in Chicago, lL; and 
December 8 in Dallas, TX), 

RECOMMENDATION: The Inter.gency Food Safety Working Group recommends that 
the Council establish a !ASk force consisting of one representative from each of the 
fonowing .goucie.: OSTP, HHS, USDA, EPA, and DOC, This 5 per,on task force will 
systematically assess the NAS,report by providing 1) an analysis of the report's finding', 
including whether we agree or disagree with the fmdings and why; 2) an assessment of 
the stIengtha and weaknesses ofeach recommendstion as they relate to the fmdings that 
arc determined to have merit; and 3) recommendations on whether to incorporate 
particular elements of the NAS "'port into the CoUlleil's oomprehensive strategic plan, If 
appropriate, the task force should identify bame .. (e.g., legal) to implementation and 
recommend ways to overcome them. Each task force representative will be responsible 
for CQo,dinatiog input from within his or her own agency, The !ASk force will be chaired 
by OSTP and provide a draft report to the Council by February 5,1999. Onoethe report 
is submitted to the President by February 21,1999, the Council will seek additional 
public input on its assessment ofthe NAS report's recommendations. 

• 



MEMORANDUM FOR THE PRESlDENT'S COUNCIL ON FOOD SAFETY 

FROM;' INTERAGENCY FOOD SAFETY WORKING GROUP 

SUBJECT: Process for developing a Food Safety Strategic Plan for all Federal food 
safety age"cies 

ACI10N: Approval of. process for preparing a food safety strategic plan 

BACKGROUND: On January 25, 1997, the President announced a new food safety 
initiative. He directed Ihe Secretaries ofAgriculluTe and Health and Human Services and 
the Administrator of Ihe Environmental Protection Agency to identify specific steps to 
improve food safety, Those agencies held public meetings with consumers, producers, 
industry, Slates, universities, IIIld the public. and reported heck to Ihe President, The 
Report. issued in May 1997, was entitled Food Sqfety from Farm 10 Table. A NatiolUJl 
FQOd-Sqfotylnltlative. In that report, the Federal agencies involved in food safety 
recommended. longer-term sttategic planning effort to consider how to best address 
impertant challenges and make the he,t USe ofIhe agencies' limited resources. The 
aaencies made a. commitment to involve all public and private stakeholders in the 
process, 

The President'. Council on Food Safety will be responsible for development of a 5-yeor 
Federal food safety strategic plan. A coordinated food safety strategic planning effort is 
needed to build on common ground and to tacld_ some of the difficult public health. 
resource, and management questions facing Federal food safety agencies, The strategic 
plan will focus on not just microbial conlamination but tho full range of issues that are 
discussed in the scope of food safety decision paper, It will also identifY actions 
necessary to ensure the safety aftho food Americans consume, The charge is to develop 
a comprehensive &trutegio long~rangc plan that addresses the steps necessary to achieve a 
seamless food safety system inoloding key public health, 'esource, and management 
issues reganding food safety, The plan will be used to help set priorities, improve 
coordination and efficiency, identilY gsp. in the current system and mechanisms to fill 
those gaps, continue to enhance and strengthen prevention and intervention strategies, 
and develop perfurmance mo..ures to sbow progress. Each agency will incorporate the 
relevant paxls ofthe strategic plan into its Govermnenl Performance and Results Act 
(GPRA) strlltegic plan, _onunerururate with its bodge!, 

The food safety as"""ies heve alreody taken th_ first steps in developing the food safety 
strategic plan, by participating'in interagency strategic plan.ning sessions and developing 
a draft vision statement for the U.s, food safety system and the roles ofall those involved 
in food safety, The vision slIItement establishes Ihe essential eh.araetetisties ofan 
effective food safety system; 

Consumers can he confident Ihat food is safe, healthy and affordable, We work 
within a seamless food safety system Ihat uses farm-to-table preventive strategies 
and integmted rcselUeh, surveillance, Inspection, and enforcement W. are 



vigilant to new and emergent threats and consider the ...ds ofvulnerable 
population •. We USe science-based and risk-hosed approaches along with 
publielprivate partnerships. Food is safe because everyone understands and 
accepts their responsibilities. 

During early 1997, the fedem! food safety agencies engaged a wide range ofstakeboldel'll 
in discussions about food safety issues through a series ofpubUc meetings and through 
writttn comments to public dockets. At four additional meetings, held between October 
Illld December 1998, the food SlIfety agencies engaged consumers, producers, industry, 
food service providers, totaller" haalfu professionals, Stale and Io<al governments, 
Trib.s, academia, and 1he public in 1he strategic planning process, Participants 
commented on the d.t'aft vision statement as well as 1he strategic planning process. They 
were also asked to discuss goals and critical steps and to Identify potential barri.n; to 
achieving those goals. 

Additionally, al1he request ofCongres', the National Academy of Sciences (NAS) 
conducted a study of fu. current food safety system te: (1) dotennine fue scientific basis 
of an effective food safety sys\cm; (2) assess fue effectiveness of the current system; (3) 
ideorify scientific and organizational needs and gaps at 1he faderallevel; and (4) provide 
recommandations, The NAS re1ensed its findings, conelusi","" and recommendations in 
an August 20" report, Ensuring Sqfo Foodfrom Production 10 Consumption, The report 
statad 1hat "chanJles in statutes or organization should be based on a rational, well­
developed national food salety plan formulated by current ft-deral agencies charged with 
food safety effo"" IItId with repr...ntation from tho many stakeholder, involved in 
ensuring safe food," 

RECOMMENDATION: The Interagency Food Safety Working Group recommends1hat 
1he President's Food Safety Council convene a task force to develop a comprehensive 
food safety strategic pllln based on the Iecommendations and comment received from its 
various e<>nstituencies. The task force will consist ofrepresentatives from each ofthe 
following agenci"": HHS (CFSAN, CVM, NIH, CDC), USDA (FSIS, ARS, CSRERS, 
ORAeBA), and EPA, 

The task force will first conduct. content analysis of the transcripts and dockets of the 
1998 meetings and the input received through the notice and common! process to 
determine the major themes, issues, and subject areas that emergec:l during the public 
outreach phose, This will identify what stakeholders want In • food ,afety strategic plan. 
The: task force will also consider the conclusions and re<::ommendations of: 

The National Academy ofSciences' report on Ensuring Safe Foodfrom 
Production to CQnsumpticm, 

, 

The review of Fadera! food safety ~ ond lbe research Pllln currently being 
developed by an interagency working group ueder 1he auspices of the National 
Science and Toobnololll' Council, 



Input ftom the SO-State meeting on statellocal issues and recommendations, and 

Input ftom the agencies involved. 

The task foroe will then develop a proposed set of strategic goals and objectives and 
present a draft stmtegic plan to the President', Food Sefety Council. Following Coullcil 
review, the draft food safety strategic plan will then be presented to the public for review. 

After a suilable period of further public comment, the task force will prepare a final draft 
of the strategic plan with specific recommendations on needed changes and steps to 
achieve a seamless food sefety system including resource needs. roles, and barriers to 
implementation. and submit it to the Council for approval. 



DIScussion Paper: Coonllnated Food Safety Budget_s 


For Consideration by Ibe PresIdent'. Comell on Food Safety 


Al:tiQn Reqllll:ll!1: Approval of • process to develop coordinated food safety budgets and a , 
unified food safety initiative budget submission, 

Bxecutl". Order 13100 esmbliJ;bed the President's Council on Food Safety, to "advise agencies 
of priority areas for investment in food safety and ensure that Federal agencie. amumIIy develop 
coordinated food safety budgetS for submission to the Office of Management and Be<1get (OMB) 
that SUStllin and s",eogtben existing capacities, e1im1.oates duplication, and ensure the most effective 
use of resources for lmpro.,;"g food safety.' The President further direcII:d the Council to 
"ensure that the Federal agencies annually develop a unified budget for submission to OMB for 
the President's FOQd Safety Ini!la!!ve and !UCh 0Iber Food Safety issues as the Council dotl:rmincs 
appropriate.• 

The Federal agency budget process begins no later than !be spring of each year, at least 9 mootbs 
before the hodge! is transmitted to Congress. In the spring and summer, the process focuses on 
the review of program performance, as wen as ways to ensure efficlen! GoVCl11IlleJlt resources and 
_.fullmplementation of programs and policie,. Beginning in early fall. Executive branch 
departments and agencies submit initial rnat.erials to OMB in accordance with. schedule deveInped 
by OMB. rnltial due _ fur sUbmitting material may differ between ageneies, but final OMB 
action on budget decisionmakiDg is the same. OMB reviews agency budget requests, based on 
Presidential priorities. program performance, and hodget constralnts, A complete scI of budget 
proposals is presented to the Pre,ident by early Ilecember for approval. After this process is 
complete. agencies revise their budget requests 10 bring them into aCcord with the President', 
decisions. Under current law. !be budget must be ,ubtaltted to Congress no later than the Ilr,t 
Mondey in February. 

, . 
The Fed!l!'a1 Budpt rrot:es, 

The budget proc.<.>ss is go.v.mod by OMB Circular No. A-lI, "Preparation and Submission of 
Budget Eslimales." which provides detaued instructions and guidance on th.e preparation and 
submission of agency budget requestS and tel.ted materials. includlng the development of strategic 
plans and annUal performance plan.'l. Polley guidance is givCQ to agencies for the upcoming budget 
year and rut-years to provide initial guidelines for prepsratlon of agency bUdget requests. OMB 
works with agencies to identity major issues for the upcoming budget; undertakes the analysis 



necessary to provide the co,,",x, for de¢lslomnal:lng; identifies major options; and develops .od 

implements plans for analysis of future issue •. 

During the OMB review process,lI1IIjor issues and options are prepared for conslderstion by Ibe 

PreSident, organiud around major Administration tlH:!ncs and cross~tting i.so"". The A·I! 


. 	requires data for cross-cutting issues in addition to agency budget subntissions to analyze 
individual agency budgets, make Govermnent.-wide resouree aUoeation decisions, and prepare 
unified budget presentations. Contributing agencies submit derailed budget schedules and narrative 
information tIlat de,;cribes agency functions and provides budget jeatifications, The narrative 
justifications include evidence of cooperative development of complementary requests among tile 
major agencies involved. OMB utilizes the infurmation to make crosscutting comparisons between 
agencies aod to make Government·wide resource allocation decisions. 

0"" OXlIIllple of • cro.s-cutting activity is for resc:an;h and development. Agencies are required 
to report cross-cutting data for tile specific areas ofresc:an;h identified by tile National Science and 
Teebnology Couneil (NSTC). Prior to !be beginning nf!be budget process, NSTC identifies a set 
of resc:an;h and development """'" lhat are important national efforts requiring coordinated 
investments across several agencies. l'Mse priorities, and other guidance, are provided to 

participating agencies to colll!ider during the development of agency budget>, The agencies utiIire 
this infurmation to jnstify proposed changes in research and development activities addressed by 
NSTC. The A-U .also identifies other cross-cutting areas such .. drug contra! programs and 
violent crime control programs. '. 

Current lDIerogency Bwlpt Planoin. Pr~ 

CUrrently, • fannal process for coordinating the budget for food safety functions has not bC 
establi8bed as it bas been for other cross-{;utting functions. In !be.bsenoe of specific guidanCe, !be 
Department of HeaIh and Human Servi= (IlliS), and the Departtnent of Agriculrore (USDA) 
have coordinated alIl11lti.agency effiJn to presetD ,·unified budget for the President', Food Safety 
Initiative. This P"""'" began with aM is based on the May 1997 reporl1n the President, entided, 
FOQd Safety from Fann·to-Tahle: A Natlonol Food SafelY Initiative. The report recognized 
microbial' foodbofne illness as an etuergjng publlc healtll hazard thet requires aggressive 
government action. The report recognjzes that only through joint plannlng can Federal ""'ources 
be maximll:ed and the greatest Intprov_ in food safety be achieved, The farm·to--table 
strategy developed in the May 1991 report identifies critical gaps in the food safety system for 
controlling or elimlnating foodbome pathogens from the food supply and proposes a strategy for 
closing th?S" gaps, 

The involved agencies have worked coUaborativtly to present a unified food safety initiative 
budget to OMB _\be Collgtl:S, for 1998 aM 1999. However, the process for cootdination and' 
joint planning has not been initiated until the completion of inajvidual agency budget 
decisionmaking. The result is inclusion uf food safety initiative budget requests in individual 
agency budget submissions to OMB at.Id preparation of a unified budger submission "after the 
fact". : 



The Cnuocll's Role in Food Safety Budem PlanninS 

A primary responsibiUty of the Council is the development of. compreh<:nsive I'ederaI food safety 
strategic plan with the goal of. "seamless," scie~ed food safety system (e.g., • system that 
is an integrated Federal, State, and local system). The plan will contain spoeific reoolllttlelldations 
on tlt'Cded changes, including measurable oulX:Ome goals, sb:ps necessary to acbreve the goal, and 
key food safety public health, resouroe, and management issues, In developing the stra"'gic plan, 
the Council will consult with all interested parties and will consider both short-term and long-tenn 
issues including new and emerging threats, and the s~jal need, of vulnerable populations such 
as children and the elderly. 

The strategic plan will provide a solid basis for coordinated food safety budget planrung and 
resource requests. The Council will also ensure that the agencies submit a unified food safety 
initiative budget that includes other food safety issues, as determined appropriate by the Council. 

PreDaration DC a Coordinated Food Safety Budget Planning Process 

Developing • coordinated budget process for food safety activities includes • number of key 
factors. The first key factor is the development of guidance by the Council for food safety 
agencies to consider during the preparation of their budgets. In ordet for this guldance to be most 
useful, the Council should ~ it available to the agencies by late February to coincide with the 
beginning of the budget planning process of the involved agencies. A second major foetor is the 
coUe<:tion of budget data necessary ror coordinating food safety budgets and recommending 
government-wide resource allocations. A third f.ctor is ••tablishing • process for agencies to 
submit relevent budget infomiation to the Council and OMB fOT use in evaluating agency budget 
submissions. 

Recommeadiuion: Porn>' task force composed of representatives !\'om the budget and progesm 
planning Slalfs of HHS, USDA, and EPA to worlc with the Col.lllcil to develop a coordinated 
budget process for food safety octivities similat to other cross-eutting issue.o;. The team will wed!: 
throughout the budget process to assure coordination of activities and msource requests. The task 
force sbeold couduet the roUowlng !Unctions: 

, 
• 	 Review the strategic plan and Council budget guldance to idemify budget data and other 

information that will be necessary to plan and evaluate agency budget submissions: 

• 	 Design a uniform funnat Inr presenting food safety initiative budget components for usc in beth 
agency and the unified budget submissions; 

• 	 Develop necessary guldance to facilitate submission of a unified food safely initiative budget 
and any other agencies deemed appropriate by the Councu; 

• 	 Develop a timetable for submitting information to the Council that accommodates lbe various 
agencies budget processes. 
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MEMORANDUM TO PRESIDENT'S COUNCIL ON FOOD SAFETY 

FROM: lntemgeooy Food Safety Working Group 

SUBJECT: Scope of1he Council's Comprehensive Strategic Food Safety Plan 

ACTION: Decision on the scope - what's in and what's out - of the Councirs initial actions: 
and comprehensive strategic Federal food safety plan. 

BACKGROUND: On JanlllllY 25, 1997, the President i.....a• diredlve to 1he Secretaries of 
USDA and HAS and the Administrator ofEPA to work with stakeholders and 1he public to 

.identifY ways to further improve the ,afety of1he food supply, and to leport back to him in 90 
days. The Federal food safety agencies (HAS, USDA and EPA) initially focused on the goal of 
reducing illn ....s caused by microbial contamination oflOod and water. Th. plan for meeting 
this goal WIIS presented to1he President in May, 1997 in "Food Safely From Fenn 10 Tabl.: A 
National Food Safety Initi.tive"(FBI). 

To imploment lite plan, USDA and HAS submitted joint budget requests for pathogen ""earch. 
surveillance, risk assessmon!, inspection and education fur F, F, and F. Microbial conllmlinatlon 
ofwater and biomedical resean;h ar. included within the scope of1he FBI, and Nfl and EPA 
participated in 1he Initiative; how"","" :I1!pport for Nfl and EPA programs have not been included 
in lite joint budget submissioltS. 

The May, 1991 report made a C<lmmitmCUI 10 proparo. comprehensive S-year stralegic plan, 
with the participation of all concerned parties. The President', Council on Food Safety WlI$ 

established in August, 1998 under E.O. 13100 and is nowresponsibl. for development ofthj, 
strategic food safety plan. The first slepS to lay the groundwork for development of the strategic 
plan heve already been taken by drafting a vision statement for the U.S. food ,afety syslem along 
with a series ofquestioltS designed to elicit the public'. view on the vision, goals and critical 
.tops as well as potential b"",icr, to ochleving that vision. In developing the vision. the ageneies 
assumed that the scope oflite "".tegic plan would be broadened beyond the FBI to include 
chemical hazards in lite food supplY. 

lndepandcully. the NatioDal Academy eiSei.nee. (AS) was abarged by Congress with: I) 
determining 1he scientific basis otau effective food safety system; 2) assessing the effectiveness 
of the curreri! food safety syswn; 3) idectifying scientific needs and gaps; and 4) providing 
recommendations on the scientific and organizational changes needed to ensure an effective 
system. The AS released its fmdings and recommendations in August, 1998 in "Ensuring Sar. 
Food from Production to Corurumption". In the report, AS broedly defined fuod ,afuty .. "not 
only the avoidance offuodbome pathogens, chemical toxicants. and physical hazards. but also 
issues such as nutrition, food quality) lahelinS f and education", While the scope of the study 
included aU these components~ the report focused primarily on micrObial; chemical and physical 
hazards from ··substances that can cause adverse consequences'; in domestically-produced and 
imported foods, including additives, agricultural chemicals and animal drug residues. 



For the Council', purposes in defining "rGOd sorely" and detetmining the ,cope oflhe sttategic 
plan, this paper identifies two categories ofactivities: "oor. food safety activities" and 
"collaterulu 

Of related activitle.s. "Cote food safety activities" includes programs or activities that 
enhance the safety of the nation'. food supply and protect public bealth by reducing the annual 
incidence ofacute and chronic food""me illness, "Collateral activities" are related to and have 
implications for food safety but are undertaken to SClVe another primary purpose or mission, such 
as insurlng f"hable, swimmable _, Specific food ,afety reSC/lICh or regulatory actions may 
need to be coordinated with these collateral activitie~ and vice versa, but they will not be 
incloded in the inillI!l_tegic plan. Collateral activities wiU be identified as appropriate for 
coordinetion or integration, aod could b. brought in the future within the ,",ope of the strntegic 
plan and 1»0 Council's work. 

This fram:,;vork i, designed to allow the Council to lOOns on the important, "core" activities that 
directly impae! food safuty. Once developed, the sttategic plan should assist the agencies to 
address the important food safety challenges by identifYing priorities and making the best use of 
limited resourecs. This paper does no~ therefQ!'C, detennine priorities within the initial scope for 
Federal attention :md resource" but rather leaves those decisions to the strategic planning 
process. Further, activities within the """PO may not all be addressed in the samo depth or at the 
same time depending on our assessmen! "fthe public health risles and potential benefits ofaction. 

RECOMMENDATION: It is recommended that the Cowu:i1 and the strategic plan focus first 
on "core food safety activities" defined as microbial hazards, physieal hazards. and chemioal 
,ubstances. Other "collateral activities" that are less direcdy related to the safety of the food 
supply wUI be considered for collaborative efforts or enJumred coordination on a spe¢ific, 
targeted basi. as needed. Included in this second category are: miscellaneous fuod constituents, 
the nutrition programs. and wa_me bazai-ds. [Note: [)SDA and FDA recommentkd water b. 
in the core.] 

Core 

Mlcroblallla7:ards X 

Chemical Substmces X 

MIst:. Food Constituents 

: Nutrition 

, Pbysical Hazard. X 

Waterborne Hazards 

Collateral 

X 


X 


The remaInder of this paper defmes the categories above and examines the pros'and cons fot 
inclusion ofeach category within the scope of the Council's comprehensive food safety strategic 
plan. Table 2 (attached) provides information on "core" and "collateral activities" at the food 
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safety agencies. 

OPTIONS: Bullding redend capacity to prevent, re4uce and ....pond to mlcrobial hazards in the 
food supply will continue to be a priority issue addressed by the Council and in the strategic plan. 
This include. not only known and emerging problems due to human pathogens in imported and 
domestic food (ftom fnnn 10 table) and antibiotic resistance in pathogens, but also some 
iwurally«eurring toxicants (e.g., mycotoxins). Federal programs for mlcrobilll research, 
moniwring, surveillance, regulation and preve.tion (including irradiation offood), voluntary and 
mandatDry cert!ftcatlon and inspection, and enforcement as wen as labeling and education (e.g., 
Fight BAC) that encourage proper food handling W avoid microbial contamination will be Part 
within the scope of the plan. 

This papel; exantines options for expanding the scope of the strategic plan beyond pathogens. 
Severn! categories of work have been identified which, seperntely or in combination, would 
broaden the soope IlDd IlIllko the plan more comprehensive: 

Option I: Chemical Substance. 
Optioo 2: M.iscclIaneous Food Constituents 
option 3: Nutrition l'rugrams . 
Option 4: Physical Hazards 
Option 5: Watelbome Hazards 

Option 1: Cru:mlcal Sub".n.,.. [Note: This section Is 'fill under discussion, und may be 
revised.] Food itself is a complex collection of"naturally-occturlng" IlDd added (inadvertentiy or 
for a specific purpose) chemicals with nutritive WId other properties. "Added chemicals". 
including synthetic chemicals and metals, are sometimes Inadvertently in~uced into foods 
(e,g., industriol contaminants) and/or arc pre,ent at unauthorized levels, while others ore 
intentionally added and present in food, in moat cases, at or below legal and llsafcll levels. 

The category includes a diverse set of substances: environmental contaminants (e.g., me1hyl 
mercury in fish, lead in baby food); industrial contamination (c.g., dioxin in chicken fi:ed, 
polybro.runairu! biphenyls in onimal foed); pesticides (both residues inion food and 
antimlcrcblals used to control pathogens); sanitizer.; components ofpackaging materilll. (e.g., 
fungicide treated fmlt and vegetable wraps); anlmal drugs (indoding residues in meat .... dlor 
milk); byproducts ofmanufacturing and process-induced components offoods (e.g" nitrosamines 
aod pyrolysis products). Among the che.rucal substance. of concern are natumllY-<lccurring and 
added substances in dietary supplement< (particularly hetb.l. and botanicals, such as ephedrine 
alkllloids in ma huang and Digitalis lanala in • plantain-contabting supplement). Si.rularly, 
nutrients present in either low or bigh levels may pose bealth risks to vulnerable populations in 
products specifically designed to meet their needs ( •. g., Infant fOITllula, medical foods, and foods 
for spacial dietary purposes). Another ..... of concern includsd in the category are genetically 
modified plants and producls uaed in food or anlmal productioD. This category IIIso includes 
food and reed additives (e.g.• coloring agents, preservatives, food packaging waxes), flavors, 
enzymes, and vitamins and minerals (including high levels of substances such as Selenium and 
Vitamin D). B..,ause "fbroad public concern about the risks posed by chemicals, they ""va 
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hiswrioal1y been the subject ofFederal attention and regulation. 

Under this 'option, all FDA, USDA, EPA and CDC chemical-related food safety responsihilities, 
inclnding tho.. aimed at ....uring "safe" and lawfull.vel. of chemicals in food, would be 
considered In the strategic plan. The plan would address chenticalJpesticide research (including 
research on preventive controls and intervention strategies), monitoring/surveillance (food and 
human diseases), regulation and r<:lated voluntary programs, inspection, enforcement. education 
and outreach. 

There are several reasons to include ohemical substances as "core food safety activities" in the 
comprehensive strategic plan. 
• 	 Food safety involves protecting consllDlCfS from a wide range ofpotential hazards 

including the risks posed by chentical,. 
• 	 Significant Federal progralDli/resources at HAS, EPA and USDA are devoted to 

protecting the public's health from chemical hazards in food; since the mission of these 
prognuns i. to CDliure safe food, they should be part ofthe food safety _tegic plan. 

.. 	 Some resomce efficiencies in surveillance and enforcement efforts could likely be 
achieved by integrating work on pathogens and chemicals. 

- There i. brood public concern about the safety ofpesticide residues, food odditives, and 
other chemical hazard, in food. 

, The 'plan will be perceived by the public as deficient ifchemical substances are left out. 
• 	 Th. AS report specifically cited the need to include chentical hazards in any discussion of 

food safety and called for development of a comprehensive strategic plan for food safety; 
there wtluld be • signifiCl!D1 gap ifchemical hazards were not considered in developing 
the plan. 

• 	 Some chemicalmbstances present new and important chellenges for the fOOd safety 
system (e.g., endocrine disruption, protoctioIlS for vulnerable popullltiODll) that should be 
CilllSiden:d in the strategic plan., . 

, 	 There is • direct link between eertain chcnticals and our ability w control nticrcbial 
contamination, For exampL~ antimicrobia1s~ pesticides and food additives playa role in 
controlling microbial contamination of food, 

, 	 There is growing interest in diotary supplements; some supplements, including hetbal 
products, may pose a risk of odverse hcallh effects booause they contain. toxic 
constituent. The Diotary Supplements Heal!h and Education Act exempted diotary 
supplements from federal premarket approval uftheir safety, so effective post-market 
approaches are needed. 

, 	 There i. public concern about the safety ofproducts from genetically modified plants and 
animals, 

• 	 Including chemicals broadens the speCtnm1 ofprograms included in the Initiative and the 
stakeholders, and should bring additional opportunities for improvements to the food 
safety system. 

On the other hand, there are rome reasons to exclude chemical subsumccs from the "core", 
• Some may argue that the urgency ofthe problem with pathogens warrants a focus on 
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microbial contamination alone. 
• 	 There are legal, scientific, regulatory and organizational distinctions that make chemical 

iss~es different from microbes; it may be an awkward blend and create challenges in 
terms ofbalancing competing priorities. 

• 	 The potential risks associated with this diverse group of substances vanes widely in scope 
and severity. Some believe that including all chemical hazards moy broo<len the scope of 
the slrategic plan beyond what is manageable. 

• 	 Some chemicals may not be priorities, and thus ""'y nol need to be inGluded initially. For 
example, there are classes ofpesticides (e.g., pJant growth regulators with no toxic mode 
of action) IIlat are addressed differently from those ..ith. toxic mode ofaction. Similarly, 
riskS posed by ",gut.ted food/feed additives .... generally well characterized and 
addressed in terms ofscience and regulation. 

• 	 Pesticide residues are being extensively addressed due to t)le recent legislation, and these 
activities can be supported through other mechanisms. 

Recommendalion, All chemical substances in food should be included within the '""pc ofthe 
Council's efforts and its slrategie plan, and potentially the annual ceordinated budgets. This does 
not mean, however, IIlat becruJ$. these substances .... in the same category for purposes of this 
paper that they pose public health risks ofthe same magnitude, or that they will all be a priority 
in the slrategic plan or fur budget initiatives; their inclusion decs provide opportunities for better 
coordination, integration, end resource efficiencies. Further, continued progress on goels end 
objectives for ntierobial hazards con be ensUred bY adding chemical hazard activities "owly on a 
priority basis to the budget, so that they can be absorbed into the overall FBI work men orderly 
fashion (exact timing for budget inclusion to be determined by the Budget Task Force). 

Q,gjion l: Miscellanel!U' Food Con.tity_nts There are a number of miscellaneous constituents 
such as ertificial Sweeteners, fat substitutes, and other "naturally occurring" substances IIlat serve 
various functions when added to food. These constituents are not typically considered "ehernica.J 
hazards", but as components offood products are a candidete for inclusion within the seepe. 

Reasons Ie include these miscellaneous food constituents within the "cere activities" of the 
stral.egic plan are provided below. 
>. Food processors .... <XOntining "new" sources ofingn::dlents (e.g., gums and fibers) fur 

more col1ventional funetiousi properties and adding them 10 food; the usc of these 
ingredients raises safety questions. 

• 	 Food processors arc utilizing macronutrient substitutes (e.g' j non-nutritive sweeteners and 
fat ,ubstitute.); ,ince quantities of these substitUte. in the diet may be larger than . 
traditional food additives, there are questions about the effect of their use on the quality 
of the American diet. 

Reasons to exclude these miscellaneous constituents from the "core activities" are the following, 
• 	 Some may argue that the urgency of the problems with pethogens and chemicals warrants 

a focus On those hazards; inclusion of these miScellaneous eonstituents ~"Ould broaden the 
scopo beyond what may be practical. 
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• 	 These areas Sle not likely to be priorities in the plan. and may not need to be addressed at 
this time. 

• 	 Although there are concerns aoout the effect ofthese constituents in the American diet. 
the primary purpose ofprograms dealing with them is oot to reduce foodborne illnesses. 

Recommendation: Include: this category in the" collateral activities", but do not consider it in 
developing the strategic plan (and bodget) at this time. Although related to food sar.ty, Federal 
progra:rns dealing with these constituents are not focused on reducing the incidence ofacute or 
chronic foodbome illness due to the,. products in the food supply. The issue can always be 
revisited ifsignificant food safety issues arise,, 
OpjiOIl 31 Nulrilion frQilIl!w There /lIe several HAS and USDA programs "" well as public: 
private partnerships designed to define end educate the American peopl. on the benefits of a 
healthy, nutritioU& dieL USDA oed FDA have developed the food pyramid, which recommend, 
daily quantities offruits, vegetsbles, meat oed grains. Both agencies also have labeling program, 
designed to infunn the public on the calorie and nutritional content of f"od. These programs ore 
important in encouraging tbe consumption of a healthy, nutritious diet which can help to reduce 
the incidence of both acute and chronic disease. 

Some feel thai these nutrition programs are aligned with food safety oed should be part of the 
'leore activities'? for the following reasons, 
• 	 The Federal govcmrneot cannot en""", a healthy end affonlable food supply, "" oudined 

in the vision, without consideta.tion ofthe nu1rition programs. 
• 	 Th.i' would provide an opportunity to develop public health message, about both the 

nutritional benefits end the infectious/toxicologic hatards .... ociated with various food •. 
• 	 Nutrition information could send a positive, constructive message to the American 

peOple, making f<)Oct safety about more than just !bod coplamination and poisoning. food 
safety could also be about enting a wholesome, balanced diet to reduce the risk of disease, 

. plJIticularly chronic diseases (e.g., some cancers), and malnutrition. 

On the other hand, the n~tion programs might not be considered ucore activities" for several 
reasons. 
• 	 Some would argue that the urgency of the problems with pathogens and cbemicals 

\VaITants a focus on these haz.arda; consideration of the nutrition programs would broaden 
the scopo beYood what is practical and include m:eas that do not need attention or funding. 

• 	 Inclusion "fthe nutrition programs could dilute FBI efforts on infectious and toxicologic 
ha:zards to the point ofineffectivencS$, 

• 	 The intent of these program, is to promote healthy eating habits by the American people 
and reduce the. incidence of chronic disease~ their primary purpose is not to enhance the 
safety of the food supply. 

Recommendation: Federal programs to define and promote a healthy diet should be considered 
IIcollateral aeUvities". They can support and help to implement the vision ofa safe, healthy ftnd 
affonlable food supply, but l1fe not designed to ensure food safety. 
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Qnlioll4j Physical Hazards This includes a diverse set of"foreignI) physical ha:z.ards in food 
that can ""use sorious harm ifconsumed, including stones, bones, metal chip. or parts, and glass. 
Included also in this category are insect and rodent infestations (e,g., insects in flour. Illt 
droppings), For purposes of this paper. tampering is included here although it is recognized that 
tampering may include the addition of biological and miCl'()biological agents, as well as chemical 
or other agents, to foods to intentionally harm the consumer. This category Was included in AS' 
definition offood safety concerns. but received little attention in the report. 

Incidents of contamination of foud with physical hazards can have significant adverse 
consequences. ReasonS for inclusion in the "core food safety activities" include the following. 
• 	 Some physical hazards can result in significant h8!Tllw iudividuals. 
• 	 The public perceive. contamination with physical hazards as plitt ofthe food safety issue. 
• 	 USDA and FDA legislation covers control and prevention ofphysical hazards. and 

USDA has substantial resources devoted to inspecting for physical hazards, 
• 	 These hazards are rel.tively easy to detect and may be """Y to mitigate with limited 

Federal attention andlor resources. 

Reasons to not include physical haZards in the "core activities" are as follows. 
• 	 Some may argue that the urgency of the problem with pathogens and chemlcals warrants 

at focus on them. 
• 	 Food processors and handlers have numerous safegnerds In place to I'fOtect against 

physical hazards and tsmperlng in order to avoid liability and other costs as well as the 
hannful publicity associated with incidents of easily-detected physical mlllOrials in food. 

• 	 Partly for the reason cited above and because these hazard, generally do not pose • wide­
spread threat to public health. some food safety ageocies bave paid less attention to these 
hazards. E:xpanding the scope to include them. seems unneee:;sary and would divert 
Federal resou.rces from mo", significant public health problems. 

• 	 The food safety system for controlling these hazards is perceived by some to not be 
broken. "ith the exception ofdealing with tampering and bioterrorism, and thus does not 
warrant increased attention at this time, 

Recommendation: Physical hazard, sbonld be included in the "core food safely activities". and 
addressed in the strategic plan. 

QDtifm 5; Waterborne Huards Water is an essential component offood production. 
proccssiltg 6:nd preparation; food production and processing are also a significant source of 
contamination to the nation's waters, Public water suppliers provide a majority of~ drinking 
wate< used for washing and final preparetion offood. including for use in reconstituted food 
products available in re.... urants and the home. Waterhoree hazards inelode: pathogens in 
ittigation and other waters used on farms and ranches and that can contaminate food -­
sometimes as a result ofpoor farming practices, in particular mismanagement ofanimal wastes; 
pathogens and chemicals in surface or groWldwar.er from point and non-point sourees that can 
contaminat~ food; microbes and chemicals in public and private \\'ater supplies used for food 
processing and preparation; as well as chemitals and especially pathogens in drinking '\\-"ate! 
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consumed by the public (C!yptosporidium in Miiwaukee; E Coli in Alpine, Wyoming). 

There are several reasons to include waterborne hazards as "cote" activities in the strategic plan. 
o Drinking water is part ofthe diet and an important component ofmany final food 

products (6 of the top 10 foods consumed by Americans are mixed with water before 
consumption Is this correct?). 

• 	 Water is used in most food production anc manufucturing processes and drinking water is 
used in food preparation and consumption; use ofpotable water is a fundamental 
,.quirement of all regulations and guidance (GMPs, GAP/GMP guidance fot produce, 
HACCP reguiations, and reconnnendcd codes ., e.g., Pasteurized Glade A milk code, 
Foed Code). 

• 	 Some program. to reduce pathogen contamination ofwater are already included in the 
Presidentis Food Safety Initiativej and EPA's research on pathogens to support its water 
program is in the OSTP research Inventory - i.e., microbial contamination ofwater is 
already in the FBI. 

• 	 Inclusion within the scope would provide attention to the important role of irrigation and 
procossing W1lIer in food safety. 	 . 

• 	 There may be public health benefits that can be achieved by inclusion of EPA's water 
programs within the "core'" SCQpe, since; 

There is a need to coordinate across the government on research on emerging 
pathogens in order to ensure efficiency and non-duplication of Federal research 
( •. g., the agencies shan: mutual objeerives in the anas ofrisk "",essmeot, health 
effects, dose response, and anal,tical methods fot pathogens whether in food Or 
water); 
Irrigation water and animal maIl'W'Cs can be a pathway for contamination. of food 
by pathogens; several acute disease outbreaks have occurred from thi, route (e.g., 
Cryptosporidlum in apple juice), and there is • need for coordination of 
surveUJance and inspections; and 
Several commonly waterborne pathogens are sometimes transmitted by the 
foodbome route. 

• 	 E.PA develops fish advisories fur loeally-eaugbt fish, while FDA develops action levels 
for commercial seafood; inconsistenoies in the action levels/fish advisories might be 
addressed through these joint efforts. 

• 	 Wate:r, whether for consumption by humans or ani.ma.ls~ is considered "food?' under the 
Federal Food, Drug, and Cosmetic Act. 

However; there are also significant .reasons why waterborne hazards should not be included in the 
"core" activities. 
• 	 The purpose of EPA's water programs is to' insure fishable, swimmable surface waters 

and safe blp water for drinking, and not to enhance food safety by reducing acute or 
chronio illnesses. 

o 	 Inclusion of these programs in the food safety initiative could diven EPA from its 
primary responsibilities under SDWA and CWA, including meering statutory and judicial 
deadlines, and may expand the scope beyond what is manageable. 
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• 	 Tap water that is safe for drinking is also safe for food production, processing and , 
consumption, 

• 	 EPA does not ",gulate water in food production, processing, preparation and 
consumption, and it has [){It been • prillUll")' concern for EPA, 

• 	 The issues related to animal manures and irrigation water would not only bring iuto the 
strategic plan • large nmge of EPA activities but also. suite ofprograms managed by , 
USDA and the Department ofInterior. 

• 	 W. already coordinate on regulatory issues vi. the Presidents crean Water Action Plan 
and vi. the Animal Feeding Operation Strategy; duplicative coordination is inefficient, 

• 	 It will be extremely difficult, ifnot impossible, to separate EPA's regulation/enforcement 
water program budget for food safety nom the budget for the entire water program, 

Reco_ndation: Water safety should be considered a "collateralactlvity" which is related to 
food safety but whose prillUll")' mission Is not to reduce foodborne ilinesses. Collaboration to 
avoid duplication ofresearcb efforts and CDSUt<> cdtquate EPA input into development of FDA 
and USDA guldelines (e.g., Good Agricultural Practices, Good ManUfooturing Practices and the 
Food Code) i'critical but can be accomplished witheut water being a part ofthe initial strategic 
plan, 
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TABLE 1 
FEDJo::RAL ACTIVITIES RELATING TO FOOD SAFETY 

. I CoreIPMho&e..ChemWol_ 
Physical ba=ds 

Core 
i'atb<>.... 
Food qu;alily 

CoreIPMhogeea
Chemicals 

I~ Core 
Ch.miw. 

. Core[B_'Ogy

I.c:rndi:ation 

Cote 

Core 

Fed"'" Ag<ru:y -Oth<r 
Ag<nrl.. 

Activity 'IJpe.of Adivity r.-A_ Core or 
CoIla!wd 

Is.......- fur mw, poultry and egg 
sbeIls.hipped ~~b_e 
and impomd mea' and pou!lIy md ~ 
swu:lards; teaillg adulterated 

IP..\ielde data progrun '" llIllniw, ,rut "'_I R<gutarm:y Sufl:On'I­
pe.liicldc resld.. infumu!!l0ll fur EPA rist 
''''''sme''t: microbial data program
swveiIlJmce and mtlllitoring; manages 


qualily
1_ -} on climillation, mitigalion 
and detection of hazards 

1_ ('Pplied), _tad!. and_ 
on eii.m.ination, mitigaIion. and detecticn of 

I:"-. of bfulecllllology ,,;., imuti3llon, 

F..oonomic lksearch [ EPA [ Dattln1clpretation. 

FDA
-

!Utiom! AgricullUCai Da tolleeliOl1 and moniUl,lngII;;;~Sl.;,tt:i<tuca.! Service: 
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IRtgulatioo.Ins.pection» & 

Enforeement 


Mooi!ming. & 
RlsJr """"''''',., 

Ia...-. &
Rtgutarm:y Suj>port 

!R=_,&

Regul,rm:y Support 

IRegulalion, 
Inspectioll, &_<=cot 


[ Regulatory Support, 1Pe_"", 
Guidance~ " Chemicals_""""""em

I~"'I""'" Sui'''''', I 

& 

AgdcultualMork<ting 

Agd<ultual Reowcl> 
Service 

Cooperative:: State 
Rcswcl1. Education & 

Ammal&PI8lI,lkallh 
lnspection Servi£:t 

I FDA 

EPA 

CDC 

IEPA 


T;;;A 

FDA 

IEPA 

I 
fDA 

EPA 
FDA 



Fed"" AgeJ>CY Othu 
~-hlspet'.t1on. . 

&: SIotk;yards-oIllli1. EPA 
&0.. FIlA 

EPA 

II 
c.-r for Food SUei)' IUSDA 
& Applied N_en EPA 

CDC 

for Vetetimuy 

Aalrily 

Iw""" for _ (e.g., atIalou.) 

0... """tpretation. gnirlaIlce, and rislc 
as.....,...· 

. 

Data. oona:ticn. i1lteqm:\.atiQa, guidaDoe. and 
tbk auessInmt 

Typed AdMly Issoes Addrrssed 

I~ Toxins 

Regulalory Support, I 
.& Guidance 

_ Support, I Pesti<id.. 

RegWatilm, 
liIspc<:lion. 
Enforcement 

l'>thogml 
Cbcmkah 
NUIritiOll 

Animal Drugs 

Cere or 
CoIlatm!J 

Co," 

em. 

c.", 

c",. 

Ccoleu for D..... USDA 
FIlAII Conl:tOl. " Prevention 
EPA 

In~ aulb""",,, <if fuodbome U.....; 
monitors and collects inf'onnatioIl on food­
and wateTb<:trne illnesses; condud:s 
nat.iouwide surveillance for food- a.rui 
waterborne d.iseases; designs and implements 
survcilfaor.e IiYsterrul; ptrl'Orrll!l research on 
diagnostic and rubtyping metbods: and 
tralDWg and _ 

Sllrve.mance~ 

MooilOring, 
~b, 
Tlaining. & 
Edu<adon 

Food- Jmd wateroomt' 

1"""""" 
FoodNet and PulseNet 
Infecrious disease 
",,,!>reak& 
Cbemical har.ard:\ 

Cot< 
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Federal Agency Other Activity Type or Activity Issues Addressed COR or 
Ageodes ColIaJ..-a1 
Invol,.ed I 

-
of PreventiOn, Regulation of pesticide uses, residues inion 
 Regulation, & 
 CoreIUSDA IPesticides 

Pesticides & Tllxic FDA food and antimicrobials for c:ootrol of Risk Assessment Chemicab 
CDC pathogens. Supports investigations of 

certain d!emic.al contamination incidenlS and 
~. 

Office of Water USDA Regulates drinking water qlDlily and ~gulation, Pathogens in water Collateral 
CDC biosolids; establishes discharge standards for Guidance, ChemiQls in water 
FDA faci1ilies. Provides criteria for ambiem water Research &. Animal wastes 

contamination, watershed controls, and other Risk Assessment Other agriculrural wastes 
pathogen cIiminationlprotution autborities. 

Office of Research & OSTP Responsible for researc:b on pesticide testing Researcb, Chemicals Core 
Development USDA melbods, clu:mical monitoring melhods Guidance, & Pesticides (pesticides) 

FDA development. and risk assessment issues; Risk Asses!JJJent Pathogens? 
provides technical and scientific advice on 
risk as&eWnent, and testing and monitoring 
methods. 

Office of Enforcement FDA Emures thai pesticides used on crops/food Inspections, Product iDspectillns Core 
& Compliance USDA are tegislered. ue not adnl1eraled, and are Enfo=t. Use inspections (pc3licides) 
Assurance USt'd correctly. Ensute3 lhat data. used to Rmrrals, Lob /mp«tioru 

support pesticides registration is nol Regulaticm, & Pesticide misuse 
fraudulent. Referrals for possible illegal Risk Assessment Recalls 
residues. Conec(s pesticide production Suppon 
information. 

Voluntary inspectiOD program for seafood 

, 
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(Final 12111) 

PRESIDENT'S COUNCIL ON FOOD SAFETY 
CHARTER 

Article I: Purpose. 

On August 25, 1998, the President, by Executive Order 13100, established the President's 
Council on Food Safety ("Council") to improve the safety of the food supply through sciencc­
based regulation and well-coordinated inspection, enforcem.cnt, research, and education 
programs. The purpose of the Council is to protect the health of the American people by 
preventing foodborne illness through improving the safety of the food supply by means of 
science-based regulation and well-coordinated surveillance and investigation, inspection, 
enforcement! research, and educational programs. The Council is to: develop and update 
periodically a comprehensive strategic plan for Federal food safety activities; make 
recommendations to the President on how to implement the comprehensive strategy and enhance 
coordination among Federal agencies, State, local and tribal governments, and the private sector; 
advise Federal agencies in setting priority areas for investment in food safety and developing a 
coordinated food safety budget for the Administration; and to oversee research efforts of the Joint 
Institute for Food Safety Research. The President also directed the Council to evaluate and 
report back to him on the proposals contained in the National Academy of Sciences (NAS) report 
on food s~fety. 

This Charter provides the basis for collaboratio~ anlOng the members of the Council in carrying 
out its responsibilities as set forth in the Executive Order. 

Article II: Membership 

The following individu~ls shall be members of the Council: 

1. Secretary of Agriculture, 
2. Secretary of Commerce, 
3. Se~retary of Health and Human Services, 
4. Administrator of the Environmental Protection Agency, 
5. Director of the Office of Management and Budget, , 
6. 	 Assistant to the President for Science and Technology/Director of the Office of 

Science and Technology Policy, 
7. Assistant to the President for Domestic Policy, and 
8. Director of the National Partnership for Reinventing Government. 

Each member may designate a senior Federal employee to serve as an alternate representative to 
perform the duties of the Council member. 



Article Ill: Co-Chairs 

The Secretaries ofAgriculture and of Health and Hwnan Services and the Assistant to the 
President for Science and Technology/Director of the Office of Science and Technology Policy, 
or their designated alternates, shall serve as cowchairs of the Council. 

The co~chairs shall provide leadership and direction to the CouncH, and coordinate the fonnation 
and schedule of standing committees. Each meeting will be led bv one co~chair, and this 
responsibility shaH rotate quarterly among the co~chairs. ~ 

Article IV: I Staff Support Services 

Staff support, services. for the activities of the Council will be provided by the Co-Chairs through 
a Secretariat; which will consist of a senior federal employee from the Department of 
Agriculture and one from the Department of Health and Human Services. Other members may 
provide additional staffsupport services. as necessary. The Secretariat will facilitate planning, 
coordination. am; communication among Council members, 

Article V: Meetings 

The Council shall meet on akuarterl~baSiS at a time and location chosen by the co-chairs. 
Additional meetings may be held at e call of the co~chairs or at the request of a majority of the 
members, . 

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

I 

The Secretariat will prepare updates of the Council's activities and make the infonnation 
available n)r public inspection and copying and on the CmUlcil Internet web site. 

The Council will prepare a report for submission to the President on October I of each year. The 
report will contain, at a minimum, a description of the Council's activities and accomplishments 
during the pr<..'Ceding iiscal year, a description of the planned activities for the coming year, a 
review of strategic planning objectives, and progress made to\\'urd accomplishing those 
objectives, 

Article VI: Duties and Responsibilities 

The specilic responsibilities of the Council arc to;, 

l. De\'elop and update periodically a comprehensive strategic Federal food safety plan 
("'plan") to reduce the incidence of foodbome illness and its chronic sequelae by Miher 

2 



enhancing the safety of the nation's food supply and monitoring the impact of these 
enhancements, The plan will address public health, resource, and management questions facing 
Federal food safety agencies and win focus on the full range of food safety issues. including the 
needs of regulatory agencies and the actions: necessary to ensure the safety of the food Americans 
consume. The planning process will consider both short-term and long-term issues including 
new and emerging threats to the nation's food supply and the special needs of vulnerable 
populations such as children and the eJdedy. In developing this plan, the Council will take into 
consideration the findings and recommendutions of thc :--JAS report "Ensuring Safe Food from 
Production t9 Consumption" and the review of Federal food safety research by the interagency 
working group undcr the auspices of the National Science and Technology Council. 

The strategi~ pJan will help set priorities, improve coordination and efficiency, identify gaps in 
the current system and ways to fill those gaps, enhance and strengthen prevention and 
intervention strategies, and identify reliable measures to indicate progress, 

The Council will conduct public meetings to engage consumers, produccrs~ industry, food service 
providers j retailers, health professionals. State and local governments, Tribes, academia, and the 
public in the strategic planning process. 

2. Consistent with the strategic plan, advise Federal agencies of priority areas for 
investment in food safety and work with member agencies in developing annual food safety 
budgets jor submission to the Ollicc ofManagement and Budget (OM B) to sustain and 
strengthen priority activities on food safety, eliminate duplication, and ensure the most effective 
use ofresou~es for achieving lhe goals of the plan. 

3. ffi,crscc the Joint Institute for Food Safety Research (JIFSR). The Council will 
evaluate the ~ports from JIFSR on food safety research activities and give direction to JIFSR on 
research needed to establish the most effective possible food safety systcm, 

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

oduction i6 Consumption". Aller providing opportunity f'Or public comment, including public 
~etings, the Council will, by FcblUary 21,1999, report to the President on the Cmmcil's\~\)< r ponse to and r~onlmendations concerning the NAS report and appropriate additional actions 

(~(; l improve food safely. 
'>;0 

Article VII: Committees 

The co~chairs, afte~ consultation with Council members, shall establish committees ofCouncil 
members, .heir alternates, or other Federnl employees, as they deem necessary, to facilitate and 
carry out effectively the responsibilities ofthc Council. Such committees shall report to the 
Council. 

The following committee shaH be established by the co-chairs: 

3 
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JIFSR Executive Research Committee 

'This commi~tee will evaluate the reports from the JIFSR on its efforts to coordinate food safety 
research and make rt'Commendations to the Council regarding research needed to establish the 
most effective possibJc food safety system. 

Article VIII: Web Sit. 

The Council shall establish an Internet web site. The Department of Agriculture shall be the 
system owner of the web site and sha1l be responsible for maintaining it. The Council website 
will provide links to websites of all federal agencies having food safety responsibilities. 

Article IX: Effective Date 

This Charter shall become effective on the latest dute aflixed below and may be modified with 
supplemental agreements signed by all the members of the Council. 

Secretary ofAgriculture, 


Secretary of Health 
and Human Services 

Director ofOffice 
of Management and Budget 

Secretary of Commerce 

Administrator of Ellvirorullentru 
Protection Agency 

Assistant to the President for Science 
and TechnologylDirector of the' 
Office nfScience and Technology 
Policy 
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------;:--:---:c:-:----:-::- ­
Assistant to the President Director of the National Partnership 
for Domestic Polley' for Reinventing Government 

I' 

>,' 

5 




-
. . ~ . 

'1 )' 

( " 
) 7 iv 

\7, \g: 



Joint Institute for Food Safety 

Research 


• Presidential Directive on July 3, 1998 to 
. , 

Secretaries Glickrrtanand Shalala , , ' 

• Develop a strategic planfor conducting 
food safety research activities 

• efficiently coordinate aUFederal food safety 

, . 

research, including-research conducted with 
. the private' sector and' academia 

• Plan to the President in 90 days 



· 

Structure of the Institute 

• Virtual; no bricks and mortar 

• Structure designed to foster coordination 
and planning 

• Core policy and budgetcommittee with 
flexible task force structure 

• Staff 



--------------

• • 

, 

Advisory 

Committee 


Executive 

Director 
.. 
 ~ 


~ -..~ (public, ..Institute Staff 
outreach and 
coordinator) 

. •••~ 
,• 

,• ... 
 . ...Ad hoc Task 
Forces 

-

Presidellt's 
Council on 
Food Safety 

. 

• 

Executive 
Research 
Committee 
(will chair 
and report to 
Council) 

Policy and 
Budget 
Committee 
(FS research 
and P!t~lic . 
healtll 
agencies) 



Organizing Principles 

• Optimize current investment and 
infrastructure· ! . 

• Provide centralized communication with 
. stakeholders· 

• Use current intramural and extramural 

research programs in innovative ways 




Organizing Principles (cont.) 

. 

• Mobilize resources to minimize the impact 
of current and emerging food safety 
problems 

• Increase accountability for federal research 
priorities and implementation of strategies 
to the public 

. . 



Goals and Outcomes 


.• Coordination in research planning, budget 
. development, and prioritization 

• Scientific support of food safety regulation 


• Communication/links with other food safety 

•agencles 

• Communication/links with industry and 

academic partners 




Implementation Schedule· 

• December 1998, host public meeting 

• March 1999, submit proposal to NSTC 

• April 1999, finalize and publish in FR 

• May 1999, recruit executive director and 
appoint advisory committee 



TALKING POINTS FOR FOOl) SAfETY 

COUNCIL MEETING 


• 	 THIS FIRST EVER MEETING OF THE PRESIDENT'S COUNCIL ON FOOD 
SAFETY IS AN IMPORTANT STEP. 

• 	 WE HA VE tvlADE PROGRESS. THIS YEAR WE'VE: 
REGULATED JUICES; 
CREATED A JOINT INSTITUTE ON RESEARCH 
PROPOSED LEGISLATION TO GIVE FDA AUTHORITY TO HALT 
IMPORTS OF FRUITS AND VEGETABLES THAT DON'T MEET 
OUR STANDARDS. 

• 	 NOW WE ARE HERE BECAUSE WE RECOGNIZE THE NEED FOR A 
COORDINATED APPROACH. 

• 	 TODAY FDA AND USDA ARE SIGNING A MEMORANDUM or 
UNDERSTANDING TO BEGIN THE PROCESS OF BETTER COORDINATING 
INSPECTION Of PLANTS BETWEEN THE AGENCIES. 

• 	 THE PRESIDENT'S COUNCIL ON FOOD SAFETY IS THE NEXT LOGICAL STEP 
IN THE PRESIDENT'S VISION OF TAKING FOOD SAFETY INTO THE TWENTY­
FIRST CENTURY. 

• 	 THE EXECUTIVE ORDER REQUIRED THREE ACTIVITIES OF THE COUNCIL: 
: (I) A COMPREHENSIVE STRATEGIC PLAN; 

(2) BUDGET SUBMISSIONS FOR FOOD SAFETY; 
AND (3) ENSURE THAT THE JOINT INSTITUTE FOR FOOD SAFETY 

RESEARCH (lIFSR) ESTABLISHES MECHANISMS TO GUIDE FEDERAL 
RESEARCH EFFORTS TOWARD THE HIGHEST PRIORITY FOOD SAFETY 
NEEDS. 

• 	 THE WH IS COMMIT'ffiD TO THE EFFORT. 

• 	 LOOK FORWARD TO THE BUDGET DISCUSSION, TI us IS OUR FIRST 
DISCUSSION OF WHERE WE WANT TO GO AS A GROUP, THANK JACK FOR 
BEING HERE, 11' IS A COMMITMENT BY ALL THE PARTIES THAT WE CAN 
BUILD ON. 

OPTION . 	 , 
• 	 YOU COULD MAKE A SPECIFIC REQUEST FOR THE FOOD INITIATIVE. 

• - IT BUILDS ON WHAT WE IIAVE DONE; 

-- IT PUTS RESOURCES WHERE WE NEED THEM IN IMPORTS AND 




STRE)'IGTHENING OUR WORK WITH STATES AND LOCALITIES; AND 
IT IMPROVES OUR RESEARCH AND SURVEILLANCE. 

(I COULD GIVE YOU OUR ONE PAGER ON THIS). 



Food Safety Initiative 

Policy Rationale nnd Cost: Advancing food safety is one of the Administration's signature 
issues and this year's initiative would maintain our leadership in the area by working to establish 
a nationally integrated food safety system with Federal, state, and local authorities, The initiati ve 
includes measures by FDA. USDA and CDC 

FDA: The majority of FDA's reques ($25.6! iHion) would go toward expansion of their 
inspection apd compliance capabili1y. \ of its efforts to integrate efforts with non-federal 
agencies, FDA ~vdl enter fnto contracts and partnerships so that states \.\>111 follow FDA 
guidelines and procedufCs. Among the tangible goab FDA states they could accomplish if the 
initiative wer~ funded: for the first time in decades l FDA will ensure that every high risk food, 
manufacturedn the United Slates is inspected at least once a year; for othcrfood firms. 
inspections ~iII E'C fWiCCis often as today (from once every 8~ to once every 4 Y@rs) and-for the fin.i time ever, state and Federal inspection results will be shared, via an electronic 
c~n. tl)at will reduce overlapping efforts and greatly enhance the ability' ofthosc* 
authorities to improve public health. The measure also boosts our international capability so that 
FDA will increase the number of international inspections from 100 to 250 and will conduct 
evaluations of foreign food production systems, In addition. FDA seeks $9,0 million improving 
its traceback capabilities; $6,9 million for new res eros and $2,7 for risk assessment; 
und $4.7 million in new education funding. (Cost. $4~.9 mi . n overthc FY99 request.) 

<, 
CDC: The goal is to create a national system that provides comprehensive data on the 
occurrence offQod~borne illness that can be used by agencies at every level to combat food~bome 
illness. The majority of the investment IS targeted toward suryejllaru;c.actiyjtjes, specifically 
expanding the scope of FoodNet and the capacity of PulseNet to better capture pathogen DNA 
fingerprints of both E. coli 0157:H7 and Salmonella enteriJidis and include more state health 
departments in the network. This expanded surveillance network is the heart of our nationls 
food-borne disease early warning system, The Cll eil1ance system does not provide 
adequate cov<;rage of the US population. (Cos 18 millio over the FY99 rcqucsL) 

USDA: USDA complains that while OMS morc than fully funded their initiative. they imposed 
$473 million in user fees on FSIS and failed to provide a needed $30,6 minion for obligated 
salary increases and redCployment of inspectors. This is on top ofa flat budget when the agency 
is trying to implement extensive new HACCP refonns, FS1S has very little discretionary money, 
since most is tied up in inspector salaries and oIher fixed costs. USDA has Slated that OMB's 
failure ~o include the $30,6 minion will force them to shut down the inspection program during 
the last 9 days ofthc year or furlough over 300 employees. The Secretary has sent a letter 
complaining that the lack of salary funds effectivc:'y downsizes his inspection force and 
undercuts the commitmenl the 11resident madc to improve food safety and effectively regulate 
meat and poultry, (Cost: The salary increases and inspector redeployment cost $30.6 million), 

- .....-= - . 
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Uncertainties: 

USDA. The USDNOMB dispute on user fees is an old one, and USDA acknowledges they will 
probably lose 'again. USDA may suggest a compromise they think OMB might agree to: include 
the full funding request for FSIS in the budget ($652 million) but elsewhere in the budget 
acknowledge that the Administration expects user fees to cover $473 million of the cost. The 
argument bei'1g that currently Congress is not technically being requested to provide the actual 
amount the Administration and most observers think it really needs. 

I 

Vetting. 

These proposals have been developed by the USDA, FDA, and CDC and explained to 
OMB. OSTP has also been involved in their development. 

We have not consulted with consumer groups, but it seems likely they would strongly 
support the initiative. The groups have called us to support the idea that there be some new 
initiative, and to complain in general about user fees. It seems likely we will get significant flack 
for the user fe~s from Congress and consumer groups, especially if we have no new initiative. 



DISCUSSION PAPER: Process for developing a Food Safety Strategic Plan for all 
Federal food safety agencies 

ACTION REQUIRED: Approval of a process for preparing a food safety strategic plan 

•
The President's Council on Food Safety will be responsible for development of!i 5-year 
Federal food safety strategic plan. The cbarge is to develop a comprehensive strategic 
long~range plan that addresses the steps necessary to achieve a seamless food safety 
system in<;luding key public health, resource, and management issues regarding food 
safety and to ensure the safety of food. The plan will be used to set priorities, improve 
coordination and efficiency. identify gaps in the current system and mechanisms to fill 
tllOse gaps, continue to enhance and strengthen prevention and intervention strategies, 
and develop performance measures to show progress. Each agency will incorporate the 
relevant parts of the strategic plan into its Government Performance and Results Act 
(GPRA) strategic plan, commensurate with its budget. The scope of the strategic plan 
(e.g" microbial vs, chemical contamination) is to be determined by the Council. 

The food safety agencies have already taken the first StepS to deve10p the food safety 
strategic plan, by participating in interagency strategic planning sessions and developing 
a draft vision statement for the U.S. food safety system and the roles of all those involved 
in food safety, 

In addition, during 1997 3nd 1998, the federal food safety agencies engaged a wide range 
of stakeholders in discussions about food safety issues through a series of public 
meetjngs and through written comments to public dockets. 

RECOMMENDATION; Convene a committee to develop a comprehensive rood safety 
strategic plan based on the recommendations received from the various constituencies. 
The. comn;itte~iI consist of representatives from each of the following agencies: HHS. 
USDA, EI A, , and :-.IPR, 

<II 

The committee will foHow the following process: 
• 	 First cqnduct a content analysis of the transcripts: and dockets: of the 1998 meetings 

and publlc comments to determine the major themes, issues. and subject areas that 
emerged during the public outreach phase, 

• 	 Consider the conclusions and recommendations of the National Academy of 
Sciences' report on Ensuring Safe Foodfrom Production to Consumption, the review 
ofFedera1 food safety research and the research plan currently being developed by an 
interagency working group under the auspices of the National Science and 
Technology Council. input from the 50-Stare meeting on state/local issues and 
recommendations) and input from the agencies involved. 

• 	 Develop a proposed set of strategic goals and objectives and present a draft strategic 
plan to the Prcsidentls CounciL 



I. 

• Following Council review, d appr9va1t p sent the draft food safety strategic plan to 
the public for comment in anuary 2000, 

I 
• 	 Reviewt ublic comments and submit a final draft of the strategic plan to the 

Council July 2000 for pproval. 

2 
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D~scussion Paper: Coordinated Food Safety Budget Planning Process 

For Coneideration by the Presidenes: Council on Food Safety 

Action Required: Approval of a p1;'ocess to develop coordinated 
food safety budgets and a unified food safety initiative budget 
submission the strategic plan. 

Current Interagency Budget Planning Process 

In response to the May 1997 report to the President, the 
Department of Heath and Human Services (HHS) and the Department 
of Agriculture {USDA) have coordinated a mt:lti-age:1cy effort 
p.:-esent a unified budget for the President's Food Safety 
Initiative. The report recognizes that only through joint 
p1a:1ning can Federal !'eSOllxces be ;naxirr.ized and the greatest 
improvements in food safety be achieved. 

, 

to 

The involved agencies also worked collaboratively to present a 
unified food safety initiative budget to OMB and the Congress for 
1998, 1999, and 2000. However, the process for coordination and 
joint planning has not been initiated until the completion of 
individual agency budget decisionmaking. The result is inclusion 
0: food safe~y initiat~ve budget requests in individual agency 
budget submissions to OMS and preparat':"on of a unified budget 
submission "after the fact." In fact, this year's unified budget 
was suboitted to OMS only a few days prior to OMB passback. 

Preparation of a Coordinated Food Safety Budget Planning Prooess 

The strategic plan will provide a solid basis for coordinated 
food safety budge~ planr.ing and resource requests. ~he Cou~cil 
t'1i11 also ensure that the ag-encies submit a u::1ified food safety 
initiative budget that includes other food safety issues, as . 
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determined appropriate by :he Cour.c~l. In order for the 
coordinated budget planning process for food safety to be 
successful, these actio:1s must be co!"npleted. First, the Council 
should develop guidance for.food safety agencies to consider 
during the preparatio~ of their individual agency budgets. In 
order for this guidance to be most useful, t!1e guidance shou":"d be 
made available to the agencies by late February to coincide vJith 
\:he begin'r;ing of the budget planning process of the invel ved 
agencies (e.g., HHS process begins in Narch). 

Second, agencies must collect the budget data necessary for 
coordinating food safety b'Jdgets from the earliest point in 
budget planning. Third, es~ablish a process for agencies to 
submit relevant budget information to OMB. 

Recommendation: Form a task force composed of representatives 
from the budget and program staffs of H~S! US)A, ar.d EPA, in 
consultation with OMS, to work with the Council to develop a 
coordinated budget planning process :or food safety activities 
similar to other cross-cuttir.g issues. The agency representatives 
of this task force will also work ·throughout the budget planning 
process I beginning at the ea.rliest point {i.e., HHS caler.darJ to 
assure coo~dination of activities and resource requests. The 
task force, ir" consultation with OMB, should conduct the 
following activities: 

• 	 Review the strategic plan and Council budget guidance on 
priority areas for investnent to iden~ify b~dget data and 
other informatio~ that will be necessary to plan and 
coordinate age~cy budget submissions; 

• 	 Design a unifor~ format for presenting food safety 
':"nit~a:ive budget components in the OMB budget process fo!' 
use in both individual agency (to the extent possible 
consi'dering individual agency procedures ar.d the need for 
activities to remain transparent) and the unified budget 
submissions; 

• 	 Develop necessary guidance ;:0 facilitate submission of a 
unified food saf.ety initiative and any other food safety 
issues deemed appropriate by the Council; 
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• 	 Develop a timetable for developing coordinated food safety 
budget requests'and for submit~ing information to the 
Council that accommodates the various agencies' budget 
planning processes. 

• 	 Consider the issue of whether to amend Circular t~c" A-:~l to 
include food safety as a cross-cut and make a recommendation 
t'.o the CCiuncil. 

• 	 Consider whether formation of a standing Budget Cornrr,ittee 
would provide a useful service to the Counell. If so, make 
a recommendation to the Council that a Budget Committee be 
formed and include in tr.e recom:Tlendation the structure 
(including memberstip} and function of the committee. 
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DISCUSSION PAPER: Scope of the Council's Compr<;hensive Strategic Food Safety Plan 

ACTION REQUIRED, 	Decision on the scope-what's in and what's out--Qf the Council's 
initial actions and comPTehensive strategic Federal food safety plan, 

I 

INTRODUCTION; The Food Safely Initiative (PSI) initially focused on the goal ofreducing the 
number of iUnesses caused by microbial contamination of food and water. This past summer 
when the food safety agencies developed the draft vision statement, it was assumed that the scope 
of the strategic plan would be broadened beyond the FSI to iru:lude chemical hazards in the food 
supply. The National Academy of Sciences (NAS) report broadly defined food safety as "not 
only the avoidance of foodbome pathogens, chemical toxicants, and physical hazards, but also 
issues such as nutrition. food quality, labeling, and education", While the scope of the NAS 
study included all these components. the report focused primarily on microbial. chemical and 
physical hazards from "substances that can cause adverse consequences" in domestically­
produced and imported foods, including additives~ pesticidt:s and animal drug residues. 

UFood safety", as used in this paper, includes public health eoncerns arising in both traditional 
and novel (e.g,) genetic modification) methods of food production, processing., and preparation 
and covers domestic as well as imported foods. For the Councill s purposes in determining the 
scope of the st:rategic plan, this paper identifies two categories ofactivities: Itcore food safety 
activities" and "collateral" or, related activities, "Core food safety activities» include programs or 
activities whose mission or purpose is to enhance the s~fety of the nation' s food supply and 
protect public health by reducing the annual incidence of acute and chromc foodbome iUness, . 
Other key considerations in defining "'core" activities include: relative public health risks. need 
for interagency coordination. and public perception, 

"Collateral activities" are related to and have implications for food safety but are undertaken to 
serve another primary. purpose or mission1 such as insuring fishable and swimmable ,waters. 
Specific "core .... research or regulatory actions may need to be coordinated with these collateral 
activities, an9 vice versa, but "coHatcral activities" win not be included in the strategic plan. 
Collateral activities will be identified for coordination or integration as the need arises, and, in 
the future, could be brought within the soope oftbe strategic plan and the CO\Ulcil's work, 

This framework is designed to allow the Council to focus on "core" activities that ruwe a direct 
impact on fobd safety. Once developed, the strategic plan should assist the agencies to address 
the important food safety challenges by identifying priorities and making the best use of limited 
resourccs. This paper does not, therefore. determine priorities within !.he scope for Federal 
attention and resources, but rather leaves those decisions to the strategic planning process. 
Further. activities within the scope may not aU be addressed in the same depth or at the same 
time in the plan depending on the assessment of the public health risks and PQtential benefits of 
action, The scope of the coordinated annual budgets may be the same or a subset of the stratewc 
plan (or might even include a collateral activity if it was deemed appropriate). The strategic plan 
will inform the budget deliberations, but it may not be nece.o:;sary or feasible to develop joint 
budgets in the first few years that ace as broad as the plan. 

RECOMMENDATION: It is recommended that !be Council and the strategic plan focus on 
"core food safety activitiesJl defmed as microbial hazards, chemicals (chemical contaminants and 
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regulated substances with and without pre~market approval)~ physical hazards, and hazards from 
water used in food processing and from water mid manures used in production on the farm. 
Other "collateral activities" that are less directly related to the safety of the food supply will b. 
considered for coHaborative efforts or enhanced coordination on a specific, targeted basis as 
needed. Included in this second category are; the nutrition programs and certain other 
waterborne hazards (e.g., drinking water/direvt consumption, water for recreation). 

Table I: Food Safety Activities & Recommended Cate orization for S~ses 
, Core Collateral , 

, , 

I ,, MicJ1)bial Hazards X , 

Chemical Contaminants X 

, RegulatedlP ..... Market Approved Substanee, X Ji , 
X', Regulilled!No Pre-Market Approval Sub.tanees . 

Physical Huard!! X ,, 
,Water Used in Food Production & Processing X I 

Drinking WaterlDi~t Consumption & Water 
For RecJ'eation X 

Nutrition 'Programs X 

Microbial baWds in food and water, as defined in the FBI, "ill be addressed by the Council and 
in the strategic plan, Microbial bazards include not only known and emerging problems: due to 
human pathogens tn imported and domestic food (from farm to table) and antibiotic resistance in 
pathogens, but also some naturaUy-occurring tQxicants (e.g., mycotoxms), The strategic plan 
will include Federal programs for research. monitoring. surveillance, regulation and prevention 
(including biosoHds. irradiation of food, etc.). voluntary and mandatory certification and 
inspection. and ,enforcement as welt as labeHng and education (e.g.~ "Fight BAC!TM") that alert' 
consumers to potential haz.ards (e.g., untreated juice) or encourage use of safe food practices to 
avoid microbial contamination. ­

OPTIONS: The remainder of this paper defines and examines options which, separately or in 
combination, would expand the scope beyond palhogens and make the strategic plan more 
comprehensive along the lines suggested by NAS. Table 2 (attached) provides infonnation on 
food safety activities at each agency. The options include: 

OptIon 11: Chemical Substances, including: 
. a.) Chemical Contaminants 

b,) Regulated/Pre-Market Approved Substances 
c,) RegulatedlNo Pre-Market Approval Substances (e,g" Dietary Supplements) 

I There is not unanlml)US agreement on this recotnmendali01l. 

2 



· Option 2: Physical Hazards 
Option 3: Water, including: 

fl.) Drinking WaterlDirect Conswnption 
b.) Water Used in Food Processing 
c.) Water Used in Food Production (on the fann) 

Option 4: NutrUion Programs 

ODtiQU 1; Chemical Substan«sj Chemicals can get into the food supply in a number ofways 
as described below. Under this option, FDA, USDA, EPA and CDC chemical-related food 
safety responsibilities would be considered in the strategic plan. The plan would address 
chemical/pesticide research (including research on preventive controls and intervention 
strategies), monitoring/surveillance (food and human diseases)~ regulation and related voluntary 
programs. inspection, enforcement, education and outreach. 

a. Chemica! ContAminants; Chemical contaminants may be either intrinsic (e.g., naturally 
occurring toxic constituents) or added to food (e.g., synthetic chemicals and metals), including 
approved substances used at unauthorized levels. This category includes environmental 
contaminantS (e.g., methyl mercury in fISh, lead in baby food), industrial contamination (e"g., 
dio.in in chicken feed. polybrominated biphenyls in animal feed), byproducts of manufacturing 
and process--induccd components of foods (e.g., nitrosamines and pyrolysis products), and 
unauthorized, levels ofpesticides. food additives. and animal drug residues. 

, 
b, Res,ulatedfPre.:markct Approved SubstanceS; This category incJudes substances that receive 
pre-market approval fOT specific uses inion food and are either intentionally added (e.g., food 
additives) or may be present in food at or below legal and "safe" levels (e.g., pestiCides). It 
includes food and feed additives (e.g., coloring agenls. preservatives, food PaCkagi~g waxes)•. 
flavors, enzymes~ artificial sweeteners, pesticides (both residues inion food and antimicrobials 
used to control pathogens), sanitizers. components ofpackaging materials (e.g., plasticizers; 
fungicide treated fruit and vegetable wraps), and animal drugs (including residues in meat and/or 
milk). Because ofbroad public concern about the risks posed by chemicals in food, they have 
historically been the subject of Fedcra! attention and regUlation, 

c. Re~ulalJ:dItlQ Pre-Mw1<et AIlpro,al Substances: Another type ofregul.ted product, dietary 
supplements, poses potential hea1th risks. This class of food and ingredients does not undergo 
pre-mllIket approval to evaluate safety before the products are marketed. Among the substances 
of concern are naturally-occurring and added substances in dietary supplements (particularly 
herbals and botanicals, s.uch as ephedrine alkaloids in rna huang and Digitalis lanata in a 
plantain-containing supplement), Similarly. nutrients present in either low or high levels may 
pose health ri~ to vulnerable popula.tions in products specifically designed to meet their needs 
(e.g., infant formula. medical foods. and foods for special dietary purposes). Also included in 
this category are certain other food ingredients: (e,g., self-determination of GRAS, prior 
sanctioned additives) and the use ofbiosoiids (i.e., sludge) in food production. 
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There are several reasons to include chemicals as "core acti~ties" in the strategic plan. 

All Chemicals: 
• 	 Food safety involves protecting consumers from a wide range of potential hazards 

including the risks posed by chemicals in the food supply. 
• 	 Chemicals are an integral part of food safety, and should be included if we are to create a 

seiunJess sysn:m. 
• 	 The NAS report specifically cited the need to include chemical hazard5 in any discussion 

of food safety and called for development of. comprehensive strategic plan for food 
safetY; there would be a significant gap ifchemicals were not addressed in the plan, 

• 	 The plan will be perceived by the public as deficient ifchemicals are left out. 
• 	 Including chemicals broadens the Federal programs included in the plan and the 

s:takeholde~ and should bring additional opportunities for coordination or integration 
within the food safety system. 

Chemical ContamiuantSi 
• 	 Some resource efficiencies in surveillance and enforcement efforts could likely be 

achieved by integrating work on microbial and chemical contamination. 
• 	 Chemical contaminants of foods have been shown to trlgger chronic illnesses, such as 

cancer, and cause other adverse health effects (e.g., mutagenesis, impaired childhood 
development). 

Ref:ulatedlPrC-Market Amnwed Substances: 
• 	 Significant Federal programs/resources .t HHS, EPA and USDA are devoted to ensuring 

public health by regulating chemicals in food; since the mission of these programs 
includes food safety, they should bC part of the food safety strategic plan. 

.. 	 There is public concern about the safety ofpesticide residues, food additives, and other 
chemicals added to food {including the presence of allergens: where not expected), 

• 	 There is a direct link between certain regulated chemicws and our ability to control 
microbial contamination. For example. antimicrobials, pesticides and certain food 
additives pJay a role in controlling microbial contamination offood. These areas could 
benefit from coordination. 

• 	 Some of these regulated substances present new and important challenges for the food 
safety syS1em (e.g., endocrine disruption, effeels on vulnerable populations) that should 
he considered in the strategic plan. 

• 	 With respect to pesticides: 
EPA regulates pesticide residues inion food under the Federal, Food Drug and 
Cosmetic Act (FFDCA), as amended by the Food Quality Protection Act (FQPA); 
EPA's CPM goal for the pesticides program is "Safe Food". 

. There is a need for improved coordination on pesticides since EPA establishes 
, pesticides residue levels, USDA and FDA monitor for such levels in food. and 

FDA enforces the standards. 
The Food Quality Protection Act has focused substantial EPA resources on 
reassessing pesticide residue levels inion food to account for' cumulative and 

; aggregate exposure from all uses of pesticides as wen as drinking water; changes 
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will be needed throughout the Federal system as it is implemented. 
The NAS report on Pesticides in the Diets ofInfants ':1M Children raised food 
safety concerns about pesticides, especially for a vulnerable subpopulation. 

'RegulatedINo Pre-Market ApproYal Substances: 
• 	 There is growing interest in dietary supplements and dietary ingredients; some 

supplements, including herbal products, may pose a risk of adverse health effects because 
they contain a toxic constituent. The Dietary Supplement Health and Education Act 
exempted dietary supplements from Federal pre-market approval of their safety, so 
effective post-market approaches are needed. 

• 	 Some dietary supplements present new challenges for the food safety system (e.g., 
impacts on vulnerable populations) that should be considered in the strategic plan. 

• 	 Little is known about the risks of some dietary supplements; FDA could benefit from 
improved c~ordination and prioritization of research on components ofdietary 
supplements, such as botanicals and trace minerals, that is being done at USDA and NIH. 

• 	 The President's Dietary Supplements Commission called for additional research and 
moni~oring; this need is not currently being met, but might be with increased attention by 
'other agencies or through the strategic planning process. 

• 	 . Dietary supplements have received insufficient Federal attention and has the potential for 
being' a food safety problem in the future. 

• 	 The public perception that dietary supplements are not foods and that dictary supplement 
safety has been reviewed by FDA before marketing needs to be changed; inclusion in the 
FSI would help to change that public perception. 

• 	 . Addition of dietary ingredients, such as the botanical St. John's Wort, to conventional 
foods (e.g., soup) is a growing trend in the food industry that is not anticipated to wane. 

• 	 More attention is needed to the potential problems of some food additives, especially 
those that were grandfathered in under the statute. 

There are, however, some reasons to exclude chemicals from the "core". 

All Chemicals: 
• 	 The urgency of the problem with pathogens warrants a focus on microbial contamination 

alone. 
• 	 There are legal, scientific; regulatory and organizational distinctions that make chemical 


issues different from microbes; it may be an awkward blend and create challcnges in 

tenns of balancing competing priorities. 


Chemical Contaminants: 
(No specific cons) 

Re&ulatedlPre-Market Approved Substances: 
• 	 The potential risks associated with this diverse group of substances varies widely in scope 

and severity; some believe that including them may broaden the scope beyond what is, 
manageable. . 

• 	 Some ~f these substances may not be priorities, and thus may not need to be included 
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initullly. For example, there are classes ofpesticides (e.g., plant gro.wth regulators with 
no toxic mode of action) that are addressed differently from those with a toxic mode of 
action. Similarly. risks posed by regulated foodffeed additives are generally well 
characterized and addressed in terms of science and regulation. 

• 	 Pesticide residues are being extensively addressed due to. the recent legislation; USDA 
and EPA are coordinating in variouS fora, Including the Tolerance Reassessment 
Advisory Committee. 

Rogulaled/NQ Pre·Market AIWWYW SubSllnCes; 
• 	 Dietary supplements are mainly an tlHS issue; there is less need for coordination in this 

area than with microbes and the other chemical categories. 
• 	 Thcre are too many Federal activities included in the plan; wme believe that expanding it 

to indu,de dietary supplements would broaden the scope beyond what is manageable. 

Recommendation: AU chemical categories (i.e., chemical contaminants, regulated/pre-market 
approved substances. and regulatedllio pre~market approval substances) should be included 
within the scope of the Council's efforts and,its strategic plan since the mission of these 
programs is to ensure safe food. Because chemicals are in the strategic plan docs not mean that 
they all pose publie health risks of the same type 0' magnitude. or that they will all be a priority 
in the plan or for budget initiatives; however. their inclusion will provide opportunities for better 
coordination. integration. and resource efficiencies. Further, continued'progress on goals and 
objectives for microbial hazards can be ensured by adding chemicat activities slowly on a priority 
basis to the budge4 so that they can be absorbed into the overall FSI work in an orderly fashion 
(exact timing for budget inclusion to be detennined by the Budget Task Foree) . 

• 

Dietary supplements should be included within the scope since low or toxic levels ofnutrients or 
other constituents in foods that arc: specially designed for vulnerable popUlations (e.g., infant 
fonnulas~ medical foods, othet foods fot special dietary purposes). and foods containing 
compunents/supplements that may cause adverse health effects can pose public health risks, 
(Note: There is not unantmous agreement on inclusion of dietary supplements. J 

QpU2n hi Flu'sieaJ UnUU:dlf This includes a diverse set of«foreign" physical hazards in food 
that can cause serious harm if conswned, including stones, bon~s? metal chips or parts, and glass. 
Included also in this category are insect and rodent infestatiOns (e.g., insects in flour.. rat 
droppings). For purposes ofthis paper. tampering IS included here althougb it is .recognized that 
tampering may include the addition of biological and microbiological agents, as wen as chemica] 
or other agents. to foods to intentionally harm the consumer, This category was included in 
NAS" definition. of food safety concerns, but received little attention in the report. 

, 
Reasons for inc1':lSion of ph)r"Sica! hazards in the "core aetivitiesn include the following. 
• 	 Some physical hazards can result in significant harm to individuals. 
.. 	 USDA experiences numerous incidents of metals and other fragments from machinery 

and other/sources in mellt which are a risk for the public. 
• 	 'lbe public perceives contamination with physical hazards as part of the food safety issue. 
• 	 USDA and FDA-statutes cover control and prevention ofphysical hazards. and USDA 
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has resources devoted to inspecting for physical hazards. 
• 	 These hazards are relatively easy to detect and may be easy to mitigate with only a little 

increased Federal attention and without additional resources. 

Reasons to not include physical hazards in the "core activitiestl are as follows. 
• 	 The urgency of the problem with pathogens aod chemicals WlUt'aIIts a focus on them, 
• 	 Food processors and handlers have numerous safeguards in pJace to protect against 

physical hazords aod tampering in order to avoid liability and other costs as well as the 
harmful publicity associated v-ith incidents ofeasily..detected foreign materials in food. 

• 	 Partly for the reason cited above and because these hazards generally do not pose as 
significant a threat to public health as microbes and chemicals, sume food safety agencies 
have paid less attention to physical hazards. Expanding the scope to include them seems 
unl1eCessary and would divert Federal feSOUl'Cts from more significant public health risks. 

• 	 The food safety system for controlling these hazards is perceived by some to not be 
. broken, with the exception of dealing with tainpering and bioterrorism, and thus does not 
warrant increased attention at this time. 

Recommendation: Physical hazards should be' included in the "core food safety activities''. and 
addressed in the strategic plan. Preventing these hazards is part of the mission of some food 
safety agencies and is a problem, especially for meat 

Option 3: Waterborne Hazards Water is an essential component of food production, 
processing and preparation; food production and processing are 1';'150 a significant source of 
contamination to the nation's waters. Public water suppliers provide a majority of the drinking 
water used for washing and final preparation offood. including use in reconstituted food 
products available in restaurants and the home. Waterborne ha7ads include: pathogens in 
irrigation and other waters used on farms and ranches that can contaminate food ~~ sometimes as 
n result of poor fanning practices. in particular mismanagement in the application of sludge 
biosolids and animal wastes; pathogens and chemicals in surface or groundwater from (Klint and 
non~point sources that can contaminate food; microbes and chemicals in public and private water 
supplies used for food processing and preparation; and chemicals and especially pathogens in 
public drinking water {Cryptosporidium in Milwaukee; E coii in Alpine, Wyoming). 

There are several reasons to include waterborne hazards as "core activities" in the strategic plan. 

all Water :u.os: 
.. The food safety strategic plan may be perceiVed by the public as deficient ifw'dtcrbome 

hazards are not addressed. 
• 	 Water, )Yhether for cot1."umption by humans or animals. is considered "food" under 

FFDCA, and the biomedical community considers water to be a food, 
• 	 Some programs to reduce pathogen contamination ofwater are already included in the 

FSI. and EPA~s research on pathogens to support its drinking water program is in the 
OSTP research Inventery.- i.e., microbial contamination ofwatel' is already in the FSI. 

• 	 Several common waterborne pathogens can be transmitted by the foodbome route. 
• 	 There is a need to coordinate: government research on pathogens to ensure efficiency and 
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non-duplication ofFed.eral research (e.g., the agencies share mutual objectives in the 
areas of risk assessment, health effects, dose response, and analytical methods for 
pathogens whether in food or water), 

• 	 States will view the strategic plan as deficient ifwatcr is not dealt with at least from the 
standpoint offoodbomc: illness; the ongoing effort with state and local governments to 
develop a plan for integration of Federal. state and lucal food safety activities (-.vh.ich will 
feed into the strategic plan) is considering water. 

Drinking WarerIDirecl CooSumpfiun: 
• 	 Drinking water is used in home and restaurant food preparation. and is added to food 

during manufacturing or packaging (e,g, canning.). 
• 	 Bottled \Vater. which is regulated by FDA, is considered a food. 

Water Used jn Food PwcOMioi/ (wasbjne, i~illi. lll"lJllDl!jon,): 
• 	 Water,is used in tf!.ost food processing; use ofpotable water is a fundamental requircf1J;ent 

ofaU regulations and guidance (GMPs, GAP/GMP guidance for produce, HAcep 
regulations, and recommended codes ~- e,g" Pasteurized Grade A milk code), 

• 	 Overlaps and gaps exist in the authority of federal agencies (USDA, FDA, and EPA) to 
assure the safety of water used in food processing. 

• 	 lnclusi9n within the scope would provide· attention to the important role ofprocessing 
water in food safety; if food processing water is not addressed in the stratc:gic pt~ it will 
not cover aU of the important challenges that need to be addressed. 

:N1Il1:[ \lIed in Fond frg!lll!lliQIl (sm Ih~ 1iIIm: iniIl/lliOD. Wl!Sbinil tilgq. !lill'licatjon ofmMllresl; 
.. . 	 Inclusion within the scope would provide attention 10 the important role of irrigation 

\Vater in, food safety; the plan needs to address 1;he role orwater in food production for it 
to haVe credibility, . 

• 	 Irrigation water and animal manures can be a pathway for contamination of food by 
pathogens; several acute disease outbreaks hn,:"c occurred from this route (e,g .• 
Cryptosporimum in apple juice), and thus there is a need for coordination of surveillance 
and inspections. 

• 	 Water is 'used in some food productio~ and use of potable water is arequircrncnt of FDA 
guidance (c,g" OAP/GMP guidancc for produce),. 

• 	 EPA is responsible for the quality ofshellfish growing \Vaters and provides guidance, 
while FDA is responsible for the safety of shellfish meats grown in these waters; these 
programs,could benefit from coordination, 

• 	 EPA develops fish advisories for locally~caught flsh. while FDA develops action levels 
for commercial seafOOd; inconsistencies in the action levels/fish advisories might be 
addressed through these joint efforts, ' 

• 	 The President's Clean Water Action Plan has brought the impact ofnon-point sources of 
pollution on the nation's surface water into sharp focus for EPA, USDA, and the 
Department of [nterior (DOl), However, the impact on the nation's food supply of 
irrigation and maIlme application was not funy addressed. 

, 	 There are g~ps in Federal authority to ensure the safety of water used in food production, 
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However~ there are also reasons why waterborne hazards should not be included in the "core" 

activities. 


All Watox UseS; 
• 	 The main purposes of EPA's water programs are to insure fishable and swimmable 


surface waters and safe tap water fOT drinking. 

• 	 Inclusion ofall water programs in the food safety initiative could divert EPA resources 


from its primary responsibilities under the Safe Drinking Water Act (SDWA) and the 

Clean Water Act (CWA). including meeting stat"tol)' and judicial deadlines. and may 

expand the scope beyond what is manageable. 


• 	 It will be extremely difficult, ifnot impossible, to separate EPA's reguh~tionleru:orcement 
wat~ program budget for food safety from the budget for the entire waler program. 

Drinking Water/Direct Consumption: 
• 	 Tap water that is safe for drinking is also safe for food production. processing and 

consumption, The SOWA regulates aU Wllter suppliers who service more than 25 people 
or have more than I 5 connections, The States fill in the gap for systems tha.t service less 
than 25 people/IS connections. 

• 	 There are synergies between the drinking water program and the clean water"program that, 
would make it difficult to separate them from each other, and unproductive to include 
them in the PSI. These synergies include source water protection and clean water 
activities, and EPA's two revolving loan fund. !hat pay for infiastructure upgrades and 
sewer systems. 

• 	 The d~stribution system for drinking water is different than for food products, so the kind 
of response to niicrobial contamination is different. We know where the drinking water 
is coming from because of the fixed pipe system. As a result, while drinking water can 
pose miorobial contamination threats., there is little to be gained by integration with food 
safety risks. 

• 	 FDAfs bottled water program and the Food Code for retail establishments relies on 

SDWA standards. 


Water Used in Food Processing (washine. icin~. pre.panujonJ.;. 
• 	 EPA does not regulate water in food production, processing. preparation and 


consumption any differently: than it does drinking water; con:mmer safety from food 

processing uses ofwater has not been a primary concern for EPA, ' 
, . 

Water Used in Food Production (QD the farm: irrie;ation. washing food. uiication ofmanwcs); 
• 	 USDA~ DOl. and EPA already coordinate on regulatory issues through the President's 


Clean Water Action Plan and through the Animal Feeding Operation Strategy, 


, Recommendation: Wat;erbome hazards should be considered "core" for those specific activities 
related to on the fann food production and to food processing, This vlouId include ccordination 
on research ann development and on other activities related to: 

Production: Irrigation and other on the fann practices invl?lving water application to 
crops and application ofmanures or biosoHds (i.e., sludge) to crops; and 
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Processing: Water used in food preparation, shlpping, and on-site h~dling, especially 
with respect to small drinking water systems and unregulated water suppliers. 

Assuring the safety ofwater used for drinking or other direct conswnption, and ofsurface water 
used for recreation Qr ecological protection~ should be considered a "ootlateml activity" which is 
related to food safety but the primary mission of which is oot to reduce foodbome illnesses. 
Collaboration to avoid duplication ofresearch efforts and ensure adequate EPA input into 
development of FDA and USDA guidelines for areas not included in the "coren (e.g" Food 
Code) is important, but can be accomplisbCd without the other areas of the \Vater category being 
a part of the ,tnltegic plan. 

Opium 4; Nutrition P .... /Wlms Ther. are several HHS and USDA programs as well as public­
private partnerships designed to define and educate the American people on the benefits ofa 
healthy, nub!tious die!. USDA and FDA have developed the food pyramid, which recommends 
daily consumption Qfquantities offruits. vegetables. meat and grains. Both agencies also have 
labeling pmg£a¥ls designed to infonn the public on the caloric and nutritional content offood. 
These programs are important in encouraging the consumption of a healthy. nutritious diet which 
can help to reduce the incidence ofboth acute nnd chronic disease. 

Some believe that these nutrition programs are aligned with food safety and should be part of the 
"core activities" for the following reasons, 
• 	 The Federal government cannot ensure a healthy and affordsble food supply, as outlined 

in the draft vision. without consideration of tile nutrition programs. 
• 	 This would provide an opportunity to develop public health messages about both the 

nutritional benefits and the infectious/toxicologic ha7.irrds associated with various foods. 
• 	 Nutrition infonnation co.uld send a positive. constructive message to the American 

people, making food safety about more than just food contamination and foodbome 
illness. Food safety eouid also be about eating a wholesome, balanced diet to reduce the 
risk ofdisease, particularly chronic diseases (e.g,. some cancers), developmental effects. 
and malnutrition. 

On the other hand, the nutrition programs might not be considered "core activities" for several 
reasons. 
• 	 Inclusion of the nutrition programs could dilute PSI efforts on infectious and toxico!ogic 

hazards to the point of ineffectiveness, and the nutrition programs do not need attention 
or funding. 

.. 	 The intent of the nutrition programs is to promote healthy eating habits by the American 
people and reduce the incidence ofchronic disease; their primary purpose is not to 
enhance the safety ofthe food supply. 

Recommendation: Federal programs to defille and promote a healthy diet should be considered 
"collateral activities", They can support and help to implement the vision of a safe, healthy and 
affordable food supply, but nre not designed to ensure food safety. It is recognized that some 
labeling has specific food safety goals (e.g., warning labels on untreated, raw juices and allergen 
warnings) and this labeling is included in the "core'" activities. 
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TABLE 2 

FEDERAL ACTIVITIES RELATING TO FOOD SM'ETV 


IFDA ISe., staodards Co, meat, pooItty aM egg produCls Core 

Core 

I 
I Core 

Core 

IBiote~IO~I~" Core 

Core 

Core 

Responsible Other Activity eono.1Y(l<! jlf Activity L"""F_Agency Ageneles CoIIat£nllAddr-.l 

Food Safe!)' & tnspocti<Jn Regulation. PaJhogo.. 
Service EPA shippe4 interstate; inspects domestic and imported lnspoction. Cbemical 

CDC meat.and poultry and ecfolU$ standards; uealls E.n!Orcetne1lI. &. res~ 
adulterated products. Education Pbysical haz.ard.t; 

Food qu>Jily 

Agr1cWturM Marketing IEPA IPesticide data program 10 monitor and coUect Regulatory Support, Pesticides 
Service 	 pesticjde rcs:idue infonn.ation for EPA risk Monitoring. &. Pathogens 

assessment; microbial data program S'UJ"Veill.ulce Risk ~ssment Food quality 
and moniloring; VQhmta1y quality certification 
program. 

Agricultural Re4earch EPA Intramurall'e$earch on elimination, ~Il and Research, Pathogens 
S<1:Vic< FDA derection oC h.azluds Regulatmy Support, ~ 

&. F...ducation 

Research, IEPA IExtramUral research. outreach. and edw::ation on Research, IPathogens 
& Exteu!!ion FDA elimination, mitigation. and deteCUon ofha1.ard$. Regulatory Support. Chemicals 

&. Education 

& Plant Health IEPA IAnimal and plant health. regulation of [ Regulation. 
FDA billte<!loology and il'rm!ion Inspection. '" Imrlialion 

EnI."""""", 

Economic Research Service ( EPA Data ool1ectioo. interpretation and oost~benefiI Reg\llatory Support. Pestkide uses 
FDA analyses of OOodboroe illnesses. Guidance, &: ~ 

Risk Assessment Pathogens 

National Agricultural EPA Data collfction and monitOring Regularor}' Support. I Pesticides 
Statistical Service f"DA & Risk .Assessmem 

Grain lnspecuon. Packers tit. FDA Monitors the accuracy of aflatoxin testing services, Monitoring Myootoltim 
Administralion "~_.......L 
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assessment 

Responsible a.b..- Cor. or 
rode". Agu><y 

Actmty' TypeofActmty J""",, c_Addressed 
Involved 
Ag<nci" 

ActI' 

O«~ofRUkA~~m EPA Ow. interpretatioo., guidante, tccl:mieal assistance OJ« 
& COOt Benefit Analysis 

Regulalory Support•. .PatboWlS 
FDA and risk assessment ' Guidance. 8< 


Education I Chemical
- OJ",OffJt.e of Pesl Management Data collection, interpTetatioo, guid2.nce. and risk Re2uiatorv SUD'rlOtt, Pesticides 

Center for Food Safety & USDA Set standards. policy & guidance to ensure Regulation, Pathogens Core 
EPA'Applied Nmrition (alle programs. 
CDC 

minimal level! of microbial & chemical Research, Chemicals 
(:onwninanrs &. physical b.azatds; monitor foods Risk. assessment, 

DOC labeling)for !bose hazards. Evaluate safety & approve use ChemicalMcmitorin& -
contaminants Co_HCFA of food iagrediews, antimicrobials and cem.in Jmpeclion. 

Slates processing techniques (e,g., irradiAtion). Enforce PesticideEnforeement. ("""" 
w-lera.nces for pesticides in foods (ir.tt:luding meat labelmg) 
& pOultry), Illspe<:t food "tabfuhme.,und 

te:fidues0uidan<e.8< 
MywtOxins 

imported foods. Conduct risk assessments. &; rislc 
EducatiOn 

l'hysiW_ 
prioritization. lnVC;Uigate major foodbome Uilieliog 
outl:m:aks, except meat & pouluy. Mortitor safety NutriUoIl 
l)f special nutril:ionals (e,g., dietary suppiet.nents). 
Adtrrinis,ter cooperative federal/State programs in 
milk, shellfish, food service and ink':rstate travel. 

USDA £valuaLe "safety &: approve use of animal drugs 8( Veterinary drugs Cu<e 
CDC 

11 Center for VeterinAry Drugs Regulation, 
ingredients in aaimal feeds. Set standards, policy Research, Chemical 
&- guid.aru;e to ensure minimlllleve1s of microbial Risk assessment, 
& chemical contamjnant!; in animal feeds and MoniiQring, Regulated -
J.ttinima1 occurrence of antibiotic resistant Enforcement, &­ subs!ances 
palhcge", in (ood _ and fwb, Conduc. ri>k Education. P:.rhogens 
assessrmmtS & risk: prioritizations. Conduct 
research on anlimicrobial resistance &: methods for 
analysis f-or patbllgens & confaminants. Monitot 
occurrence of antibiotic resistance in pafriogens in 
food .animals aDd animal feeds. J 
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Rcspoostlde 
F<dend Agmcy 

()tho. 

Ageades 
Involved 
"=~ 

Activity 'I'ype of Adimy mnesA_ Care or 
c...110'01 

Investigates CUlbreat.s of foodbornt illness; 
monirots and collects infor:mation on food- and 
W&teroome illnesses; conducts nationwide 
survellll!llCe for food~ and waterborne diseases; 
designs and implements $\Jt\'t::illance systems; does 
reference identification; performs teSe:aI'Ch tm 
dlagnOSlio mI subtypiDg methods; ..".... 
prevention efficacy; assists state and local heaJth 
agencies: and training and edllC3.tion. 

Food,mI 
watorborne 
pathogens 
FoodNet & 
PulsoNet 
lnfectiom 
w..... 
outbreab 
Cb=ical 
bwlNs 

p­

investigation. 
Researcll,T_ 

Assis1ante. 
Training, & 
EdlJcation 

ComUSDA Regulation of pesticide uses. resldue! infon fQOd Regulation.HOffi~ of Prevcnrioo, 
FDA and antimicrobials for control of pathogens, Guidance, & Chemical 
CDC 

nsu_~icidcs &. Toxic 
Supporu in~tigations of certain cbemical Risk Asses:sment 
cUQu,(tliaation ineidcnu aM regu!ates chemicals -
and metals not comed by PIFRA. FQPA & 

I IFFD~ 
Rtglliates drinking w_ quality and biosolid!; CoreRogmation,Office of Water USDA -gens 

(water in food 
FDA 
CDC establis1'J.cs water discharge standards for facilities. Guidance, Cheon.aIs 

production & 
DOl 

Provides eriteria fur ambient water oom:ammatiQn, Research. &: Animal wastes 
watershed o:oonols, and _ palhogen Risk Assessment Other P""""ing) 
ellminationlprotect.ion aU1horities. C._ralagricultural 

'. (drinking 

water/direct 
oonsumption, 

water fol' 

wastes 
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~ 

~ 

1§1 

< 
~ 

• 
"• , 
~ 
~ 

•»,, 
,, , 

Responsible 
Fed.ra1 Ag.ucy 

Office of Research &­
Deveiopmcru 

Office of Bnt~nt k 
CompIian<:< Assunoce 

National Marine Fisheries 
Service 

Other Activity Type of Activity Iss... 

Agenei.. !~~~Addressed 
C....... 

Collateral 

OSTP 
USDA 
FDA 

FDA 
USDA 

FDA 

Responsible for researcb on p1l1hogem in water, 
pesticide restin8 methods. chemical monitoring 
methods development. and risk asse:wnent issues; 
provides tedmical and scientifte advice ot1 risk 
assessment, and !Wing and uxmitOl'ing methods. 

Ensures thai Pesticides used OIl cropslfood are 
registered. are not adulterated, .and are used 
rorrectJy. Ensures. that data wed to support 
pesticides registration is DOt rraw:b.tlent. Referrals 
tor possible illegal residues. caUccts pesticide 
production information. Inspects & enforces or 
(lWCSU$ State fnspectioo & enfcrtemen1 of CWA 
& SDWA requlrem.t:rl1S. 

Research, 
GuIdance. & 
RiSkA~ 

I:ospeetiOn5, 
Enf(IfCtmCnt, 

Referrals, 
Regulation, 
Risk Assessment 
support. 
Water disc~ge 
SWlI!ards. & 
Tap water 
SWlI!ards. 

Voluntary in.'>prctWn program for seafood quality. Iln.spection 

Chemicals 
Pe.ticides 
PathogenS 

Product 
i:Jmpectiom 
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BACKGROUND 

On January 25) 1997, the President announced his food safety initiative" He directed the 
Secretaries of Agriculture and Health and Human Services and the Administrator of the 
Environmental Protection Agency to identify ways to further improve the safety of the 
food supply, Those agencies held public meetings with consumers, producers, industry, 
stutes. universities. and the public. and reported back to the President. The Report, issued 
in May 1997, was entitled Food Safety from Farm to Tab/e, A National Faod,~afety 
Initiative, To implement the report, USDA and HHS submitted joint budget requests for 
pathogen research, surveillance, risk assessment, inspection, and education for FY98, 
FY99 nnd'FY 2000. 

The repon made a commitment to prepare a comprehensive 5-ycar strategic plan, with 
the participation ofall concerned parties. The President's Council on Food Sufety was 
established in August 1998 under E.O. 13100 to: I) develop a comprehensive strategic 
Federal food safety plun; 2) advise agencies of priority areas for investment in food safety 
and ensure that Federal agencies annually develop coordinated food safety budgets for 
submission to the Office of Management and Budget (OMB); and 3) ensure that the loint 
Institute for Food Safety Research (JIFSR) establishes mechanisms to guidc Federal 
research efforts toward the highest priority food safety needs. 

A coordit1ated food safely strategic planning effort is needed to build on common ground 
and to tackle some of the difficult public health, resource, and management questions 
facing Fe'deral food safety agencies. TIle strategic plan wiH focus on not just microbial 
contam:ination but the full range of issues that are discussed in the scope of the food 
safety deCision paper. Jt will also identify actions necessary to ensure the safety ofthe 
food Americans consume. The charge is to develop a comprehensive strategic long. 
range plan that addresses the sleps necessary to achieve a seamless food sufety system 
including key public health, resource, and management issues regarding food safety. The 
plan wi[) be used to sel priorities, improve coordination and efficiency, identify gaps in 
the current system and mechanisms to fiU those gaps, continue to enhance and strengthen 
prevention and intervention stmlegies, and develop performance measures to show 
progress. Each agency will incorporate the relevant parts of the strategic plan into its 
Government Pertonnance and Results Act (GPRA) strategic plan, commensurate with its 
budget. 

in developing the strategic plan, the Council will consult with :ill interested parties and 
will consider both shorHenn and long-term issues including new and emerging threat'i, 
and the spe<:iaJ needs of vulnerable populations such as children and the elderly. 

Additi(lnaUYl at the request of Congress, the National Academy of Sciences (NAS) 
conducted a study of the current food safety system to: 1) aetennine the scientific basis 
of an effective food safety system: 2) assess the effectiveness of the current system; 3) 
identify scientific and organi:r.atkmal needs and gaps~ and 4) provide recommendations on 
scientific and organizational changes needed to ensure an effective food safety system, 
The NAS released its findings, conclusions, and recommendations in an August 20, 1998 
report, Ensuring Safe Food/rom Production to Consumption. 



The following papers address the Charter of the President's Council on Food Safety and 
the process for preparing an assessment of the NAS report, for developing a Food Safety 
Strategic Plan for all Federal food safety agencies, and for coordinated food safety 
Federal budgets, 
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Discussion Paper: Assessment ofNAS Report "Ensuring Safe Food from Production to 
Consumption" 

Action Required: Approval of plan to provide the President with an assessment of , 
the ~AS Report "Ensuring Safe Food from Produclion to 
Consumption." 

BACKGROUND: In response to the Congressionally mandated Fond Safety study, the 
National Academy of Sciences (NAS) established a study committee and obtained input 
from Federal agencies and other stakeholders of the Feder.llood safety system, The 
NAS issued its report on August 20, 1998. Congress viewed this study as part one ofa 
possible iwo~parl process. Had the NAS recommended that a single Federnl food safety 
agency be required to achieve adequate performance and levels of public health 
protection, Congress planned to appropriate additional funds to support a second NAS 
study, which would focus on how such an agency should function. The NAS 'committee 
did not explicitly recommend the establishment of a single Federal food safety agency, 
and funds for part two were not appropriated for fiscal year 1999. On August 25.1998, 
the President issued a directive tasking the Council on Fbod Safety to provide him with 
an assessment of the NAS report in 180 days (by February 21, 1999). Specifically, the 
President directed: 

n.: .the Council to review and respond to this report as one of its first orders of 
business. After providing opportunity for public comment, including public 
meetings, the Council shall report back to me within 180 days 'with its views on 
the NAS's recommendations. In developing its report, the council should take 
into account the comprehensive slrategic Federal food safety pJan that it will be 
developing." 

Four public meetings have been held to solicit stakeholder input en the NAS report 
(October 2. in Arlington, V A; October 20, in Sacramento, CA; November 1 O~ in Chicago, 
IL; and December 8 in Dallos, TX). 

RECO~MENDAT!ON: The Interagency Food Safety Working Group recommends thaI 
the Coun~i1 establish a task force consisting of one representative from eaeh of the 
following agencies: OSTP, HHS, USDA, EPA, OMB, and DOC, This 6 person task 
force will'systematically assess the NAS report by providing u) agency/department 
specific analysis of the strengths and weaknesses of ,he report's findings and 
recommendations, including whether the agency/department agrees or disagrees and 
why; b) an assessment of the cross~agency/departmem issues identified by the report; 
and c) recommendations on whether to incorporate particular elements of the NAS report 
into the Council's comprehensive strategic plan. If appropriate. the task force should 
identify barriers to implementation. Each task force representative will be responsible 
for coordinating input from within his or her own agency. The task Coree will be chaired 
by OSTP and will provide a draft report to the Council by February 5, 1999. Once the 
report is submitted to the President by February 21,1999) the Council may seek 
additional public input on its assessment of the NAS report's recommendations. 



United Stales Food Safety Washington,D_C.
Departmenl of and Inspection 20250 
Agriculture Service 

11 DEC 	 1998
To: Bruce Reed 

Assistant to the President for Domestic Policy 
20d Floor West Wing 
The White House 
Washington, DC 20502 

.p > 

From: Charles Danner ~rtf~~,- r' C/""(.v #',...Je 
Acting Associate Deputy Administrator, USDAIFSIS/OM 

Subject: 	Materials forthe December 16, 1998, Meeting of the President's CO\U1cil on Food 

Safety 


The enclosed materials are provided for your review, prior to the December 16, 199&, meeting. 
An agenda for the meeting is included. 

[n addition to the agenda, there is a background paper and papers that address the Charter of the 
President1s Council on rood Safety, an assessment of the NAS report. the process for developing 
a Food Safety Strategic Plan for all Federal food safety agencies, and the process for coordinated 
Federal food safcty budgets. 

Ifyou have any questions regarding the enclosed materials, call me at 202.720.4425 

Enclosures 
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TALKING POINTS FOR FOOD SAFETY 

COUNCIL MEETING 


• Dod Safety is an 

We have made progress. This year we've: , • 
, 

j regul'ate01uices~ 
created a joint institute on research 
proposed legislation to give FDA authority to haltjmport~of 
fruits 	and vegetables that don't meet our standar s. 

• Now we are here because we recognize the need for a coordinated approach, 

morandum of understand in t 
ti an s ween the agencies. 

• 	 The President's Council on Food Safety is,the next logical step in the 
President's vision of taking food safety into the twenty-first century, 

• 	 The Executive Order required three activities of the Council: 
a com (ehenslve strate Ie an' - LT 

(2) u get submlsslon for food safety; 
and (3) ensure that the Joint Institute for Food Safety Research 

(JIFSR) establishes mechanisms to guide Federal research efforts 
toward the' highest priority food safety needs. 

. 	 ...-: ~ '''\,..<v<>.-,..... T<' 'i' .-0P
• 	 The WH is committed to the effort. - 1 

0 
,\ i:' ~ 1

1 ~ ~,t-#'1 O"~",:l\T'j 
Look forward to the budget discussion, this 15 our first discussion of where 

~~x we want to go as a group, thank ~for being here, it is a commitment by 
V' ,,#,,' all the parties that we can build on, 1'0>1{< 

OPTION! 	 : _ ~""<. ~ 
• 	 Ypu C~ld make specific request for the Food Initiative. _ t~,-"\*~ ~ 

I I bCU-~ 
~~: it b iI s an ha we h ve d ne; f 
~~I, it ~ut reso~rces wher we eed them in imports and strengthe mg our 

wt0r~ Wi\h~ttes a loc lities; nd 
it ~rY)broves 0 r reSea\Ch: nd sur iliance" ." '~C~ 

(I could ~e yo~ 0 r one pa~ on this). '-_/ £' - . I 



CSPI Rl~rclkNCE IN THE 
PliBLIC INTEREST 

~,.-'" N,utrition Action Healthletter 
October 20, 1998 

Mr. Bruce Reed 
Assistant to Ithe President 
Office of Policy Development 
Executive Office of the President, 
1600 Pennsylvania Ave, NW 
Washington, DC 20500 , 
Dear Mr. Reed: , 

On behalf ofeSPI's one miUion members, I am writing to thank you for the efforts of 
you and your staff to restore funding to the National Food Safety Initiative. The final agreement 
to fund over'three-quarters of1he President's request represents a l;Iignificaot victory for 
consumers, ~nd it would not have happened without the active pat1icipation of your office. 

From the time that it first becanlc clear that the funding was in trouble, your staff worked 
tirelessly to ~nsure that we knew the White House's commitment to the fbnding was unwuvering. 
Tom Freedman. in particular, coordinated between numerous government agencies Hnd 
corstitucndes and provided strong ieadership and support for those of ns working on the front 
lines to get <he funding restored. The Administration's efforts were crucial to the victory When 
the Senate voted to increase the funding for the Initiative from $2.6 million to $68 IniHion, In 
addition, when the final agreement was negotiated, the White House again requested full 
funding, which resulted in an increase in the Agricult~re portion of the funding from $52 million 
(the Confercpcc' Committee recommendation) to $75 million. In my J0 years as a lobbyist and 
conS~lmer advocate in Washington, it is the first time I can recall such active involvement from 
the White H~l..ls.e to restore food safety funding. 

I 
I hope (hat next year~ we can use this experience to make sure: that fllture requests for 

funding orthe President's Initiative meet less resistance in Congress. On this point, members of 
the Safe Food Coalition, coordinated by Carol Tucker Foreman, will be seeking n meeting \'lith 
you to discuss ne:xt year's food safety budgets and our opposition to the inclusion of deficit­
reduction user fl.."es, 

I 
We ~ope to continue to work closely with your office to ensure that Congress understands 

the importal~ce of food safety to the American public. Thanks again tor your tremendous ii.)Qd 
safety leadership. 

~ '1 
VerYtnllyyours" , ,:, -, _ 

G40~~t~. 
Caroline Smith De\Vaal 
Director of Food Safety 

,
.l' 1875 Connecticut ¥('Ilue, N. W, Suite 300, Washington, D.C. 20009-5728 • (202) 332-9110 • FAX (202) 265·4954 
• Executive DirectOl:: Michael Jacobson, Ph.D. J'nnfl.'<iw""'Y"WN'<" @ 

, ;'hH 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
and 

U.S. 	DEPARTMENT OF AGRICULTURE 
Washington, D,C. . 

OCT 2 1998 

The Honorable William Jefferson Clinton 
The White House 
Washington, DC 20500 

, 
Dear Mr. President: 

Attached is our report, as ""!uested in your July 3,1998, Memorandum, regarding the creation of 
a Joint InstitUte for Food Safety Research. The report articulates the concept of the Institute and 
provides a proposed structure. operating principles, goals and outcomes, and an implementation 
schedule for the Institute. 

The report reflects our consultation with the Domestic Policy Council, the Office of Management 
and Budget, the Office of Science and Technology Policy. the National Partnership for 
Reinventing Government. and the Environmental Protection Agency. After your review and 
approval of the report, our next step will be to publish this proposal for public comment and hold 
a public meeting in November Or December to further consult with State and local government', 
consumers, producers, industry. and academia. 

We are confident our proposal will further the goals ofyonr National Food Safety Initiative as 
weB as more efficiently coordinate the Nationls Federal food safety research among Federal 
agencies and academia to meet the needs of regulatory agencies and the private sector, 

Sincerely. 

Donna E, Shalala ;m Glickman 
Secretary ofHealth and Human Services Secretary ofAgriculture 

Enclosure 
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EXECUTIVE SUMMARY 


On July 3,1998, President Clinton directed the Department of Health and Human Services 
(DHHS) and the Department ofAgriculture (USDA) to report back ...ithin 90 days with a 
plan to create a Joint Jnstitute for Food Saf~ty Research ("the Institute"), The Institute is to 
(1) coordinate planning and priority setting for food safety research among the two 
Departments, other govemment agencies, and the private sector and (2) foster effective 
translation ofresearch results into practice along the farm~to·table continuum, Enhanced and 
more efficient national investment in food safety research will do much to lower incidence 
offoodbome illness in the United States, 

DHHS and USDA will have joint leadership of the Institute and will use existing resources 
to support it. This acknowledgment of the critical need to expand and coordinate food safety 
research also emphasizes the companion needs to expand and strengthen public-private 
partnerships and to augment collaboration among Slate, local, and other Federal agencies, 
thereby providing effectively the scientific infonnation required to help achieve public health 
goals, ' 

. 
This docilment articulates Ibe concept of Ibe Institute, describes goals and the administrative 
principles underlying its organizatioD, presents a proposed structure for the Institute. and a ' 
draft time line for its implementation, Appendices A through E provide, respectively, the 
Presidential Directive for the Institute, the Exeeutive Summary from the May 1997 Food 
Safety Initiative Report to Ibe President, Ibe Executiv~ oroer creating the President'S Council 
on Food Safety, ,listing of the 12 Federal Agencies involved in food safety, and a glossary 
of acronyms, These materials will help define the history ofExecutive Branch Directives 
on food safety and the int ....gency consultative efforts that bave contributed to the 
establishment of the Institute, Enhanced and more efficient food s.fety researcb will do 
much to meet the needs of Federal food safety regulatory ageneies, 

The ultimate goal of the Institute is to coordinate food safety research. such that Ibe 
incidence of foodbome illness is reduced to the greatest extent feasible, 
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I. INTRODUCTION 

On July 3, 1998. President Clinton directed the Secretary ofHealth and Human Services and 
the Secretary of Agriculture to report back to him within 90 days on the creation of a Ioint 
Institute for Foed Safety Research ('Institute"). The Inslitute will: . 

iI(l) develop "a strategic plan for conducting food safety research activities 
cOnsistent with [the President's National] Food Safety Initiative; and 

(2) efficiently coordinate all Federal food safety research, including with the 
private sector and academia." 

As the President's memorandum directed, the Secretary of Health and Human Services and 
the Secretary of Agriculture will jointly lead the Institute, which will cooperate and consult 
with all interested parties, including other Federal agencies and offices M" such as the 
Environmental Protection ·Agency. the National Partnership for Reinventing Government. 
and the Office of Science and Technology Policy .. as well as State and local agencies 
focusing on research and public heahh. and consumers. producers, industry, and academia. 
The Institute will make efforts to build on ongoing private sector research. through the use 
of public-private partnership. and other appropriate mechanisms. 

This document articulates the concept of the Institute and provide. a proposed structure, 
operating principles. goals and outcomes, and an implementation schedule for the Institute. 

The ultimate goal of the Institute's research agenda is to reduce the incidence of adverse 
human health effects associated with the consumption of food. The objective ofcreating the 
Institute - and all other Administration food safety activities - is to reduce the incidence 
offoodbome illness to the greatest extent feasible, Scientific informalion about prevention 
offoodbome illness and detection oforganisms that may cause it is critical to further reduce 
the incidence of foodbome illness. 

This report will serve as a starting point for development ofthe Institute. The report will be 
published in the Federal Register for comment during OctoberlNovember of 1998 with a 
public meeting in NovemberlDecember of 1998. A detailed draft proposal, based on the 
public comments received, will be developed by Ianuary of 1999. The final proposal will 
be submitted to the National Science and Technology Co\ltlcil of the Office ofScience and 
Technology Policy (NSTCIOSTP) in March 1999 for final review. A final repcn:t, which Will 
serve as the detailed blueprint for the Institute, will be lI!lDO\ltleOO in the Federal Register in 
April of 1999. 
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II. BACKGROUND 

The Nat,ionsl Food Safety Initiative 

In his January 25, 1997. radio address. President Clinton announced he would request 
$432 mimon in his 1998 budget to fund a nationwide early.warning system for foodbome 
illness. increase seafood safety inspections. and expand food safety research, training. and 
education. The President directed three Cabinet members - the Secretary of Health and 

Human Services. the Secretary ofAgriculture, and the Administrator of the Environmental 

hotection Agency (EPA) - to identify specific actions to improve the safety of the food 

supply. He further directed them to consult with stakeholders (consumers, producers, 


. industry.'States. universities, and the public) and to report back to him in90 days. The 

o President emphasized the need to explore opportunities for public.private partnerships to 

improve food safety, particularly in the areas or surveillance, inspections, research, risk 
assessment~ education, and coordination among local, State. and Federal health authorities. 
Through a series ofinteragency and stakeholder meetings and consultations. the May 1997 
Report to 'the President entitled "Food Safety from Farm to Table; A National Food Safety 
Initiative". was developed and issued. (See Appendix B.) 

Although the American food supply is among the safest in the world, the Administration 
called for the National Food Safety Initiative (FSI) because every yOiI! miltions ofAmericans 
continue to experience illness caused by the food they eat The FSI recognized that research 
provides new information and technologies essential to successful implementation of five 
key activities: standard setting and rulemaking. inspection and compliance, education, 
surveillance. and risk assessment. For his Fiscal Year J999 budget, President Clinton 
requested an increase of $1 0 I million in support of food safety activities. This request is 
currently under consideration by Congress. To ensure that current research investments are 
adequately supporting the five key activities identified by the FSI, Federal research agencies 
are working on a coordinated, interagency research plan. Federal agencies that conduct food 
safety research have recently completed a major step in the development of this plan by 
creating a Federal inventory of food safety research projects. active or planned, for Fiscal 
Year 1998, including the scientific and fiscal reso"""", thai support the researeh. DHHS and 
USDA, in collaboration with NSTCIOSTP, will use this information to identify addition.l 
priority food safety research areas that are not currently addressed in the FSI and will 
develop future food safety initiOtlves and their budgetety requirements for consideration by 
the Office ~fManagement mid Budget. 

The FSI identified five broad areas in which significant knowledge gaps require • concerted 
interagency research effort; 

• Improving detection methods; . . 
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.: Understanding microbial resistance to traditional preservation technotogies~ 

• VndersUnding antibiotic drug resistance; 

., Developing prevention techniques for pathogen avoidance. reduction, 
,and elimination; and 

•. Understanding the ccntrihution of food handling. distribution. and storage
ho pathogen contamination of food and developing preventions. 

The FSI ~lso identified the research goal to develop metheds and scientific data that would 
enhance 'the ability of Federal agencies: to conduct microbial risk assessments: Two 
addition~t research areas, critical for addressing this goal1 are: 

• Developing and validating microbial exposure models, based on 
'probabilistic methodology; and 

• Developing and validating dose-response assessment models for use in risk 
Iassessment. 
, 

When the PSI was developed in 1997. these immediate needs were given priority within the 
reseoreh and risk assessment agenda heeause microbial contamiI1.tion offoods by pathogens 
has increasingly been linked to increasing incidence offoodbome illness and to high rates 
of morbidity and mort.lity, A1l these researeh and risk assessment activities progress and 
improvements in preventative measures are developed, the Institute will provide leadership 
for identification of other research and risk assessment priorities. which will receive 
increased attention from Federal food safety research agencies in future years. 

III. STRUCTURE OF INSTITUTE 
, 

The Institute will report to The President's COWlcil on Foed Safety (see Appendix C). which 
is chaired by the Secretaries ofAgriculture and Health and Human Services and the Atlsistant 
to the President for Science and TechnologylDirector of the Office of Science and 
Technology Policy, The lnstib.tewill be led by an Executive Director. who will bea highly 
recognized food scientist, jointly recruited, oppointed, and supported by the USDA and 
DHHS, The Executive Director will supervise a small. pennanent Institute staffofno more 
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than 10 :employees, and existing staff resources of USDA and DlillS will support the 
Institute and its operations.] 

The Executive Director will report to an Executive Research Committeet and the Executjv~ 
Research Committee will report to the President's Council on Food Safety. The Executive 
Re~h Committee will comprise three senior research officials appointed by of the three 
co--chairs of the President' s Council on Food Safety. The Executive Director will facilitate 
the work of the Federal budget and policy committee, which will be chaired by the Executive 
Research Committee. 

The Federal policy and budget committee will be comprised of Federal food safety policy 
officials and agency heads, representing both research agencies and regulatory agencies, and 
its membership will represent agencies of the USDA, DHHS, the Environmental Protection 
Agency, the National Science Foundation, and other relevant Federal agencies. This Federal 
policy and budget committee wilJ serve as a mechanism by which the Government's chief 
scientific and public health experts can interact with the Executive Director and the 
Executive Research Committee to ensure the goals of the Institute are schieved. This 
committee also will be the vehicle for ccnsultation and coordination acro•• all Federal food 
safety agencies. including activities such as budget development for submission to OMB. 

The Executive Director will be advised by the Joint Institute for Food Safety Research 
Advisory Committee, which will have 16 stakeholder members (6 members appointed by the 
Secretary of Agriculture, 6 members appointed by the Secretary of Health and Human 
Services,:and 4 members appointed by OSTPINSTC). Members of this committee may be 
chosen from existing advisory committees to the USDA, DHHS, and OSTPINSTC. USDA, 
DHHS, and OSTPINSTC will jointly support the Advisory Committee. 

The work of the Institute will be accomplished through temporary interagency task forces 
that fonn and close as specific issues are resolved and through a small, pennanenllnstitute 
staff, which will provide technical, administrative, clerical and computer support. The 
Institute will focus initially on microbial pathogens, in keeping v.ith the Presidenfs National 
Food Safety lnitilllive. In future years, based on the direction ofthe President's Food Safety 
Council, advice ofthe Joint Institute for Food Safety R=h Advisory Committee, and on 
olherpublic input the Institute may expand its scope progres.ively to include other known 
or potential contributors to' foodbome illness and/or food safety, such as chemical 
contaminants, natural toxins, pesticide residue., animal drug residues, food additives. and 
nutritiOIL All ofth ... Iopics alreedy are foci for important food safety researeh activities that 
warrant coordination by the Institute. With this scope, the Institute would develop broad­

1 Funding of the Institute's operations and ttaffwill be CQDSistcnt with :relevant restrictions on the use of 
Federal funds for intuagency activities, 
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based strategic planning with input from stakeholders and eoordinate the resources 
administered by the numerous Federal agencies that participate in food safety research. (See 
Appendix D.) 

IV. ORGANIZING PRINCIPLES 

The DHHS and USDA have developed the following principles as the foundation for 
establishing and operating the Institute. 

A. Optimize Current Investment and Infrastructure, 
The lnstitute~s mission includes optimizing the effectiveness ofcurrent food safety research 
investments and infrastructure to maximize funds going to conduct research, rather than for 
construction or. maintenance ofadditional research facilities. For this reason. the President's 
directive is not intended to result in construction ofnew research or administrative facilities. 
The Institute will focus on eoordinated planning for research programs and budgets and on 
enhanced communications among existing organizationaJ entities working within existing 
facilities. The Institute will be supported by a small staffand will draw on CUTTent resources 
within the responsible food safety agencies. The Institute will assist in fulfilling the 
AdminiStration's farm-to-table strategy by relying on aceess to existing Federal research 
laboralQrles furoughout the country. , 

B. Provide C.ntralized Communication with Stakehold .... 

Effective communication between the Federal food .afety research providers and the users 
of the knowledge gained is critical to establishing priority-based research programs that are 
responsive to national needs. More than B dozen Federal agencies actively contribute to food 
safety research efforts. Food safety researchers. have nwnerous critical constituencies: 
(I) regulatory agencies that rely on scientific information for the protection ofpublic health; 
(2) industry and producers. including retailers. who desigu and implement effective food 
safety programs; and (3) consumers. While eaclt agency ntakes a critical contribution. 
providing their unique expertise. perspective. and infrastructure. this array ofactivities can 
be daunting to stBkeholders. Effective Interchange - not only among Federal laboratories 
and the managers of Federally supported extramural research programs. but also their 
counterparts in industry and academia- i. critical to developing cost-effective programs that 
maximize the benefits 10 public bcalth. TIierefo",. theIDst;tute will serve as a centralized 
focal point for communication between stBkeholders and the appropriate membern of the 
Federal research community by facilitating public input into priorities furough public 

. meetings and edvice from the Joint Institute for Food Safety Resean:b Advisory Committee. 
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C. 	 Use Current Intramural and Extramural Researcb Programs in Innovative Ways 

Leveraging Federal research dollars for maximum public health benefit is critical to effective 
implementation of the FSI fann-ta-table strategy. To better leverage current and future 
funds, the Institute will foster development of joint program announcements involving 
multiple; Federal research programs and multi-center trials to demonstrate the cost­
effectiveness of prevention strategies and technologies. Particular emphasis will be placed 
on "on-farm" research for the development of new technologies and tools to prevent 
microbial contamination ofraw foods. 

. 	 . 
D. 	 .Mobilize Resources to Minimize the Impact of Current aDd Emerging Food Safety 

Problems 

Food safety concerns are usually complex, inv.olving the interaction of factors associated 
with agricultural productivity, public health, food processing and distribution practices, 
market economies and international trade, and consumer preferences and perceptions. The 
research needed to solve food safety problems is equally complex, requiring contributions 
from both basic and applied researchers in physical and biological sciences,· equally 
important advances in economic and behavioral research, and innovations in food technology 
and engineering. The impact ofnew food safety problems related to thr.eats to public health 
and the economic well-being of industry, is often dependent on how rapidly research 
resources can be mobilized. In the absence of a centralized coordinating mechanism to 
provide leadership, such as the Institute, the timely mobilization ofresources among diverse 
groups of scientific disciplines has historically been a barrier to effective problem 
identification and resolution. This barrier is of particular concern to food safety regulatory 
agencies. The Institute, through advanced communications and coordination systems, will 
realize increased efficiencies in bringing to bear research resources when they are needed to 
minimize the impact of current and emerging food safety problems. 

E. 	 IDcrease Accountability for Federal Researcb Priorities Bnd Implementation of 
Strategies to tbe Public 

One of tJ:te Administration's highest priorities has been to make Federal agencies more 
responsive to the needs of the nation through ~arent decision"..making. To effectively 
encompaSs the nation's food safety research needs. the Administration to date has focused 
on joint research planning and prioritization, with the participation of numerous Federal 
agencies.. Establishment of the Institute will build on this planning process, thereby 
increasing the transparency ofFederal food safety research efforts,.to better assure the public 
that Federal investments are strategic and not redundant. 
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V. GO!"-LS/OUTCOMES OF THE INSTITUTE· 
, 

~ Co~rdination in Resear<:b Planning, Budg~t Development, and Prioritization 

The ultimate goal of the 'InStitute's research agen4a is to reduce the incidence of advers~ 
human health effects associated with the consumption of food, Research planning, budget 
development, and prioritization will be a consultative process among food safety research 
and regulatory agencies, with a primary purpose being to fulfill the informational needs of 
food safety regulatory agencies. As stated above, Dims and USDA will cooperate to lead 
lhls effort. in consultation with the National Science and Technology Council of the Office 
of Science and Technology Policy (NSTC/OSTP) and other interested parties, including 
other Federal agencies and offices. The goals oflhls effort are: (l) to maximize the public 
health benefit to the American people for resources devoted to basic and applied research, 
by assuring !hat the information acquired is applicable to the development ofeffective food 
safety guidance, policy, and regulation; (2) to maxintiu the retum-on-investment to 
producers, processors, and the public for resources devoted to re,earcb by developing cost­
effeetiveprevention teehnolagies; (3) ta effectively C<lmmuni""te and operate together with 
Federal, state, and local public health, agriculture and research agencie, and Government 
partners; and (4) to dcvelop parlnernhips amang the Federal, Stat~, and loeal Governments 
and indust!), or academia to identify and solve, scientifically, food safety issues, The 
Institute will nat only develop coordinated budgets for submission to OMB, but al,o it will 
coordinate and monitor Agency activities to further these goals and to provide periodic 
assessments of research accomplishments, 

i 
B. Scientific Support of Food Safety Regulation 

The Nation's collective food safety researeh capabilities must be responsive to the risk-based 
public health priorities oftbe food safety regulato!)' agoncies. Science and technology are 
required to develop effective food safety guidance, policy, and regulation. The Institute will 
identify iesearch needs to: (1) achieve public health goals; (2) support guidance, pathogen 
reduction regulation, and hazard analysis and eritical control points (HACCP) systems 
approaches to regulation (e,g" meat, poultry, seafood, freshjuice), and compliance strategies; 
and (3) shift research orientation 10 a risk-based approach, Through the Federal policy and 
budget romrnittee, which advises the Institute Director, food safety regulatory agencies will 
play an irnegraJ role in the Institute's operation and its developnlent ofresearch strategies to 
foster public health goals. 

C. CommunlealionILlnks with Othe' Food Safety Ageneies 

Through partieipation in the Institute, all Federal food safety researeh agencies will 
coordinate, complement, and bolster research efforts on related and multifaceted food safety 
Issues, The Institute will coordinate the use of existing mechanisms, such as interagency 

9 




agreements, contracts, and the development ofscientific conferences, and the development 
of new mechanisms. such as jointly funded program announcements and other innovative 
approaches to further the achievement o"fthe Institute's goals. 

D. CommunicationILinks with Industry and Academic Partners 

The Institute will encourage the development ofpublic-private partnerships with industry and 
academia to efficiently develop and transfer new information and technologies. Technology 
transfer mechanisms for cooperation between Federa) agencies and industry exist through 
the Cooperative Research and Development Agreement (CRADA) process .. This mechanism 
protects the intellectual property rights of the parties involved and is designed to avoid 
conflicts ofinterest, wIllch are of particular concern within regulatory agencies. The Institute 
will foster and build on existing technology transfer mechanisms. 

Severnl food safety research consortia. which include Federal, state, academic, and industry 
partners, already exist and are supported in part through competitively awarded Federal 
extramural research grants. These institutes can optimize and cOmbine resources to perfonn 
stronger and more cost-effective research programs in food safety than can a single entity. 
The USDA and DHHS research agencies will continue to use grants, contracts, and 
cooperative agreements in partnership with academia. 

VI. IMPLEMENTATION SCHEDULE , 

OctoberlNovember 1998 Announ.. report in Federal Register for comment. and notice 
of public meeting 

NovemberlDecember 1998 Host public meeting 

January 1999 Analyze comments and develop a more detailed proposal for 
the Institute 

March 1999 Submit proposal to National Science and Technology Council 
for review 

April 1999 Announce fina1 report in !he Federal Register 

May 1999 Recruit Exeeulive Director for the Institute and, 
loint Institute for Food Safety Research Advisory Conuru_ 
Members are appointed by Secretary of Health and Human 
Services and Secretary of Agriculture and Offi .. ofScience 
and Technology Policy 
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Appendix A 

THE WHITE HOUSE 

WASHINGTON 

MEMORANDUM FOR 	 TijE SECRETARY OF HEALTH AND ~ SERVICES 
THE SECRETARY OF AGRICULTURE 

St1BJEcr : 	 Joint Institute for Food Safet.y R~a;rch 

Americans enjoy. the most bountiful and safe··food supply in 
the-world. My Administration has made substantial improvements 
in the food safety system, from modernizing meat, seafood, and 
poul try inspections to creating a high~ t.ech early ",!\"rning syscem 
to dete~t and control outbreaks of foodborne illness. 

OUr'success has been built on two guiding principles~ 
~l} engaging all concerned parties including consumers. farmers j 
ihdustry, and academia~ in an open and far~ranging dialogue 
about improving food safety; and (2) grounding our efforts in 
the!best science available. We have made progress. but more can 
be done to prevent the many foodborne illnesses that still occur 
in our country. 

As we look to the future of food safety~ science and technology 
will play an increaSingly central role. An expanded food safety 
research'sgenda i~ essential to continued improvements in the 
safety of Americafs food. We need new tools to decect more 
quiekly dangerous pathogens, like E. coli O~S7!H7 and campylo­
bacter, and we need better interventions that reduce che risk 
of contamination during food p~uction. 

Food safety resea~cb is • critical piece of my Fiscal Year 
1999 food safety initiative, and I have urged the COngress to 
revise the appropriations bills it currently is considering to 
proVide full funding for this initiative. 3: also have urged
the COngress to pass two critical pieces of legislation to bring 
our food .safety system. into the 21st C!entury. (l:) legislation
ensuring that the Food and Drug Administration ha~ts imports
of fruits, vegetables, and other food products that come from 
countries that do not meet D.S. food safety requirements or 'that: 
do no~ pro~ide the same level of protection as is required for 
u.s. products; and (2) legislation giving the ~partment of 
Agriculture the authority to impose civil penalties for viola­
tions of meat and' poultry regulations and to issue mandatory 
recalls to remove unsafe meat: and poultry from the marketplace. 



At the same time, We need to make every effort to maximize our 
current resources and authorities, One very important way to 
achieve this objective is to improve and coordinace food safe~y 
resear<::h activit·ies across the Federal Governmentl, 'With Stat~ . 
and local governments. and the private sector. solid research 
can and will help us to identify foodborne hazards more rapidly 
and accurately. and to develop {flare effective'-intexventlon 
me~hanisms to prevent food con~amination~ , 

I therefore direct you to report back to me within.9o days on 
the creation of a Joint Institute for Food safety Research'that 
will:' (lJ develop a strategic plan for conducting food safet.y 
research activities consistent with my Food Safety Initiative; 
and (2) efficiently coordinate all Federal food safety research, 
including ~ith the private sector and academia. This Institute. 
which will operaee under your joint leadership, should cooperate 
and consult with all interested parties. including other 
Federal agencies arid offices -~ particularly. the EnVironmental 
Protection Agency# the National Partnership for Reinventing 
Government~ and the Office of $cienc.e and Technology Policy -­
Stat~ and local agencies focusing Qn research and public health, 
and·on consumers, producer$~ industry, and academia. The 
Institute should make special efforts to build on efforts of ~he 
.private sector~ ·through the' use of public~private parenerships 
or other appropriate mechanisms. 

These steps, caken together and in coordination with our pending 
legislation. will ensure to the fullest extent possible the 
safety of food fQ~ all of America's faruilies. 
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APPENDIXB 

FOOD SAFETY FROM FARM TO TABLE: 


A NATIONAL FOOD SAFETY INITIATIVE 

REPORT TO THE PRESIDENT 

MAY 1997 

EXECUTIVE SUMMARY 

While the American food supply is among the safest in the world, there are still millions of 
Americans smcken by illness every year caused by the food they consume, and some 9,000 a 
year - mostly the very young and elderly - die as a result. The threats are numerous and 
varied, r.nging from Escherichia coli (E. coli) 0157:H7 in meat and apple juice, to 
Salmonella in eggs and On vegetables, to Cyclospoll1 on fruit, to Cryptosporidium in drinking 
water - and most recently~ to hepatitis A virus in frozen strawberries. 

In his Janu!uy 25, 1997, radio address, President Clinton announced he. would request 
$43.2 million in his 1998 budge! to fund a nationwide early-warning system for foedbom. 
illness, increase seafood safety inspections, and expand food-safety research, training, and 
education. The President also directed three Cabinet members - the Secretary of 
Agriculture, the Secretary of Health and Human Services, and the Administrator of the 
Environmental Protection Agency - to identify specific steps to improve the safety afthe 
food supply. He directed them to consult with consumers, producers, industry, States, 
universities. and the'public, and to report back to b1m in 90 days. This report responds 10 the 
President's request and outlines a comprehensive new initiative to improve the safety ofthe 
Nation's food supply. 

The goal of this initiative is to further raduce the incidence of foodborne iUnes, to the 
greatest 'extent feasible. The necomrnendations presented in this report are based on the 
public-health principles that the public and private sectors should identify and take 
preventive measures to raduce risk ofiUness. should focus our efforts on hazards that present 
the greatest risk, and should make the best use ofpublic and priVate resources. The initiative 
also seeks to further collaboration between public and private mganizations and to improve 
coordination within the Government as we work toward our eommon goal oflmproving the 
safety of the nation'S food supply . 

. Six agencie, in the Federal Government bave primary responsibility for food safety: two 
agencieS under the. Department ofHealth and Human Services (HHS) - the Foed and Drug 
Administration (FDA) and the Centers for Disease Control and Prevention (CDC); three 



agencies under the Department of Agriculture (USDA) - the Food Safety and Inspection 
Service (FSIS), the Agricultural Research Service (ARS), and the Cooperative State 
Research, Education, and Extension Service (CSREES); and the Environmental Protection 
Agency (EPA). Over the last 90 days, these agencies have worked with the many 
constituencies interested in food safety to identifY the greatesl public-health risks and design 
strntegies to reduce these risks. USDA, FDA, CDC, and EPA have worked to build 
consensus and to identify opportunities to better use their collective resources and expertise. 
and to strengthen partnerships with private organizations. As directed by the President, the 
agencies have explored ways to strengthen systems of coordination. surveillance, 
inspections, research, risk assessment l and education. 

This report presents the results ofthat consultative process. It outlines steps USDA, IlliS, 
and EPA will take this year to reduce foodbome illness, and spells out in greater detail how 
agencies will use the $43.2 million in new funds requested for fiscal year 199&. It also 
identifies issue:s the agencies plan to consider further through a public planning process. 

The actions in this report build on previous Administration steps to modernize our . 
food-safety programs and respond to emerging challenges. As part of the Vice President's 
National PerfolTllance Review (NPR), the agencies have encouraged the widespread adoption 
of preventive controls. Specifically, the NPR report urged implementation of Hazard 
Aoalysis and Critical Control Point (HACCP) systems to ensure food manufacturers identifY 
points where contamination is likeJy to occur and implement process controls to prevent it. 
Under H;ACCP-based regulatory prognuns there is a clear delineation of responsibilities 
between: industry and regulatory agencies: Industry bas the primary responsibility for the 
safety o~the food it produces and distributes; the Government's principle role is to verifY that 
industry'is carrying out its responsibility, and to initiate appropriate regulatory action if 
necessary. 

The Administration bas put in place science-based HACCP regulatory prognuns for seafood, 
meat, and poultry. In late 1995, the Administrntion issued new rules to ensure seafood safety. 
In July 1996, President Clinton announced new regulations to modernize the nation's meat 
and poUltry inspection system. The Early-Warning System the President announced in 
January will gather critical scientific data to further improve these prevention systems. 
Additional actions outlined in this report will encournge the use of HACCP principles 
throughout the food industry. 

The need for further action is clear, Our undenrtanding ofmany pathogens and bow they 
contaminate food is limited; for some contaminants, we do not know how much must be 
present in fuod for there to be • risk ofillness; for others, we do not have the ability to detect 
their presence in foods, The public-bealth system in this country has hed a limited ability 
to identifY and track the carn;es offoodbome illness; and Federal, State, and local food-safety 
agencies need to improve coordination for more efficient and affective response to outbreaks 
of illness. Resource constraints increasingly limit the ability of Federal and State agencies 



to inspect food processing facilities (e.g., years can go by before some plants receive a 
federal inspection). Increasing qnantities ofimported foods flow into this country daily with 
limited scrutiny, Some food processors, restauranteurs. food,~service workers, supennarket 
managers, and conswners are unaware ofhow to protect food from the threat of foodOOme 
contaminants. These and other deficiencies will be addressed by key Administration actions 
outlined in this report and described below. 

Enhanoe Surveillance and Build an Early-Warning System 

As the President announced in January, the Administration will build a new National 
Early. Warning System to help detect and respond Ie outbreaks of fDodOOme illness earlier, 
and to give us the data we need to prevent future outbreaks. For example, with FY 1998 
funds~ the Administration will: 

Enhance Surveillance. The Administration will expand from five to eight the 
number of FoodNet active surveillance sentinel sites, Personnel at thes'e sentinel 
sites actively look for foodborne diseases. Existing sites are in Oregon, Northern 
California. Minnesota, Connecticut, and metropolitan Atlanta. New sites will be 
in New York and in Maryland, with an eighth site to be identified. CDC will also 
increase surveillance activities for certain specific diseases. For example, CDC 
will begin a cas.-control study ofhepatitis A to determine the proporuon ofcases 
due to food contamination, FDA will strengthen surveillance for Vibrio in Gulf 
Coast oysters, and CDC will strengthen surveillance for Vibrio in people. 

Equip FoodNet sites and other slate health departments with state-of-the-art 
technology, including DNA fingerprinting, to identify !he source of infectious 
agents and with additional epidemiologists and food-safety scientists to trace 
outbreaks to their source, 

Create a national electronic network for rapid fingerprint comparison. CDC will 
equip the sentinel sites and other state health departments with DNA fingerprinting 
technology, and will link states together Ie allow the rapid sharing ofinformation 
and to quickly detennine whether outbreaks in different states have a common 

. source . . 
Improve Responses to Foodborne Ontbreaks 

At the Federal level, four agencies are charged with n:sponding 10 outbreaks of foodbome 
and waterborne illness: CDC, FDA, FSlS, and EPA. States and many loeal governments 
with wid~ly varying expertise and resources also share responsibility for outbreak response. 
The current system does not assure a well..::oordinatcd, rapid response to intmtate outbreaks. 
To ensuie a rapid and approptiate respoitse, with FY 1998 funds. agencies will: 



Establish an intergovernmental Foodhome Outbreak Response Coordinating Group. Federal 
agencies wiH fonn ,an intergovernm<:ntal group, the Foodbome Outbreak Response 
Coordi~ting GrouP. to improve the approach to interstate outbreaks of foodbome illn,ess, 
This group wili provide for appropriate participation by representatives of state and local 
agencies charged "ith responding to outbreaks offoodbome illness. It mll also review ways 
to mor~ effectively involve the appropriate state agencies when there is a foodbome_ 
outbreak. 

,I 
Strengt~en the infrastructure for surveiHance and coordination at state health departments. 
CDC. EPA. FDA, and FSIS will assess and catalogue available state resources, provide 
financial and technical support for foodborne-disease-surveiliance programs, and other 

•assistance to better investigate foodbome~disease outbreaks. , 
Improve Risk Assessment 

I 
I 

Risk ass~ssment is the process ofdetermining the likelihood that exposure to a hazard, such 
as a fo~dbome pathogen. will result in harm or disease. Risk-assessment methods help 
charactenze the nature and size ofrisks to human health associated with foodbome hazards 
and assist regulators in making decisions about where in the food chain to allocate resources 
to control those hazards. To improve risk-assessment capabilities_ with FY 1998 funds, the 
agencie4 wilt: 

I 

Establish an interagency risk assessment consortium to. coordinate and guide 
overarching Federal risk-assessment research related to food safety. 

I 
Develop better d.ta and modeling teehniques to assess exposure to microbial' 

•contaminants, and simulate microbial variability from fann to table. Such 
teehniques will help scientists estimate, for example, how many bacteria are likely 
to be present on a food at the point thaUt is eaten (the cod ofthe food elntin), given 
an initial level ofbacteria on that food as it entered the food chain. 

,• 
, 

Develop New R ....rch Methods , 

Today, many pathogens in food or animal feed cannot be identified. Other pathogens beve , 
developed resistance to time-tested controls such as heat and refrigeration. With FY 1998 
funda, the agencies will focus researeb immediately to: .

I . 
Develop rapid, cost-effective tests for the presence in foods ofpathogens SU<lh as 
Salmonella, Ctyptosporidium, E. coli 0157:H7, and hepatitis A virus in a variety 
of foods, especially foods already associated mth foodhorne illness. , 
I.. . 

Enhance understanding of how pathogens bereme resistant to food-preservation 
teehniques and antibiotics. 



,
, 
Develop technologies for prevention and control of pathogens, such as by 
developing new methods of decontamination of meat. poultry, seaf~> fresh 
produce. and eggs. 

, 
Improve Inspections and Compliance 

With FY 1998 funds, ~e agencies will pursue several strategies to increase inspections for 
higher-risk foods; the agencies will, among other things: 

Implement seafood RACCP. FDA will add seafood inspectors to implement new 
seafood HACCP regulations, and will work with the Conuneroe Department to 
integrale Commerce's volontary seafood-inspection program with FDA's program. 

Propose preventive measures for fresh fruit and vegetable juices. Based on the best 
scierce availab'e, FDA will propose appropriate regulatory and non~regulatory 
opti~ns, including HACCP, for the manufacture of fiuit and vegetable juice 
products, 

Propose preventive measures for egg products, Based on the best science available. 
PSIS will propose appropriate regulatory and non-regulatory options, including 
HACCP, ror egg products, 

IdentifY preventive measures to address public-health problems associated with 
produce such as those recently associated ~ith hepatjtIs A virus in frozen 
strawbemes and E. coli 0157:H7 on lettuce, These measures will be identified 
through a comprehensive review of current production and food-safety prograf!ls 
including inspection, sampling, and analytical methods, 

Improve coverage of imported foods, FDA will develop additional mutual recognition 
agreements (MRAs) with trading partners, initiate a Federal-State communication system 
covering imported foods, and FDA and FSIS will provide technical assistance to countries 
whose products are implicated in a foodbome i~lness. 

Further Food.Safety Edueation 

Poodboh.. illness remains prevalent throughout the United S"""', in part because food 
preparers and handlers at each poinl or the food chain are not fully informed of risks and 
related safe-handling pr.lctices, Understanding and pr.lcticing proper food-safety techniques, 
such as thoroughly washing hands and cooking foods to proper temperatures, could 
significantly reduce foodhnrne illness, The Administration - working in paI1Ilership with, 
the private sector - will use FY 1998 funds to, among o!her things: 



Establish a Public-Private Partnen;hip for Food-Safety Education. FDA, USDA, 

CDC, and the Department ofEducation will work with the food industry, consumer 

groups and the States to' launch a food-safety public awarifUeBs and education 
campaign. The Partnership will develop, disseminate, and evaluate a single 
food-safety slogan' and several standard messages. Industry has pledged 
S500,000 to date to support the partnership's activities and plans to raise additional 
funds. 

Educate prefessionals and high-risk groups. Agencies will better educate 
physidans to diagnose and treat foodbome illness; strengthen efforts to educate 
producers, veterinarians, and State and local regulators about proper animal drug 
use and HACCP principles; and work with the Partnership to better train retail- and 
food-service workers in safe handling practices and to infonn high-risk groups 
about how to' avoid foodborne illness. e.g., in peopie with liver disease, illness that 
may be caused by cons~ing raw oysters containing V!brio vulnificus. 

Enhance Federal-State inspe;;tion partnerships. New Federal-State partnerships focused on 
coordin.ting inspection coverage (particularly between FDA and the States) will be 
undertaken, in an important step towards ensuring the effectiveness ofHACCP and ensuring, 
that the'highest-risk food plants are inspected at least once per year. 

Continue the Long..Range Planning Process 

Through thi, initiative, and through pne\ious activities, HHS, USDA, and EPA have laid the 
groundwork for a strategic planning effort. There is a broad recognition of the need to 
carefully implement the initiative!s programs. and to consider how to apply preventive 
measures in other areas of concern, A strategic-planning effort is needed to build on this 
common ground, and to tackle some ofthe difficult public-health, resou.rce, and management 
question.s facing Federal food-safety agencies. The Federal food-safety agencies are 
committed to continuing to meet with sta1<eholders, ultimately to produce. strategic plan for 
improving the food-safety system. 
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Title 3­

The President 

Executive Order 13100 of August 25, 1998 

President's Council on Food Safety 

By tbe authority vested in me as' President by the cOnstitution and the 
laws of the United States of America. and in order to improve the safety 
of the food supply througb science-based regulation and well-coordinated 
inspection. en(ort:ement. rese~r:h. and ,education programs, it is hereby or­
dered as follows: 

SecUon 1. Establishment of President's CouncU on Food Sofety. (a) There 
is established the President's Council on Food Safety ("Council"). The Co'..ln­
<:1.) shall comprise the Secretaries of Agriculture, Commerce. Health and 
Human Services, the DireC10r of the Office of Management and Budget 
(OMB), Ibe Administrator of the Environmenlal Protection Agency, the Assist­
ant to the President for Science and Technology/Director of the OUke of 
Science and Technology Pollcy, the Assistant 10 the Preslden! for Domestic 
PoHcy, and the Director of tbe National Partnership for Reinventi:1g Govern­
ment. The Council shall consult with other Federal agencies and State, 
local. and tribal government agencies, and consumer, producer. scientific. 
and industry groups, as appropriate. 

(b) The Secretaries of Agriculture and of Health and Human Services 
and the Assistant to the President for Science and Technology/Diroctor 
of the Office of Science and Technology Policy shall serve as Joint Cbairs ' 
or'the Council. ' 
Sec. 2. Purpose. The purpose ot the Council shall be 10 develop a co:nprehen­
siye strategic plan for Federal rood safety activities, taking into consideration 
tbe finrlJngs and recommendations or tb13 National Academy of Sciences 
report "Ensuring Safe Food from Production' to Consumption" and other 
input from the public on how to improve the effectiveness of the current 
food sarety system, The Council sbaH make recommendelions to the President 
on how.to advance Federal efforts to implement a comprehensive science­
based strategy to improve the safety of the food supply and 10 enhance 
coordination among Federal agencies, State, local, and tribal governments. 
and Ihe private sector, The Council shall advise Federal agencies in setting 
priority areas for investment in food safety, 

Sec, 3. Specific Activities and FunctioM. (a) The Council shall develop 
a comprebensive strategic Federal rood safety plan that contains specific 
recommendations on n~ed changes, including measurable outcome goals. 
The prindpal goal of the plan should be: the establishment of A seamless. 
$cience~based food safety system. The plan should address the steps necessary 
to achieve tbis goal. including tbe key public hutth. resource. and manage­
ment issues regarding food safety, Tha planning process: should consider 
both sbort~term and long-term issues induding new and emerging thruts 
and the special needs of vulnerable populations such as children and the 
elderly, in developing this plan_ the Council shall <:onsuit with an interested 
panies. including State and locaJ agencies. t~bes. consumers. producers. 
industry. and academia. 

(b] Consistent with the comprehensive strategic Federal food safety ptan 
descrihed in section 3(a) of tbis order. the Council shall advise agencies 
of priority areas for investment in food safety and ensure Ihat Federal 
agencies annually develop coordinated food safety budgats for submission 
t,o the OMB that sustain and strengthen existing capaCities. eliminate duplica· 
tion. and ensure the maSI effective usa of reSOurces for 'improving food 
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safety, The Council shall also ensure that Federal agencies annuaHy develop 
a unified budget for submisslon to the OMB for the President', Food Safety 
Initiative and such other food safety issues as the Council d~termines appro­
priate. 

(e) The Council shall ensure that the Joint Institute for Food Safety :ftesearch 
(J1FSR1. in ~nsultatiori with the National SciooCfll and Technology Council, 
establishes mechanisms to gUide Federal researcb efforts toward the highe~t 
priority food safety noods. The JlFSR sball report t.o thtl Council on 8 

regular basis on its efforts: (ij to develop a strategic plan for conducting. 
food sarety research Activities eonsistent with the President's Food Safety 
Initiative and such other food safety activities as the JIFSR determines appro­
priate; and (ti) to coordinate effiCiently, within the executive branch ~nd 
with the private sector and academia, ell federal food safety research. 
Sec. 4. Cooperation. All ictlons taken by the Council shall, as appropriate. 
promote partnerships and cooperation with States. tribes. ind 9ther public 
and private sector efforts wherever possible to improve the safety of.4he 
food supply. 

Sec. $. Generol Provisions, This order is intended only to improve the 
interne] management of the executive brancb and is not intended to, nor 
does it. create any right or benefit. subscantive or procedural. enforceable 
at law by a party against the United States, ·its agencies, its officers or 
any person, Nothing in this order sball affect or alte~ the statutory responsibil~ 
ities of any Federal agency charged with food safety responsibilities. . 

THE WHITE !lOUSE. 
August 25. 1998. 



APPENDIXD 

Federal Food Safety Agencies , 
I 

Twelve Federal agencies have food safely responsibilities:,, . 
Agriculuhl Marketing Service. (AMS); U.S: Department ofAgriculture (USDA) 

Animal and Plant Health Inspection Service. (APHIS), USDA 

Agriculu\ral R<isean:h Service (ARS). USDA . 

Centers ~or Disease Control and Prevention (CDC): Department of Health and Human 


Se,vices (DHHS) 
Cooperative State Research, Education, and E"iension Service (CSREES), USDA. 
Economic Research Service, (ERS), USDA 
Environn\ental Protection Agency, (EPA) 
Food and Drug Administration, (FDA), DHHS 
Food Safety and Inspection Service, (FSIS). USDA 
Grain InsPection, Packers and Stockyards Administration, (G1PSA), USDA 
National Institutes of Health, (NIH), DHHS 
National Marine Fisheries Service (NMFS), Department of Commerce 

I 
! 
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AMS 
APHIS 
ARS 
CDC 
CRADA 
CSREES 
DHHS 
EPA 
ERS 
FDA 
FSI 
FSIS 
GlPSA· 
HACCP 
JIFSR 
NIH 
NMFS 
NPR 
NSTCfOSTP 

OMB 
USDA 

APPENDlXE 

Glos.a." of Acronyms 

Agricultural Marketing Service 
Animal and Plant Health Inspection Service 
Agricultural Research Service 
Centers for Disease Control and Prevention 
Cooperative Research and Development Agreement 
Cooperative State Research. Education, and Extension Service 
Department of Health and Human Services· . 
Environmental Protection Agency 
Economic Research Service 
Food and Drug Administration 
National Food Safety Initiative 
Food Safety and Inspection Service 
Grain Inspection, Packers and Stockyards Administration 
Hazard Analysis Critical Control Points 
loint InstiM. for Food Safety Research 
National IllStitutes of Health 
National Marine Fisheries Service 
National Perfo1'llllUlcc Review 
National Science and Technology Council/Office of Science and 

Technology 
Office of Management and Budget 
U.S. Department of Agriculture 
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. Clinton Administration Accomplishments In Improving Food Safety , 
" 

­-
The Administration has put into place improved ,afety ,tandards for meat; poultry, and ",afood 
products, and has begun the process of developing enhanced standards for fruit and vegetable 
juices. The Admtnistration also has expanded research, education. and surveillance activities 
throughout the food safety system. 

"'August 1998. President Clinton signs an Executive Order creating the President's C()UJl(:il on Food Safety, 
which will develop a romprehcnsive strategic plan for federal food safety activities and ensure that federal 
agcncie.s annually develop coordinated food safety budgets. 

1 

*July 199ft President creales Ii 10int Institute of Food Safety Research which will develop a strategic plan 
for conducting and coordinating an federal food safety research activities. including 'with the private sector 
and academia. . 

*February (998 Administration announces its proposed food safety budget. \\nich requests an approximate 
$101 million increase for food safety initiatives. 

·May 1997. Administration announces comprehensive new initiative to improve the safety of nation's: food 
supply MM"Food Safety from Fann to Table" _w detailing a $43 million food safety program, including 
measures to improve surveillance, outbreak response, education. and research, , " 

·January 1997. President announces new Early~Waming System to gather critical scientific data to help SlOP 

foodbomc disease outbreaks quickly and to improve prevention systems. 

"August ,19%. PresUknt SignS Safe Drinking Water Act of 1996. The law requires drinking water systems 
to protect against dangerous contaminants likc Cryptosporidiurn, and gives people the right to know about 
contaminants in their tap water, 

*August 1996. President signs Food Quality Protection Act of 19%. ~1Uch streamlines regulation of 
pesticides by FDA and EPA and puts important new pUbiivhealth protections in place, especially for 
children. 

*July 1996: President announces new regulations that modcmi7-c the nation' s meat and poultry inspection 
system for !.he first time tn 90 years. New standards help prevent E.coli bacteria contamination in meaL. . 

·Dcc:cmbcr 1995. Administration issues new rules to ensure seafood safety, utilizing HACep regulatory 
programs to require food industries to design and implement preventive measures and increase the industries' 
responsibility fm and control of their safety assurnn~ actions, 

·1994. CDC embarks on strategic program to detect~ prevent, and control emerging infectious disease 
tlucats. SOille of which arc foodborne. making significant progress toward this goal in each successJve year. 

-1993. Vice~Prcsident's Naliortal Performance Review issues report reconunending government and industry 
move toward a system of preventive controls. 



PRESIDENT CLINTON SIGNS EXECUTIVE ORDER 

CREATING COUNCIL ON .'OOD SAFETY 


August 24, 1998 . 


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

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

• Comprehensive strategic federal food safety plan. The Council will develop a 
. comprehensive plan to improve the safety of the nation's food supply by establishing a 
seamless, science-based food safety system. The plan will address the steps necessary to 

i achieve this improved system, focusing on key public health, resource, and management 
issues and including measurable outcome goals. The planning process will consider both 
short and long-term issues including new and emerging threats and the special needs of 
vulnerable populations such as children and the elderly. In developing tbis plan. the 
Council will consult with all interested parties, including state and 10cal agencies, trib~ 
consumers, producers, industry, and academia.. 

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

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

Review .or NAS Report. The President will direct the Council, as one of its first orders of 
business, to review the National Academy ofSciences (NAS) report, "Ensuring Safe Food from 
Production to Consumption," After providing opportunity for public comment, including public 
meetings. the Council will report back to the President within 180 days with its response to the 
NAS ropon. The Council's report will consider appropriate additional actions to improve food 



safetY1 including proposals for legislative reform ofthe food safety system. 

Publie Meeting to Develop Comprehensive Strategic Plan for Federal Food Safety 
Activities. The Clinton Administration will publish notice of the first public meeting, to be held 
on October 2 in Arlington, Virginia, to begin development ofthe Council's comprebensive 
strategic plan for federal food safety activities. The meeting wiU engage consumers) producers, 
industry, food service providers, retailers, health professionals., State and local governments. . 
Tribes, academia, and the public in the strategic planning process. 
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Title 3­

The Presidenl 

Executive Order 13100 of Augus. 25. 1998 

PresIdent's Council on Food Safety 

By the authority vested in me as Presldent by the Constitution and the 
laws of the United States of America, and in order to improve the safety 
of the food supply through science-based regulation and wen-coordinated 
inspection. enforcement. research, and education programs. it is hereby or­
dered as follows: 

Section 1. EstabJJshment of President's Council on Food Safety, (aJ There 
ls established the President's Council on Food Safety rCoum;l1"). The Coun~ 
ell shall comprise the Secretaries of Agriculture, Commerce. Health and 
Human Services. the Director of the Office of Management and Budget 
(OMS), the Administrator ofthe Environmental Protection Agency, the Assist­
ant to the President for Sclen<:e and TechnologylDirector of the Office of 
Sctence and Technology Policy. the Assistant to the President for Domestic 
Polley, and the Director of the National Partnership for Relnventing Govern­
ment. The Council shall consult with other Federal agencies and State, 
local, and tribal government agencies. and consumer. producer, scientific, 
and industry groups. as appropriate. 

(b) The Secretaries of Agriculture and of Health and Human Services 
and the Assistant to the President for SCience and TechnologyIDirector 
of the Office of Science and Technology PoHcy shan serve as Joint Chairs: 
of the CouncU. 
~c. 2. Purpose. The purpose of the CouncU shall be to develop a comprehen­
sive strategic pian for Federai food safety activities, taking into consideration 
the findings and recommendations of the f\:atlonal A<:ademy of Sciences 
report "Ensuring Safe Food from Production to Consumption" and other 
input from the public on how to Improve the effectiveness of the current 
food safety system. The Council shall make recommendations to the PreSident 
on how to advance Federal efforts to Implement a comprehensive sclence­
based strategy to Improve the safety of the food supply and to enhance 
coordination among Federal agencies, State, local, and tribal governments, 
and the private sector. The Council shall advise Federal agencies in setting 
priority areas for investment In food safety. 

Sec. 3. Speciflc Activities and Functions, (a) The Council shall develop 
a comprehensive strategic federal food safety p1an that contains speclrtc 
recommendations on needed changes, including measurable outcome goals. 
The principal goal of the plan should be the establishment of a seamless, 
science-based food safety system, The plan should address the steps necessary 
to achieve this goal. IncludIng the key public health, resource, and manage­
ment issues regarding food safety. The planning process should consider 
both shorHerm and long-term issues Including new and emerging threats 
and the special needs of vulnerable populations such as children and the 
elderly. In developing this plan, the Council shall consult with all Interested 
partIes, including State and local agencies. tribes, consumers, producers. 
industry. and academia. 

(b) Consistent with the comprehensIve strategiC Federal food safety pian 
descr'bed In section 3{a) of this order. the Council shall adVise agencies 
of priority areas for investment tn food safety and ensure that Federal 
agencies annuaHy develop coordinated food safety budgets for submission 
to the OMB that sustain and strengthen exIsting capacities, eliminate dupUca­
tion. and ensure the most effective use of resources for Improving food 
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safety. The Council shall also ensure that Federal agencies annually develop 
a unified budget for submissIon to the OMB for the President's Food Safety 
Initiative and such other food safety Issues as the Council determines appro­
priate. 

(c) 'The Council shaH ensure that the joint Institute for Food Safety Research 
UIFSR), In consultation with the National Science and Technology Council, 
establishes mechanisms to gulde Federal research efforts toward the highest 
priority food safety n~s. The }IFSR shaH report to the Council on a 
regular basts on its efforts: (1) to develop a strategic plan for conducting 
food safety research activities tonsistent with the President's Food Safety 
fnitiative and such other food safety activiUes as the jIFSR determines appro­
priate; and (Ul to coordinate efficiently. within the executive branch and 
with the private sector and academia, all FederaJ food safety research. 
Sec. 4. Cooperarlon. All actions taken by the Council shall, as appropriate. 
promote partnerships and cooperation with States. tribes, and other public 
and private sector efforts wherever possible to improve the safety of the 
food supply. 

Sec. 5. General Provisions, This order is intended only to Improve the 
internal management of the executive branch and is: not Intended to, nor 
does it, create any right or benefit substantive or procedural, enforceable 
at law by a party agatnst the UnHed States, its agencies, its officers or 
any person. Nothing in this order shall affect or alter the statutory responsibll~ 
ltles of any Federal agency charged with food safety responsibUltles. 

v 

THE WHITE HOUSE, 
August 25. 1998. 

1FT< .[}Qc. s&.-Z:l26a 
filed 8-l6~98: $,':;' amI 

Billing rode 3!!}~1-P 
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Enruring We Food - Executive Summary 

Ensuring Safe Food 

From Production to Consumption 

Executive Summary 

Adequate, nutritioos. safe food is essential IV human WNival, but food cat! also cUIISe or convey ow to health and even life itself, Althoogh 
e$timates vary widely, theft IS agreement thaI fOQdbome iIlne$$ is a ~eriou' problem, In the United Scates, as many as In million iUneSJes (Archer 
and Kvenberg, 1985) and up t{) 9AJOO deaths {CAST. 1m} per year have been attributed tl.1 food-rclated hazards. Estimates afthe annual cost of 
medical U'Wmem and lost productivity vary v.id¢ly, from $6.6 billion to $37.1 mllion frOm seven major foodbctne pathogeM (BUlby and 
Robert!. 1997), 

The na.tlOO'S a.gric:ultu~ and food marketing syuetns have evolved tn provide food to II growing and In(rtaSingly scphisticaled population. 
Complex processe1 built 00 advances in science and teChnOlogy have been developed tD evaluate and manage the risks anodated with the 
changing nature of the food supply, Well-e$U\blished lystems cootrol many food risks, but seriOU$ hazards te pUbli¢ health remain. 

PURPOSE AND SCOPE OF THE STUD" 

As a resull of the c:ontin'Jing CQlI(:em about the food melY system in.he United States. Ccng:ress COmmiSSiOned the National A(ademy of 
Scien«s, through the Agrlt:Ulturnl Research Service of the US Depanment of Agriculture (USDA), to undenake the:study t.b'~ resulted in this 
report The charge to [he committee wa;. twofold. The committee was asked \0 {I} asKSS the effcctiveneu o{ the cum:nt system to eruure safe 
food. and en provide recommendations on sdenlific and organizational dWJl~ n«<Ied 10 ilK1'l'l.UC tbe effwivenc$lI of !he food .utelY $yuem. 
Over a 6 month pedod, the ccmmillee held three meetings as wet! as two open forums where agency re~tal.iVe5 and rclevaru nai:eholden 
WiCUi$ed ;he food safety lj'stem. The oommitlee reviewed many d.oc\Iment$, including reports on how other countries are re~aping their 
symms, , 

This:epm1 wmmarius the commiuee'; review of foed safety in !he Unltro Sta1e$ by ([) de~bi/)g the cvrrent US tyste1n for food iafety artd 1he 
changing nature: of c:oncenl$ which il eocoonters, (2) ootJining an tff«:tive food met)' system, en identifying the ways in whkh the CUlTC1l! food 
SAfelY system is inadequate, and (4} proViding recom:meJ\d,)!ions to move IOWnro the lcientific roundation and otganizational sltUC!lm: of a more 
effective food wety 5~tm. ' 

Protecting the safety of food nquire.s attention to a wide raflge of pmeruial hatatds. Food safety is nO{ limited 10 cunctms relmed to foodborne 
pathojt;os, toxicity of chemical substaru:c:s, or physical hazards, bot may also include iutl!!s such u nutrition, food qualilv, labeling, and 

'edu('ati<m. Winje the scope of lhis stud}' inclvdes all of tlte$e compontr.ts, this committee's immediate coo(em focuses ad food-related hlU.lil1h" 

I. Th.Current US Food Sarety System 

The US fOlXl supply is .abundant and affordable and is judged by many to present an acceptabk level of ritk to health. The system has evolved 
from one mat provided «mSutneM with minimally ~sed basic commodities thai were pttdominamly (Ot home prepmltiQn ~o loday"s syMm 
of highly procwed prOOUtt5 uesigned either I{I be ready-tn-eat or!o require minimal prtpai;.lion in lbe ht>me, A~ a result of many technologX;a! 
advances, the food syStem has ptogresstd dramatically ftont traditional food ~rvation processes such as m1ting and cunng to today's 
matketpl;we with frolen (earlY-io-eat meals and take-ool foods Llkewise, distributiOt< ,.j'Mems fot foodt have changed greally. 

Whilt these deve!opmena havt provided the American ccnwmer with a wldc array of food products with JI high degree of safety, lI.ltiore diverse 
food wppJy cames additional risks as wetlu benef,u. The availability of I\eW food cboi.;ti SU(h as "minima;!y proce$~.d" vegetable products 
(for t,;ample, prebagged and chopped leaflettucc mi\es) presents new nsb for microbial ronwniruuion, The globalization of lIle food system 
brings fooo from all pans oithe wood inl.O the US matktlplace. and with it tht potential for foodbolm infection or other hau.n.is not normally 
found in the Unit¢d SlatM, 

The current US food safety SY1!l::m has many of ~ attribules of.an eff'ective system. The nature of food Mty coocems has changed due to pillil 
suecenfut tffons to l;;}rttrol the use of umdentirled Of misrePfl'lented food ingredients and problems wilh the appcuan(e and wholesomeness of 
food productS: microbiologkal and chemical haurd$ floW pre$Cflt new at'Id in some cases lfl.Cl'eMingLy $eriOlls cltallenge$ which CaM¢( lie 
detected USIng: traditional inspection methods. The ir!lroducdon of Hazard Analysis Criticn1 Control Point (HACCP) monilDring systems in meat. 
poultry. and $Ca(ood products is an example of the introduction of scicnce.~ process control methodology into food mety regulation and 
enforcement. 

Many Amerkans r.ow c31 in ways that i~ r41r:, inclvding WlUuming more raw Of mirumallx proce~ fruits and vegetablCl and ming 
rewer home-prepan:d meals. A 3maUer number of food proceSJing and preparution (acilities provide food to incru!Singly hUBer numberS of US 
c()nlumers. enhancing the extent of harm that em arise from anyone inddetlt, Simu]tantOUM)', iiiCreasing nu.mhers of Americans have 
compromi$Cd immune SYSI.ems b«'ause of age, illness:.. or rrn::cical treatment, The developmeot of genetically modified CO«» and modified 
IT'.acronulnents are (wO tumples of new products or teebnoiogies that requim new ways of evaluating the safety of substances added to the food 
i~pp!y. 
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1be feden\! goVemmtnt has \,I~a11y addrW.ed these devdopmel1t$ by adding new ~ and pt"OCUset or adjusting old ones. 1'ht:st 
iru:rememal adjusunt:n15 ha~ treated a IWmber of inefficiencies and apparent contlicu within the system. Some have been addressed ifor 
e:umpk, pesticides have been extmp!ed from the Delaney clause's ban 00 careinogens), but others remain, USDA is obligated by statute tll 
maintain the system of cootinutllU on· site factory inspection tJy government inspectors thllt has been the hallmark of ttIMC and poultry regulation, 
The Food and Drug Administration (FDA). meanwhile. with a more varied indU5try 1.0 regulatt, has relied 00 selective monitoring. in which far 
fewer inspectot1 periodically visit settinp w~ food is pmdu«d. processed. or stored 10 ....wfy compliance with or to uncover violations of its 
reqWrcment.. A I'tsult is tIW in some (a5eS inspectors from these two agencies Oversee food processing in the same processing facility at the 
same time due to the different enabling &Catu(eS. Agencies Il(I'l; at times precluded by statu~ from implementing mmUmrins or erucfCernenl 
practi«l (bat are bMtd in sc1enct. 

The sile and compledly of the US food system require significarJ involvement llf government at all Jevelii-federal, nate. and loea!; Gf the food 
induwy-...nnging fR)m \he prodw:er t{) food t.efVer: of universitie.h of the news media: aM. roon importantly, oflbe coru\lmer, £0 addms. 
adeqwll¢ly the multitude of iS5UC5 that arise in ensuring Bafe food. At the federal level, (he efforu are currently fragmented., willi at!eut 12 
lIgeneiesl involved mthe key r...nctions of safety: monitoring. surveillance. inspection, cnfGrtetnent. OlUbreak manll8¢ment. te&earch, and 
eCuclitioo. EffOl'tS to coordinate federal activities have iruensified nver the last twO years with the Na1i.onaI Food Safety IniJiative, Theft are over 
SO memoranda of agl'tttnettt bctwet:n variOUs. ageociea rel..:ed to food safety, The men! proposal to .::reate a Joint Food Safety Res.eart"h Insti:ute 
bet~ LSD" and FDA is an oo...ioo$ outgrowm of lUch effOrtI. Notwitllscanding these relativt'ly recent activities. however. there still eJdSl 
significant harrierS to full integraliol'L 

Summary Ftndlup: 1'he Curreot US SysUm for Food Saftty 

• has many of the .attributes of an effective ~ystem; 

~ is II i;;;::nplex, inter-related activity iov(l[ving government at all levels. \he food industry from farm and sea to table, umvenities, the medla, 
and the consnmer; 

I 
• is moving toward a more Khmce-based approach with HAC:;CP and with tls.k blL50d assessment; 

• is limit«! by statlUt: in implementing practices and enf{!Kement thai. are blUed in science; 

• is fragmented by having 12 primary federal agencies inwlved in key functions of wcty: monitoring. wrvcilla1lce. inspection. enfl.ltCement. 
outbmak: management. research, and cducatiM: and 

.. is fM;ing tremel\dous pre3sum with regartJ 10: 

- emerging patMgenll and ability to detect them; 

- maintaining adequate inspection and mnnitoring uf tbe in..:reasing volume or imported food!, especially fruits and vegetables; 

- mainlaining adequatl: insp«tion of commereial food services and the inclUSing number of ~r food prlXUSing plants; and 

-Ihe growing Rumbe:' of peopl~ at high risk for foodbomtl illnesses, 

2. Au E1Tecdvl! Food SaFety Symm 

Mh>i•• 

The committee defines. safe f(}J;)d u food that is wholesome. that does not uceed an a.cceplable level of risk: aswci:u:ed wuh pathogenic 
crganhms Of chemical and physicallw..atdl. and whose supply is the resule of the oombined a.cehities ofCongrus, regulatory agt:ncits, multiple 
indunries, universities. private organizaliQI15. and consumtl1, The minion of II fQOd tafety system sboold be stated as an operational charge that 
uses and reflects that definition, After reviewing !he miuions prtS«lted by scme of the lead federal agencies involved in the US food safely 
sySlem, the romminec def'u\I:d III overall minion at follow$: 

The. mission cfqn t.JJ«live./ood Jo/tfY SYlU," is to proll!Cf and improvl! Iht public ht.alth by t'tU1.umg that loads /IUl~t scienct·ba.red sa/tty 
Item/IUds through flu inMIMtl!4 OC(j'vitKJ a/1M pl.lblic and private.-leeton, .. 

Altributa: (11 an Effectiw Food Satter SY&U1il 

The anrioote5 of a model food safety sy\k::m can be 5ummilrized in five major c<Jmponenl3. Fits~ it should be ,.;ience-based, with ~ strong 
empiwis on risk ariaIYSI$, U»u altcwing the grtA\il$l priority in!WlU of resources aM activit:;' In be placed en the risks deemed to have- the 
greatest potential impacl (see BOll £$.1). Adjusting effmt 1-0 risk depends on being able to identify hazards. evaluate Ihe dose·response 
characl¢rinks ofl1le hlU'.ll1'ds. estimate or measure elpoSIJre$, and then de1enrune the likely frt'4uency and severilY of effecu on health multing 
from estimated exposure. Hazard, an! propettje.~ of substances mat can cause IWvcrse cOflseqIlM(CS, Huards assocholled with food include 
nucrobiologicai pathogens, naturally occumng toxJn5, allel'gl!ns.lnte:otional and uninlenlional additives, modified fnod componentS. agriculrorn! 
chemicals. environmental Wnlaminant5. anima.! drug m;idllcs,l1Ild exceuivc consumption of rome dietary supplements. In addition, improper 
methods of food handling and preparation in the home can contribute to iocrea5.eS in other bautds. 

The limited ~ available (0 address food &aCel), inues direc1 thai regulatory priorities be based rut risk: analysis. which includes evw\l.lI!lon, 

http:iocrea5.eS
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of prevention s.trategies where posSible. This approach enable! regulators to estimale the probability that varioW! categones of sU5ceptible 
ptnlOM (for eump!e, the elderly, or'nursing mothers:} trugtu. a«j\lire illness from eating specific foods and thtltby allows regulators to place 
greater empbasis and direct reSOUKe3 on those (Oodl or h~ with the highett ri$k or causing human illness, Risk anaI)'Iis pmvidc3 a 
science-based awroittb \(l address food ufety issUelt Compaheruive human and animal di.u:a5e .surveillance must be an integral part of any ritk 
anruysis in order to estimate exposure. 

1M $C(ood «mtponent in a model system is 10 have a national food law dUll is cleat. rational. and comprehensive, M well 3.1 sckruiftcally baied 
on risk:. Scientific undem.andi.ng of risb changes. so federal food safety efforts must be eamed out within a flexible fl'llfflework:. US regul&tory 
agencies art' moving toWaN science-based HACCP programsl, Thil is a major step toward a u:iente-based system. bul other ~teps remain 
.:riueal. An ideal system would be preventive wtd antidpMOty in nature.. and thus designed wi.th integrated national surveillance and monitoring: 
along with education and research n:quirWto luppan these activitie5 wovm into the f~c ofllle system. A reliable and accurate syslem (if data 
coll«tion. proce.ning. evaluation, M:Id ItlItI$fef i, the foundation fOr $Cientific rilk analYSis, Researeh lboold have both appl,icd and bas~ 
components and be targeted at the necd$ cl producers, procewm, conSUrneN. and rt:guJarory decl'lon-mUell and other scienti,ts, 

BOll ES·l. What i.s the Mev.ninl alSclflm~Bastd? 

A sciertee base (or ensuring safe rood mtompnues many elemenu, Whet) utilized. these deme~ improve the abiliQ' [0 identify. ttduce, and 
ffiiUlllp risks; minimize: o«ummce of foodborne hazar-ds: gather and utilize information; enhance knowledge; and improve overall food 
safety, Several eltampks of science·based actions that have been implemented in the US food $1£ety sy~em that an: rt:adily ttcognized as 
IX'sili\le eicments. of the $}ISlem irtelude: 

• implementation oflow-acid canned food processing technology, which reduces the ri1k o(borulism; 

~ implementation of HACCP systems and risk'u,cssmem in decision-making; 

* approval of irradiation technology fur use in tpices, port. beef, pouJlry, (ruits and vegetabl«: 

• prohibition ofme use oflead·bued paints on ute:nsilt that oome in {on~ct with food: 

• ettimation of maximum allowuble uposure levels to pesticideS: 

• de..t1opmeru of standud$ for alIOv.-ahle practicel tiSOCiated with tn.nspol1 of foods following tampon of peslicide5 in UN: tame containers; : 
I . 

• usc oflabeling au devicc to warn consumers who.are lCJiSiuve Co potendal food allergcrllI of the coote!\! of the allergen; and 

• requittments tl!at mem and poultry products at the: retai! level carry consumer infurmation telaud to safe food handling pmctices. 

While lite approachcs above are important weceufut science·based tools in food production and procc:uing,lM4e are only -examplr.s of 
implementation of!he sdeodfic basis (.or food u.fety. An effectiv-e food safely s),stem aiS<J integrates scknu and risk analysis at aU level, of 
the s stem, includ!n food safe!. research. infonnation and !r.c!1nol¢ !WI,(ef, and oonsumet Mucelion, 

Third•.l model food safety sys!emlshould also have & unift«! mission and II stogie official who h mponsible for food safety Ai ~ ft.(i.,at level 
and who has dle authority lllId the fCsources 10 implcmeot sciertee.bas.ed poIiey io all federal activitl1u relatw to food safety 'This would a1Jow 
for effective and Coru.iMt:nI regulation and enforcement Simllat nok! require -similar planning, action. and r¢$9OJ1ie. ThUll the iotensity, nature, 
at!(! frequency af lnsptrJor. \fiould be similar for foods poSing limilar risks. A ceJttflll voice i, critical to df«tive m;l.l"$/winll of an aspects of me 
food met)' system to creme a coordinated response to foodbome disease outbru.ks, CQntrol of resource.!! is also critical in order te ern:;ourage 
movemenl tuwart1 science-based food sarely provisIOtIS and to ensure that resemh and eJ.iucmi(m m: targeted toWard effons that will produce the 
grealm benefit for a given cost ofimprovillg: food safety: 

The fool'lh enemial featute of an idUI federal fcod safe!), Sy~lem is that It be orgartiud to bt responsive to and work in troe panneflhip with 
nonfedetal pattnCn. Theu inc~ lWe.and local g6vccmments, the food induwy, and consumers, lbe (ood safety system must !UnctiOD as an 
integrm:ed enterprise. It mWJt be a~ fluid, connccte4. !ti\eg.rated, and transparent, with well-defined accmmtabilily and respo1Is,ibililY for Ud! 
partner in the system. It must frame approaches to ri1k maru;gemen! \hal recogniu the importance of public perception of risks as well as 
ti.u:ssmellt! oorAw::«':\1 by experu.. 

nnally, an effecti ...e food safely sY~lem mUSl be supported by funding adequate 10 carry out it5 major (unctions and missiofl--4:o protl101e the 
PUblic',. bealth and safety. MOving toward SCleOtt-based risk analysis as .be underp1mUng of the $)'$tem shoold allow reallocation of m!;ources to 
areu identified as critical to an. iotegrated. fQCllsed effort 10 ensure we food-

Summlry Findings: An Effective Food Safety Syttem 

• should be science_based with a slrong: emphMis on risk analysis and prevention Ihus alloYnng the greateSt priority in tem\$ of resources ilfld 
a.:tivi!y to be placed on the risis deemed 10 haye the ~aktt poIenuai impact; . , 
• is based on a national food law that is clear, rational. and stieotifically bMed on ria; 

• includes comprehensive surveillance and monitoring activlue4 which serve.aJ" basis for ris:}: analysis; 

http:serve.aJ
http:outbru.ks
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• has one central voiu II the federal1evel wh1ch is responsible for food safety and has the aull\Ority aM reiource! to implement science-based 
poiier in all fedtral uthitie5- relatOO: to food ,afety~ 

• recognius the respolUibiUties and cenlra.ll'Ole piayed by the non-federal partne" (state, local, industry, consumers) in the (0Qd $afety 
s)'m'm; arid 

• receives adequate funding to r,;..-ry oot major functions required. 

3. When Current US Food Safety Adbitk:J f.tl Short 

SUlUtoty revision is tuential to the development and implemet\wion of an eff«tive and efficient 5cien«.bued food safety s)'su:m. Major 
aspeclS of the CW'l'1!:nt system 1m' in critical need tif .anennon in order to move roward a more eif«tive food safety ryswrt- Food safety in the 
United StntU lacks in!egl'attd Congressional oversight, alloc:mon of funding bued on scienoe, and IUltalned political suppro. StaMory 
imp«limentl int.etfete with imph:nteI'Itation of a more effectivt!: food safety system. Mort: than IS primary mRutci regulate food safety. Statutory 
reViiion is essential to the development and implementation of an e!'tcttive and df~nt science-based food safelY system. The meat and poultry 
inspection laws mandate It form of compliance monitoring that is largtly unrelated to the magnitude 01 the ~ of rilU that are now prued by 
those foods. This diverts efiorts arid pemaps reliOltfCCS from actual risks and other huants. lnconiistent food SWlltes often inh!blt tlte ose of 
science-based decision-making in activities related to food w<!ty, including lade of jurisdiction to evll\l,Ullc food handling practke& in CQlJntries 
of origin fot some types (If imported foods. 

The federAl gOVetnfMnt response to (ood safely issues is 100 often crisis-driven, Management decisions. emphasis,:and agency culture are driven 
by the primary ~oncetn$ of each agency and 5peciallnitWi'les. One result is fragmentation, which cauru it lack of coordination and cousiller.cy 
among ag.enciel in trumon, food wety polldC$, regulation. and enforeemtnl. The fliCt ~rnn $(Ime agencies have dual te$polI!ibilitits (regulation 
of the quality of f(lod pmd'uets whiLe marltttioa:!hem via prornoti(lf\ll\ activitia) makes their actions more vulnerable io criticism regarding 
poslible conflict. of interest and Ittly biu their approach 10 (ood safety. 

In addilion to (rngmented and overtapping authoritit$, federal activitiu are not we;])-ifllegmted with stale and local act\voueL This resull~ in 
overlapping responsibilities, a:aps in mponsibiliti.et. MId inefficiencies, AltI'Ioogb FDA recommended minimum fnod handling standards in a 
Food Codt is$*Jed in 1993, the Code has not been adopted in ia enlirtty by molt Mate and local authorities. Surveillance: e!foru cum:nuy in place 
(such as FoodNet) havt- been designed to ptOVlde daltl repre5entative of national trends with fegan:i 10 seVtil indicator foodbomt pathogens yel 
are nol designed to ilknufy trends within smaller ~og:raphic antU Of communities. Similarly, there ate contlicll between US mqu~mel\u. and 
IhO$( of other nations;omj in!t:matiooal bodies, 'These inadcquacil!3 have serious implications for both food imports and food exports., 
The multi-faceted federal framework of the US food wety system lacks dirution from a single lader who can speak for the government when 
confr<llmng food ufecy issues and providing answer!!Q the public. There is no single voice In Ute sovemmenllO CQmmunicate with ~Ider! 
regarding food wet)' issues. The lack or clear leadmbip at the fedetalltvel impedeJ!he federal role in the managemeru of food Jaiet)', 
Leadermip IS needed to set priorities. deploy resources, and illkgrate aconsistent policy into &111(\vel5 of the system. 

A,signifICant impediment tQ mo...ing toward 11: sciern;e·based food wet}' system ill the 1tck of adequate emphasis on and integration of 
surveillance activitie,s that provide timely information 00 CUMru and pctt:ntial foodbome diseue and related h.azards. This timely inforntalkm IS 
critical If the food »Itt)' sysu:m IS to move (rom a mode of reaction 10 ~vtntion, FDA's lade of ruourcu to maintaio adequate inspection and 
monitoring ofeommercial food r.tu;illties and of rruh fruill and vege~lu, both. domestic and imported, using slatutlHfriven methocb of 
IOOnitoring and Mforcemeru, increwslllc threat of foodbomc disease and related hazards in the food suppLy, 

The committee found that lhe resource but:: for research and Mm'eULancc was not adequlllC to s.:hleve the goab identified as Iltct1.$ary for an 
eff~i"'\l system_ Purthem;ore, there IS not an adequately J.:oordlnated effort on the scale required to analyze rin: and respor.d to the J.:MUenges of 
Ihe changing nature of American fOod hazards retaled to increas\l$ in consumption of imJ)Orted foods and offood eaten outside the home. 

With teSpeG! to C<lnS\.lmer education.!he committee found two major ptoh1ems- in some instances. J.:onsumer knowledgt- Is inadequate or 

erroneous; and \l~ where knowledgt- is adequate. it often falls co influence behavior_ 


Summary Ftn4tnp: Wlu!N! tht US Food Saftty Syst2m FaUs Short 

• inconSistent. une~n and at times arclWc food statutes that inhibit usc of science.based decision-makiog in llc:ivilies related to food safetY, 
including imported foods:, 
• a lack of adeqUate integration amoog the 12 primary federal ager.cies that are involved in impleme."iting the 35 primary statutes that «lgulale 
food safety; 

• in.adequate lmegration of federal p~ and activities wilh nale and local activttie$: 

• almnce of focused kadenllip: no single federal entitY is both rt"Jipoosible for the go~n!,$ eftofU and Biven the authOOty to implement 
policy and designate resources CQward food weIY aclivilies: 

• Jack or s.milar missions with «lgard 10 food ~ety of the various agtnciei reviewed; 

• inadequate- emphasis on surveillance 1tCCeS$M)' to provide timely information on c~nt atld potential foodbome bazant&: 

~ resource! clln'llntly i<knufJ.e-d for researth and .wrvcHlarn:e inadequate to suppmt science-based 5Ystem;, 

http:mponsibiliti.et
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·limlltd consumer k,:;owled&e. whidl doe& not appear It) have much impact on food handling behavior; and 

-lack of nationwide adherence to 8pproprille minimum ,t.and~s, 

Given the ~ncems outliDed abQ~, the commiutc C~ to three primary conclu5imue 
LAn dfRtl"e and dftemrt rood safety .)'Sum must hoe based In .sdmtt. 

II. To adde",. food ulety system based on sdmce., clUTtnt statutes iOTtrnlnC food safety nguiati01llllld ntaflBl4!mmt must 1M! 

tln-ised. 


IlL To implement .. mence.bastd ji)'$tem. reoreaulUlUQIl oftederal food safety dfi»1J b: required. 

To accomplish I~ objective,. the committee te«lmmenm. that the follOWing measures be taken regarding the scientific and organiuucma! 
change! needed to improve the US food Iwety system: 

t 
Reeommtndatkllll: 

Bu! the rood SAfety system on sclt'JK!e. 

The United Swe~ hat enjo)'(:d notable :rutttsses in improvina food safety. One example is the joUu' govemment·ind,IlSU'y d¢velopmcm of 
low-acid canned food regulations., bmed on contingency microbic logy lUld food engineering principles, that bas. almost eliminated bornlim 
remlnng (rom imp!'t\pefly processed C<lmmereial food. Similarly, the passage of tht 19S5 Food AdditiVe! Amendment to the Food, DNa, and 
Cosmetic Act of 19)5 was a "technology forting" event that imPJ(ived the ellaluOition of the safety of added and Claruroi subSU1nC6 and reduced 
lbe riw associated with the use of foed additives. In II. like manner, the OelaMY clause of thal amendment resulted in increased attention to 
carrinogenic sUMtllJlCeS in ~he food supply. Willi irn:rwing knowltdgt, many rational. science-based regulatory philosophits have been adOpted. 
some (}f which rely on quantitative tis:k: aSStssmenl. Adoption of such a science-hawi regu1atOl)' phiil)lOphy bas been uneven and diffu:ult ro 
enwre given the fngme:nation of fnod ufety activities, and the differing missions of the variOU! ajenciel responsible for spcdfic components of 
food mew, This phil~hy must be imegmed into a1laspccts t!f lhe food safety syl!em, from fedetal·w stale and i()(al 

ReconuntmIlltion Ilat 

Coocras should ;:haqe federal «tatuw 50 that Inspedhm. fntorcenunt. ami resean:b etfOlV can be bNtCI 00 scIenLlfkally wpportable 
U5fS!1men'tJ of risIt$ to pubU~ haJth. ' " 

Umirruions on the:esources allrulable (0 address food safety iU!J(l$ rtqwn: that food safety activities operate with mulmaJ effICiency within 
these limits. This does not require full-s.cale. cost.benefit analysu cf each issue, but it does require that COiU, riskl. and benefits be l:no,,"o with 
some pteclsion. Thus, where feiWble, regulatuty pricnties should be based on risk analysis wIDeh includes evilluation of prevention ~tralegit5 
where possible" The grentc$l strides in ensuring food safelY from productioo 10 consumption can be made through a scienu·based sy,tem {hat 
er,sures that sUPIeillance, regulatory, and research rerou:ces are allocated to maximize effectivt!neSi. This '>101U require identifiCation of the 
grealesl public heallh need! throUgh $urvei!laoce and risk analysis.. and evaluation of prevention StnllegH:s. TIle Wile of knowledge and 
technology defines what ill,,::niellable through the application oftufftnl ,dence. Public fe$Ou/'Ces can. bave Ohe greateSt favotable effect on publi(l 
lIealth iflhey are allocated in accordance with the (;Qmbined aruUysU: of risk assessment and technical feaJihility, However, limitiog aI;(".(;ation of 
:esOUtCM to only those mas where high priority haurth art known ean cre& a lignifi\:ant problem: qther Iw.anh with somewhat IOWf:t priority 
but with.a much greater probability of rcductiqn or elimination might not be addrtucd due to limited resources. thus both the marginal rim and 
marginal benefm nul" also be considered in a1locatina tuOUrcC$, 

NO( alJ agencies responsible for mOnllorinl the safely of imported food lI1e authorized to enter into agT«mMU with the love!'tU'l\ents of 
f!xponing countries in order In rt'.(iprocally rerognil':c food safety standards or inspection resulu. Uniform or harmonized food safety .standards 
and pr.1ctiCC$ $hollid be eslabli!hed, and offil1ials allowed to undert.u ~atth, monitoring. surveillanct, and inspection ac\jv1des withio other 
C<lul'ltties, This should permit i1tJpection and monlloring dfort5 tQ be: allocated in accordance w;th science·based a»esstnents Qf risk: and benefit, 
ChlUlges in fedem starote thai would foner and enhance scienCe-based sU'aregiu are snown in Box ES--l. 

Bo~ F,S.1, CbaDj.t$ In Fed~raJ Statute that Would Foster and Enlliw:1I Sc£ena.bascd StrllkI!es: 

• eliminau: continuous inspection symm for meat and pooltt)' and replace with a science-based .approacb which is capable of (!eru-ting 
hazard! ofconcern; 

~ mandale a single m of sdence·\med Inspection reguiatioos for all foods~ a.n4 

* mandate IlIaI all impooe.d (OO<.U cnmc from only countries with food salety standardJ=mtd equivalent to US standards, 

> 
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CQn&rfSi and the admlnistrallon should req~ devtlopUWlt or a tampr;:iwWve natlmW rood utN)' plan. FucdJ ilpproprlattd lUI' rood 
sa(dy proaram.1 (lncludlDl rtKllrcb and tdutadoo proarams) wuld M ~ in ~ with Wl'lCe-butd assessflU!nts of risk 
and po~ntiaI bendlt. 

Change, in staMe$ Of organization should be based on a rational, wc.Il«vdoptd nationAl food safety plan fonnalated by current fedeml 
agencies. chatpd with food safety tfforu and with ~Iltation from the fIW\)' IWeboldcn involved in ensuring safe food. Such a plan, all 
shown in SOl. ES·). should wve;d the blueprint (or .«tategies designed to determine priorities for funding. to determine what the needs. are, and 
t? ensure that they lilt: incorponw:d into activitiM and outcome evaluation. 

, 
80. £5.3. The National Food Safety Plan should: 

• inClude a unified, science-based food safety mission; 


·lntcgr3IC fed¢nl. stale, and local food safety activities; 


"aJlocall! funding fot food safety in acccttlanee with science-based aUCS$mentl of ri$k and potential benefit, 


• provide ade<iuate and identifiable 'SlIppOO for the rcsea«:h and surveillance needed 10: , 
~ monitor changu in list. or pou;ntial h.atards created by changes in fOOd supply or consumption patten,., and , 
- improve ~ capability to predict Md avoid new hazards; 

• increase monitOring Wld slU"'IeilJance effortll to improve knowledgl: of tbe incidence, seriousness, and cause-tffect relationships of 

foodbome disease$ and related haz.ard$: 


_. addttSS (M additional and distinctive efforts requirtm to ensun: {be saf<:ly of imported foods: 

• recognize the burdens imposed on Slate and loca! atllbotiti~ that have primary front-liM re5ponsibility for regulation of food $crvice 
establishments: and 

• include a plan 10 address consumers' behaviors related to safe (ood·handling practices, 

R~ommtnd.don ma: 

To lmplethent .. K1ence-baftd system. COllIl'eu sbouJd estabUlh, hy ....w ... a unified aDd ~tnl framewori; tor matUlJfDI rflleral rood 
$Al'ety progranu. om that. fa headed by a sinp otndal and which has the l"HpOflSfbiHty ami a:mtroI of J"eSOUtU$ tor all tedt:nl rood saftty 
ac1ivities, Including outhr«k nwtaCtmmt. standlU'd.dJnc.I~n. moni~mnciUa.oe.e. risk -IlUt$SUHnt, tuiorCemtDt, re5C'ucb, 
md edutalfon. 

The commiuet was asked to >consider Ol'gani:w.ional changel (hal would improve the $Il(el.'y of (ood in the United States. During the 6 montfu; of 
acUw: te'o'iew of informatIon ana deliberation, the conuninee identified characteristics needed in an organizational itructun!: that ....ould provide 
fot lUI improved f()Cus for food safety in tbe Uniled State!. The committee found thac the cum:nt fragmellted regulatory structure it not 
well-eqdppcd 10 moot the current challenges, The key recommendation in this Rlgard is mat in ordt:r for there to be successful nructu~, oro: 
officii1l should be responsible for federal effom in food tafety and have control of re:sourr:e$ JillIXUCd to food safety. 

This recommendation envisiOli~ an iden:iflable.. !Ugh-ranking. presidentially-a-ppoilued Mad, who would ditta and coordinate federal activitks 
and speak to 1M: nation, giving !e\k:ral food laIely efftmt II $Inile voice. The stnKtUtt c~ and the ~on heading it, should have control 
over the rt'SOUfCel Cangte$$ allOClUllt to the food saf«y effort; the itrucrure should also have II firm foundation in statute and thus not be 
temporary and easUy changed by pollticti ~ IX eu:cuuv--e IDre<:tives, It II also important that (he persOll heading the itructure should be 
accountabJe to an ollkia) no low« than II cubinet .sectttary and, ultimately. to the President. . 
Many membfi1 of the committee am of the view thai the most viable means of achieving these goals would be to (reate a single, unified agency 
l\ellded by II sIngle administrator-&!. agency that would incorporate the several n::(.cvant functions 1WW dispetUd,.1t\d In man)' in$tafl(~ 
separately organiud, amons ~ departments and II departmenHevel agem:y. However. designing the precise SI.rtlerure and :wessing the 
associaled costs involved are not possible in the time frame given the eQmmiUee. nor were they induded in It! clwge.. The «>mmlllee did discuss 
other possible structures; while 11 ruled oul some, il certainly did: not ua.-nine all poruble configuration! and thus the e;(amplu provided in Box 
ES·4 are only lIhJ$trati'o'e of po$sib!e Qverall &trucllJt('$ ""at covld be considered, 

Dox f.S.4. Smue F.xamples orP055ihle OrganluUonal Structures to Crute a SJllIIe fedenal. Voice rot Food Said)': 

~ a Food Safety COllneU with representative$ from the agencies with a central chait appointed by the Presidenl, reporting co Congress and 
having control of rtS\lUfOOJ, 

• designating one -cumrn agency u the l~ agency and having the head of that agent)' be the responsible individual, 

• a single agency reporting u> one curren! cabinet-level $tC«'IWy. Md 



• an indeptndent tingle asency at cabinet le\'d. 

N1,U: Theu (umpies ~p~ for illUSll'&tlv( ~ and many Olbtr ::ontIJU"'ioot :ue-poulb\e. IllS stroIIa1y ~r>ded thai future uailiidefOc 
di IOWIUd idtnli!'yiM" fusible ~"!hlltmu (be cri~ri&,,,,,",,I";'."',-_______~________________-, 

'The committee does not believe that the type of tentnilized focus en\'jsioned tan be achieved through appointment ofan individuai with formal 
coo«1inating re5pot15ibility oot without legal authority (lr budgetary control for (ood safety. a model $irnilar to a White House-based 'cut'. Nor, 
in !he committee's view, can this SQal be achieved through a coordinating committee similar to that cllmtluy provided via the National Food 
Safety lnitiadve. tn evaluating pouible ttt'UCt1lm. the committee realized \.hat past e$per!~ widt other sl1\lCtums or ~a.n.iuWOIU. incl\ld.ing 
UIe creation of new ageru.:iu. nll::h as the Enlllro~nlal Protectioo Agency (EPA). should Worm any fmal judsmenr, Further. it Ii quik. postible 
!bat other fl)()dcls may !!OW e,ult in government that can $ert' as lemplate~ for structurai R:form. Whethu or not a single agency ~5. lhe 
ultimate s-tructUR: must provide for not just dtlepted te5pO!1s.ibililY. but also for control of teSQUtl;¢S and authority over food ufety activi!its in 
the federal government. . 

RKommendaUon UIb: 

Couareu should provide the apnq rup!)nsU:de tor rood ..rety at 1M rederailevel with the toob n«nnry to lnttp'ate and unify the 
efforts of authorities a' the state aru.llocallevtis to tnhance food saltty. 

This report lpcciflca1ly addresses the fedetal role in the food safety system, but the roles of ,tate and local govem.ment entities am equally 
critical. for ililegrtted opetation of a food Wet)' sytte:m. officials at a1Ilc~b. of government: must work togethet in support of common goals (If II 
science·based Jystem, TIle fedtral guvernmenl mult be able to cmUR: nationwi~ adhtmIce to minimal slAndardl wltcn it is deemed appropriate" 
The work or the Slafct: and localities in support of me fedetal mis.s:.ion deservct: improved fonnal recognition lind appropriate financial support. 
Statutory tools requited to integrate 5tar.e and local activit!c£ reptding food wety inlQ an cffecti~c natiora1 system are dWW1l in BOK ES·S. 

80. F$.$, The Statutory Tools RequiTed to lnttente Loealand Stat,e ActMUu Reprd1nc Food Safety into IiIIl En'ectivt National 
System: 

• aumority w mandste adherence 10 mi:timal federal standards for pruducta: fX proceuet. 

" cOOtinued $\IllIont)' to deputize state and local officials to serve as enfortcn of fedtra.llilw. 

• funding w support. in whole or in part. activities of!tate and loc~ offictall that lite jIldscd necessary (lr appropriate to enhaoce me safety of 
food, . 

• authority given to the federal offtcial responsible {or food safety to mnlCt action by other agencies with asMllIsment and monitorioj. 
capabilities, and 

~ authoriiy to convene w«king groopt, create pattnel1lhips. and diMe other forms and means of collaboration to achieve integrated protection 
ofthefoodwpp!y: . 

MOVL"iG TOWARD A MODEL SYSTEM 

It is fCCognin::d that thcst I"«ommendadons will need significant review and di~!SiOl1. 1"'he committee focu~ on tht need for a cemtaily 
managed federal sYStem ~ ensure -coordinauott and direction In (Q(Id wet)' prog:.rams and policy. and w ~ as a single voice with authot1.y and 
fe$OOl'Ce.'I to $uggtst and implement legislalimt. It had insufficlenl time to feview all the pmslble organiutional struc(Ufe.J that could accomplish 
mi, goal A WCCCUOf -study could fociU on this. Or critical impottallCC. though. arc the 11m two reeommendations: the f"U'!t. to base the $}'1tem 
on sdenct. and the $(!C{lnd. t.IW of ~tins the Cum'lot plIlchwotk of federal food statuto That in many ca.w dQ not serve to ensure a 
sci(ntifkally ~upp<mable and rist-based food "safety iymtn. and certainly pn:vent it from bein, more cost effective, 

Regardlesi of the organizational ilrUCtwe chosen, a revamped federal food statute I! crltical 10 being able to reallocate resource:! toward risk! that 
have Of will have the ~&i~ tQ the public's htatll1.1rnplemenuujon (If these nicommendations ~uld not be looked III as Ii 
ct»t-cutting measure, but Wet as a way tQ dc!ign. well·defim:d integrated system to ensure we fo<xi This: -system may ~U be ab!e to 
dell'lMStr:u~ e(f«tively a need: (or additklOa! re$mm:u fO address imp~1 and speciftC problem!, Although the National food Safety Initiative 
properly seeks to ailev!ate problems inherent in the present decentralized 1truCtu\'C, experience indic~ that any ad hoc admini5tlative 
adjusunenu and commitments to coordlnalion wm nt» suffice 10 bring about the va5t cultural changes and CQUabonItive efforts needed to ma:c 
an intcgrattd system. 

Changing hawds associated With food and changing deg:rtU of acceptanCe of risk ate factor1\.hat impa;;1 the nation"s ability to PtQtea public 
b.eakh and ensure we food, Risk. acceptance and foodlxlroe hazard! will cootinue {(I change and evolve: with new loctmologie$ and ;;-oruUrnet 
dtmanda. ~ra1 food safety ef{oru. must be duigned to deal with thog c~es. This report is not a col'llprdleruive and all·inClusive ruKUssion 
of these issuu. Adoption of 1he recommendation$ in (iti' report will no! eoo!he effort to make foo4 wu. They shoutd, ho....ever, contribute to 
ensuring the safety of our food while providing a b!u.cprim fot II truly integrated system. 



* 	 Ifbt major fedetaI ~ invoJvt!d in.;!ude: the Asricultunl M.rteM, su..~ the Animal UId n- Health I~ St:r¥iu, tbo A~ Resureh Sttvice, 
UtI Coopentive Swe1tesweb, El.lt.K:ar.ion. IIIId El:t.eM.ioa Sttv1ce, tJIC EcrJoomle RcteatdI ktvi(2:. tbt:: Food 51fti)' Md l~ Servkl:, md. the 0tt.itI In.tp«tioD, 
h:ken and 5tlxkyards A~Ofl of the Unltt4 SW:el ~ of A~;me Cen;tm. for Disease Conrmllll4 ~ !he F«'!d I4d DtuJ 

.. 	 A~ IIId the Natkmd InstitI.ttes of H~thof lilt ~ of H~1h and tilJl'fW'l ~,..ioe1i; tl!¢ NItloIllI Marill(. flsberiel SUwk:e of lilt ~ of 
C~ and the E.ay~~ AII)IOC)', 

~impl~~ jlllt ~ie!I<;e.l;ou(d HACeP stmear is rotmtpt the most t'WUlble re«nt ad\Iaw;e" In Corn'I'ISt tome nQitior.al reactiYl' ftKId YIety stratclj'ieL the 
HACO' Iytlem f~ QCI prevectln.1I.II;:r.ardt tIw could al.l.$.t fOOl'lboorne nwu by IIflplyin, ~~ cOQU'OJ ~ III: eadlnep, romnw llWI!ial to 
fiAitbtd prodtu:l, ' 

http:nQitior.al
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DEPARTMENT OF AGRICULTURE'. 
I .. T· 

Food Safety and Inspection Servlc.e 
(Docket No. 98-04SN] , 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
-... _.__._.~ "-"'-'-' TO ,"_ • ___ _ 

• ·~.'.·f,, __Centers for DlseaseControl.andpre";iiiiien 
Food and Drug Aamlnl~tl~n4' ';'. " . '. . '., , 

, "-~ --' ..... -,~-- ~-".-.~. -~ -...-----..~ 

_ ___-;__-".-'--"~_-"r'~'~'..-"..;=·.._','_')..:.'''';.~.~'' ,~_ ,'. ~;:-': .. ) ':1", -:"I'" .:!; ""'" 

, • . ", t t: 


SUMMARY: The United States Department of Agriculture (USDA), the 

Department of Health and Human SefVices (HHS), and lIle Environmental , 

Protection Agency (EPA) are announcing additioiiillpublic meetings, undei the' . 

auspices of the President's Council on Food SafetY, 10 discuss and begin 

development of a comprehensive stiillegic Federal food safety plan, The purpose 

of the strategic plan is 10 reduce the annual incidence of acute·and chronic '" 

foodborne and waterborne illness by further enhancing the safety,orme natio~'s . 

food supply. The Council is also soliCiting comments on the recent National ' 

Academy of Sciences' report, "Ensuring Safe Food from Production to . 

Consumption." The USDA, the Food and Drug Administration (FDA), and the 

EPA have established public dockets to receive comments about the Food Safety 

Initiative's. strategic planning process, the strategic plan and the NAS report, 


DATES: The meetings will be held on October 20, '1998, November 10, 1998 

and December 8, 1998, Comments,should be sllbmitted by,Jan)lazy'7 .. 1999 . .:~' 


ADDRESSES: The meetings will be held al: 

-::' 

'. .. 

MeetingMd..... oate and rltnO 
Radisson Holel SaCf'8JT'lento , .. . Tuesday, OcIober 20, ,1998. 9:30 ILm. ·4:30 p,m; P.ST' .. . .500 leisure Lane .. .. '.'.. .. ..~ ~ i' . ',,-:1.;" , , .. .. . •" ..s.clllmen.o, CA 95815 

' 

. 
. . . .. .Telephone: (916) 922-2020 , 

... .. .. 
.~.. , .' , .. '~ .. . , .. .. . 
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" 
, M..~ngAdd..... Clet. and Tltne 

SchaumOOrg Manion - " . . . • ... " Tuesday. _r 10 •. 1~. 9:30 a.m. - .:30 p.m. CST 
50 North Martingale Rd. ." •. . .. 
SchaumOOrg. IL 50173 . 

.-.~ "-. .Telep/lo"": (847l2~100 ;., .. ~" ... .. 

• •. ,:"'." ~.. ",' • __ • ~, " .~"".,;, ~ ", ' •• ,T< "" ... -....':":,::. 

For instructions on'ilie sutiaiissiOD'ofwnllen aoo'elciCtronic rofun:ients;'refer 
10 Unit n. of this docwnent.· .. .. . ". :,.... "... '''e,.·",::" ".0"- ....: ,,' .. - • :." ::·C"· 

• '~_ '.':' "'_ 1. .r~:,"-"':"'.- • _ ~~':;;.";-:- ... ~ :..: ~:_ :,~" ... ,~-::" '," ... .. 
FOR FURTHER INFORMA.-llO.NCOHTACT:~To regi.ster.for,the me¢tit)gS; C:ODtacfMs. ',~". . ..... . 
Traci Phebus, of USDA; at (202) 501:'7136:fax:(202fSOl~7642, e.miiil::·,;,;·,i.;:.- . .... . 
foodsafe1ymeeting@u~a.gov.l:'ariicipaIiiSmaY:~i)ini~:fOrpublic·Co~ents:: : ... ':,: " '; . 
when the re ister..S ace will be alJocB.ted·oo .:flrSl cOme, rusl.servCilIiaSi.: .:':':',; .... ~ ::." :-."'.y g .. p.. .. _.', . '",_ .. ,... ". , ... '. ~" ._""'- _ ~ ," I","" r., .... , ,,~,n_
Participants are encouraged 10 submit a disk &long with their wntten.statCments .c....•..:: ..: :: . 
in Wordperfecl 5.1/6.1 or ASCn'!ile formai:.~ :'~, ;~~,,! :.::> : ' ..:' ::'" : ':.,'::;. ;":.,'.:~c~~ -: . 

"."' ,~. ,. ~"' ~ "'"'-''' ...... ,'." 1·, n ,,- "•• , . . z" ;" ___ ~ •. '" '-,_, .. ~: 

Questions regarding generit'ariingementi;'aiid logistiChl~SIlo~ldbe"" ,,,;,c",",:,;C.' 

addressed to Ms. Jennifer Callahan. Addition31ly. participantS who'require a sign . " ,C -, .: .. : 

language interpreter or oilier spe.,i3J "accommooaliorufshould contacl Ms;'Jetiillfer --,': , ,;
_." - - " ,._. "j''''''''', .......,' ~,t',i


Callahan. of USDA; no lalei than 10 days prior to die mUting;,,! (202) 501­
7136. fax: (202) 501-7642. e-mail: Jennifer.Ca1lahan@usda.gov. 

I •• ­

}:;.' .Information about the National Ac~deniy o{Sciences' report on "Ensuring ,), 
Safe FOOd from Production to Consumption" can be found .t the fonowing web 
site: http://Www.nos:edu. " - . .~,' .. : .' '. .' .' . . . .~ '~ .'~ :'''. "::,. - .". ,.: . 

For questions about the meeting or 10 obtain copies of the report. ·,'Food. 
Safety From Farm 10 Table: A National Food Safety lnltiative," contacl Ms.'· 
Karen Carson, of FDA. at (202) 205-5140. fax: (202) 205-5025; e·mail: ' 
kcarson@Bangale.fda.gOY. Copies of the report also are available from the 
following web sites: . 

fDA ill http://www.cfsanJda.govl-<lmsJfsrepon.btml -.. . 
I" '~', '" 

CDC al hllp;//www.cdc.gov/ncidodlfoodsafelreport.btm 

EPA at http://~.epa.goy[~~~~.:'ppt,!l!I!' ... :.;; , ".:~,:,.~ .::;::;~c ,:: :C~: 
Food 'Safety and Inspection Service (PSIS) at hltp:l/www.fsis.usda.gov . 

. ,SUPPLEMENTI\RY INFORMATION: 
• • ~ •. ,",', • • ':""!..l., • ~ • • ...~ d ~i' . '" _l,~l,.i~ .•~..• :.' .! •• ~" ~ ~.I'.!· .,,' '\ '.. ~ 

L BaC-t:r,uUD .' ', ..... ~ ,.' . ," I" ~_ ,_', ", ~ ~ t "_ - • ~ .. _ .... _.,l' ' 

On January 25. 1997, the Presidenl issued a directive 10 Ibe Secretaries of 
USDA and HHS and the Administralor of EPA to work with consumers.. . -',.: . . " ... ,--­
producers. industry, States, Tribes. universities. ~d the public 10 identify y,ays'
10 further in1prove the safety of our food supply. and 10. report l>ack 10 him in <. 

http:hltp:l/www.fsis.usda.gov
http://~.epa.goy[~~~~.:'ppt,!l!I
http://www.cfsanJda.govl-<lmsJfsrepon.btml
mailto:kcarson@Bangale.fda.gOY
http://Www.nos:edu
mailto:Jennifer.Ca1lahan@usda.gov
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90 days. The Federal food safety agencies, working with thei! collugues in the 

States, in the food industries. in academia. and with consumers, initially focused 

on the goal of reducing illness caused by microbial contamination offood and 

water. This goal was 10 be reached Ihrough systematic improvements in six key 

components of the food safety system: foodbome outbreak response coordination, 

surveillance, mSPections, research, risk assessment, and education. The plan for 

meeting this goal was presented 10 the ~idenl in May 1991, in",'Food.Safety '. c'" , 

From Fann to Table: A National Food Safety:lnitiative/' In.October 1991. the,: •.... 

President issued an, additionaJdirective lO,ens!IJ'C ,the safety"otdomestic.and' ...." : c" :c,. 

imported fresh produce 8J!dolher.~Joods.,This.second.directive. was,.'.:. '.'. ' "., " 

incorporated into the National Food Safety Initiative (NFSl).. ~. '. 


In less thah 2 years, the agencies bave~en(sigiillicanl sirl<:itirfo';"ard ·iiI.··· " , 
!'ullding a stren~ened o.~onalfoOds§feiy sys\en;l:, BUf1diogbioc,kS€or_ t!l~~,:;'::" ,~ 
infrastructure are ID place: increased ~d~g~tedsJU:V~~,,~&I>~er·: ... :.•..,.~.':. 
and PulseNet; coordinati,Gn ofFe!J,eral; ~l!Ite"and lo¢respons.es,«1,oullm,aks ,~:.'- ~::':', ' 
bY,the Foodborne <?utbrealc,Respo,n~~£<X?rdin.,'!l\ng protip' .a:ORCO);,expande<!, " , . ,:', 
reliance on prevenove controls. (s~cb as.t!l~ I;!~dAnaJys,\~:~II.,9itical Control .. , ',' 
POIDts (HACCP) bised mspect10n systems for mut; poUltry and seafood, and 
Good Agricultural and Good Manufacturing Practices gwdance for produce); :' : ,', .,.' 
coordination of Fe<k:raI foodsafety,research; cooperation,oo'risk assessmen~'n·:'J:',.,,'" " T, 'c·' 
through the interagency Risk Assessment Consortium; leveraging inspection:' ". 
resources; and innoyative publiclpri~ate,¢u~tion partnerships. These efforts iO, ,,,.,, ", 

provide a conunon &t:o~d,fQ~.lp,ov~J)g,f~~;,{ (;',';df"~1: "{"l1;~!t'r ,1~ :'V.i.;'J~f 2-,.1 ':1: (/;,-.. 
I "';"~ t ,"', .,., " " " 

On July 3,1998, the President created a Jointinstirute fOr Food Safety' , 

Research (J1FSR) to coordinate Fedetal food safety research effortS. Do'August. 

25. 1998, the President issued an Executive Oider establishing a President's ... '., : 
Council on Food Safety to develop a comprehensive 'strategic plan for Federal . 
food safety activities, ensure lliemost effeCtive use of Federalresourcei Ihrotigh ', .. 
the development and suhmission of coordinated food safety bUdgets. and oversee . 
the Joint institute for Food Safety Research>AI the same. titile; the Piisiaerit'~ ,,' ... 
directed the Council to, after providing opporturuty for public comment; report 
back to him within 180 days with its views ali the =mmendations of the NAS 
report. 

\"" ' ~_," .- ,,",' 4 • ,~". ,. 

The food safety agencies,had already:made a commilmentlo prepare a 5-; ,,",' , 
year comprehensive strategic plan. with the participation of all concerned parties. 
The President's Council on Food Safety.will now he respons.fhle for the " . ','.. ~., . 
development of this slra,tegic Fl"ieial food,~ety:pl,an. .A,~rsl!!UlledJood.sarety • C.,", .. ; 

strategic planning effort is needed I(j'blilldpn the ~ngro!'J!d.~and 1'> taci<le,.c, "'., ';, 
scme of the difficult public health,l'lisouiCe: and management questions facing 
Federal food safety agencies, The strategic plan will focus on not just microbial 
contamination, but the full range of issues (e.g" chemical hazards) and actions 
necessary to ensure the safety. o[.the f~ an~ Ir'.ater ,~~~ llli~ I!"~ ~ons,!!,,~:. ' .," 
The charge is to develop a strategic,1ong'riuJgeplan that can be used I!:> help,; " ' 
sel priorities, improve coordination and efficiency, identify gaps iii the current 
system and mechanisms to fill those gaps, continue lO.enhance and,strenglhen. 

prevention and intervention slri!tegies, and identify measw-es 10 show progress. 

In developing the plan; the Couiicil will cOnsider !he'cOnclusions and ' 
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recommendations of the NAS report on "Ensuring Safe Food from Production 

10 Consumption" and the review of Federal food safety research CWTen~y being 

developed by an interagency working group under the auspices of the National 

Science and Technology Council. 


The food safety agencies bave already taken Ibe fltSt $~S 10 lay the 
groundwork for d,:vel?pn;en,t. ofIbe. strategic pl.an. wl'if~ ~ q>uncil,will'~':" ". 
develop, by parUclpaung ill illterag"!l9' strateglc planrung sesslons .. The result, , ' , '.' ".. "_ 
is the following draj(statCine~TCDcOOipasSing the ageiiciei;' vision for the u.s::' "":':"' .. "". 
food safety system and the roles of all those involved in food safety,-:. _ , _ _. ­

,'.•~. ; .;;;,-:;- '':~;' ;.' - '.::...•. ',' , 'n ~: ",'~ .~'-:'". ~ • ;.,1 ' ,".- ••• ; ... ,. ~. ,.:7~". -:'. " 

,. {' ;.; '.:.. <Draft' Vislon-Stalemint>.:;...",; ,:, :'i" -:-:"'-;"':1'';." 4',-:.,_ .'; _~ :::.::.: -. - ':::~., .r; ,-.:', 
Consumers can.be confident tbal food is safe, beallhy, aDd affordable, We work ' 

within a searillesS food sarety -Systein thiiuse.'firiD'tO-tiblepn:ventiv" stntegies and 
integrated research. surveillance, inspoctioo.'and en.fon:emcnt·We are .vigilanllO new} ,.':< ,,,0' ," 
and emergent threats . and consider the n<iods of vuinerable jiopulations,'We use scie.ce:.: .. ' ",,!'. 

and risk-based appro.cbes along with publicfprivate partnershiP.. food.issafe. because:'''''' '': c." ", 
everyone understands and accepts their ~spo~bilities;<kt'( ~,~. ::h.! ~ .': ~il,'" c.': -:-- :"",,, ..>:.': ,'!:~'; :;' 

The next step!i~:i~'er;tgag~~o~~~~~·"~~~~'~·!p~{~/~#!~~~·. '.~ .! "':.\.; ,;":'. ~'>I';;" 
providers, retailers; health professioillils:Stale and local governments: .Tribes;·" ' :.' ." ":ce,,,'" 
academia. and the public in the slraleilic j;iWlng'prOcess:The n,sl public ": .' "~,,, "''''i,',. 

meeting On the strategic plan will be beld on October 2. 1998. in Arlington. 

VA and was announced,in the Federal Register of August 27. 1998 (63 FR 

45922) (~19-9). The series of meetings announcedtoday. in addition to.. ,,', . "' ' ~.
.. .'. ' 

Ibe October 2nd meeting,:will,assist the Council with development of a long­
lerm strategic plan that addresses the impurtant food safety challenges and makes 
the besl use of the agencies' limited resources, They wilLalso assis.t the Council 
in responding to the J're'siden(on the NASreCo~dations,,'A14ili'1nal public ,: ,c:_ .. ,. '.,,,, 
meetings may be held later in the slriitegic planning process and Will be 
announced in the Federal. Regisler prior to the date of each meeting .. .' -:. ." .. . . - ­

-, ,. .. , . 
The pU1pOse of these meelings,"a1ong with Ibe October 2nd meeting. is 10 


obtain the public's view on a long-tem vision for food safetji iillbe U.S. and 

10 identify a strategic planning process. goals. and critical steps asl!'ell as, .. ' 

potential barriers to achieving lIiat Vision. The COuncil is iritereioted in c:oinineritS, 

00 Ibe draft vision statement, suggestions for goals and bow they nUglII be 

achieved. and comments on how 10 best structure a strategic planning process 

thet involves all interested parties. The Council is also soliciting comments on 

Ibe conclusions and recommendations of Ibe NAS report, "Ensuring Safe Food 

from Production to Consumption," Some questions to help frame Ibe discussion 

follow. 


1. Does the vision statement accuralely depict an achievable food safety 

system vision? What modifications. if any. would you make? 


2. What are Ibe barriers 10 pursuing this vision? What gaps currently exist 

in the food safeiy system that impede achievement of this vision? 
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.. 3, To make the vision a reality, what changes are needed for: (a) government 
agencies althe Federal, Stale, and local level; (b) industry; (c) pubbc health 
professionals; (d) consumers; and (e) others? ' 

4, What should ~ the short.term gOals ~d critical slep; t() realize this , 

vision? What should be the long,term goals and steps? ' " ... , ,. 


,. .. ... ,.,,~··'.4.·~· •. __ 
• "~_,,. >,,_ ... -.,_ _. '. .;~. - - • ~•• , , l. , • +, "_ :._ ~ ," _', .. _, "'~ 

5, WhallS thebesl way to Ulvolve the·public·lD.developmentof a long .. ' ,., '. '":"'" , .." '.,," 
term food safety sttai.egic plan?What8dditiOnal stepii besides public meetings '. ,', '"'' 
would be beneficial?:i .. :-'." -:< ." =" -':-:.:'" ~;: ".;:.- "~'::" .~ .',;, ;..,.-. ;-';-((;$- :,h~.;",· .:-;\:;~:j: ,1".;, .:'.L 

6, What are Y'll!" comments on the. conclusions and recommendations of 

the NAS report "Ensuring Safe FOOd from Production to Consumption"? 


i - -.:.. .'" .~" ,.-.. . .. '., -, ',,- ',. "'~"" :., 
- . . -- -- .'.' ~~~'-' ,"~. ' .. ,",""-'- .." 

II. Public Dockets IIQd Submlsslon of Comments, ",,,, ",0 

The agencies have established public dockets about the Food Safety, 

Initiative Strategic Plan and the NAS report. "Ensuring Safe Food from 

Production to Consumption." Comments submined to the dockets are to be 

identified with the appropriate docket number, For those comments directed to 

USDA, use Docket No, 98-04SN, and for comments directed toFDA. use Docket 

No, 97N-0074, Coromenters are encouraged to submit a disk along with their 

written comments in Wordpetfect 5.116.1 or ASCU file format. Submit written 

comments (in triplicate) to either: 


USDAlFSIS . , 

USDAlFSI.S Hearing Clerk. 300 12th St.. SW,. Rm. 102 Cotton Annex. 


Washington, DC 20250-3700 


FDA 
Dockets Management Branch (HFA-305), Food and Drug Administration. 


12420 Parklawn Drive, Rm. 1·23. Rockville. MD 20857 


Electronic Comm«nts 
Comments may also be submitted electronically to: 


oppts.homepage@ep•.gov, All comments and data in electronic form must be 

identified by the docket number ''OPP-00550.'' Electronic comments must be 

submitted as an ASCnfile .voiding the use of special characters and any form 

of encryption. 


mailto:oppts.homepage@ep
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Trtm.JCn·p's 
Transcripts of the public meetings may be requested in ",!riting from the 


Freedom of Worm.tion Office (HFl-35), Food and Drug Adminlstration, 5600 

Fisher; Lane, Rm_ 12A-16, Roctville, MD 20857, approximately 15 worlring 

days afler the meeting at a COS! of IQ~ts per page. The transcripts of the 

public meetings will be avail.blefor public examination at the FDA Dockets 

Management Branch (address above) between 9 am. and 4 pm., Monday·through': 

Friday, excluding legal bolidays. Transcripts of Ibe meetings will also be 

available on the inte.metat:bttp:(IwwWJda.govlobrmsldocketsldefaulLh"" and 

http://www,epa.gov/opptsUSibomeJofsSupptJitm. --.. 


'- - .. "'- ..-. . . ...­Electronic Doc'tt!1 -~--'.~' '. . ..... '" " . ~ :: ;,,~ ... ' - ~"",CO 

The public dockeUn itSCI!t!rety will be iv;UliWle'11l the. internet at: 

bttp://www.epa.gov/opptsfri:lhomelruleshtin!ldoekeC - '-'. . 


, ,-~,_-, >;0"" "_dJ •• ",,~ •• 

.".. ,;.... --, -.. ,~". ," . 

". - ' ... :~.".;.:". 
,; , 

'! " . 
.' J • 

.". -' 
- .. . ::: . "' 

http://www,epa.gov/opptsUSibomeJofsSupptJitm
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, Ust of Subjects 

Environmental protection. Food safety. 

Dated: Ce.'!I.Q ;".« . <£~ SEP 24m3 
Catherine E. WoIA:kI,, 
UlUkrstcretaTY for Food SD/<ty, U"h.d StaJ..DepartmmJ ofAgriallW'e. 

~~ SEP24m3 
J- A. O'Hara, 
Depury Assistant StcrtltJTYfor H<auh. Dtpaf1lMnt afH.oltn ond Human SUllie... 

Dated::M:f#t.~::"""::'l.!.!l:"Ut~k_ 
LJDD R. 
Assistant Administrator for Pr~'Vmtion. P~mcitk$ and Toxic Substanct:s, Environmt:ntaJ 
Prott:ction Agt:n~. 

[FR 000. 98-nm Filed 1-71-98; 8:45 am] 
B1WNG CODE 6__ 1L4J..f!i~!uuJ 

_, 01 tM~·1. . 
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OEPARTMENT OF AGRICULTURE 


Food Safety ~IM~ Servie. 
 ,; "'. .... - ,-" .... ' 
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SWIW\Y: The United Statt::! Departmel1l of AgrleulfllrC (USDA), Ibc 
Department of Health and Human Services (HHS), and the Environmental 
Proteetion Agency (EPA) are mnooncing apubJil: tn<ding to discuss and begin , ..: ,.,',..... 
developm.." of • compre.hellslve stn!Iegic Federal rood ,aC",>, plaa The purpose 
of Ibe strategic plan i. 10 teduce the annual in<:idel:lc<: of acute aDd cbtonic ." '.. 
foodborne and waterborne illness by further ODhaotius the sat"'>' of tho Dali",,'.. ... . • 
food :mpply. USDA; tho Food and Drug Admjnistration (FDA). and EPA an: .'.:' . ­
aJso establishing public doclrels 10 mceive COD""Cllts aboul.the Food SaIety.•::c ... · .., 
lnitialivc'sstra!egic planning ~ and ~ plan.' ...... - >. .:l,: ,.T..... 
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DATES: Tbe meeting will be held on October 2. 1998, from 9:30 Lm. to 3 pm. 
Comments should be submitu:d by [insert da!c 90 days a!t.er date of publication 
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, ,,,';", - '-'. :. -:-. :.. '::'-~':~--!~.' ~~..... ': . .:....,.-:.". <,"", "j:' ,-, '~:, ::",:" 
ADDRESSES: The meeting will be held at: National Rural Electric"Coopcl'lllive . . .' '. 
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L BaclcgroWId .. .. • . .. . "'. . " ,
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On January 25, 1997. the P=.idl:nt isSued a dircctiv~ to. !be Seaetaties of . ':,'. ".' ,._ 
USDA an4 HHS and the Administrator of EPA to worl< wi!h consumers•. 

producers. industry. State.. Tribes, univ~!',.... I1ld.1b<: jlUbIic to ideality ways '.. 

10 further improve the safely ,of oui:foocl SllPP.1y.and tolqXll1.;b~ to liimin : . i ' .. : . 

90 days, Tho Federal food safety ageDcios. wml<:ins wilh !heir coUeaguos in the 

Slates. in the foOd indu81ries,ju.aca<IcnIi.\, and withCOJU\ltl)er5, initially focused, ., . ,.c
.,0 Ihe soal of reducing.illness eaIl3Cd by microbial eonraminatioo offQ¢ and '.' 

wa.ter, 'This goal WlIlIII:> be """,bed throIIgh sysU!l!l&tic improvemeDlSilI.ix lI;oy , ~ 


componenlS of the food safety system: fooclb<xn<: ou!hn:.al< response coordination, 

surv";llanoe. i.nSpe<;tions. rese.arcb. risk asSCSmlClll:, and education, Th .• plan for 

meeting this goaJ wu pn:o<mted to the P=.ident ill May 1997. in "FOod Safety 

From Fann to Table: A NatiOll8l Food Safety Inidative.') In·Oc:tobcr 1997; the·', 

President issued an additional din!ctive to ensure tbesafety of dome<tie and" '. ,,'. 

~ fresb produ<:c:,and o!her impone.Hoods.:ThIs ~ diredive..... , t,,,,.... 

inC:()lporate<i int;> the Nadonal Food'Safeiyllllliative (NFSI)."" :",_ :,' ':',T'.,.: :.,", " " :':'''''',;' "":.,,.;,', 


; ':::'::'.~.~'~ .. , r."":,:,,,:';"·::·::H:·':;:;:::-"·',.~,,- '-'~::.>, .>~.:·,:':t ~'-~'.:,.:::,,",.:" s,,; ..:'--:-;: ".';' ;;­
, In Ie.. tIwj 2 y~!he osencie •. haveJakoD,signifiC4l1t strides forward iC,.. ,,: ,,', .. , ' '", 

building astrengthepcd national foOd~"'Y 1Y~'l!uilding blocks fur the ", ""',, 
infrastructure "'" in place: ~"!l'I,~:,~~gh EoodNet·" , ;:: 'i" " 
and PlJlseNet; ci>or<!i,nallon of Fcdcl'1lkSliOI,tand, l~'.n:$pooses ,10 0U\l>-,', "," ,; '2[' 
by Ihe Foodbome Outbreiilc Respome'COOnlinatiiig GroUp (FOltCO); expanded " 
reliance on preventive ccnrn:>1s (such .. Ibc Huard AruIlysis and Critic:al ContrOl :' " :," . 

Points (HACCp) based impoeIion systems for·1'.!Ie81, pouIlry and seafood. and .,', ,:: . 

Good Agricultural and Onod Manufacturing Practices guidan<:<: for produoe);: 
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coordinati"" or Federal food safety reoeareh; cooperation 00 risk =smetlr 
Ibrougll the iotHa&eocy Rilk Asses'm<nt Consotti\Ull; leveraging iosp!!'JCtioQ 
teSOUl'Ce!: and innovative pubUclprivat<: education patIIltnhips, 'J'he.e ef!'ons 
provide a _on ground for moving fOrward, 

'., ~ .... - ... ".~. 

In the May 1997ii:poit;ilietOijd Weifail=i:iCi miideii cammianent to',:,' 
", 

prepare a S-year ~ye $Il1IIegie, pla!!-,.,jlb II)e patIicipatioc n( all " , 

~==I~~¥;~~~~~~~~=~~c:' ",.,
n( a COIDPn,bell$ive stMegk: F<:daal'Cood satetypllllLA~D'" food uJety , " ' "" 
strategic planning ef!'onls nccdcd to build OII'tbe _ JIl'O!II'd; an4 "'Jackie " .. ,:.,::: ,; ~_'" ',-'- ­
lOme of the difficult pnI>Iie bealth, _,aDd mft!'"&"'DC"" qoeOoti_ (.acing , , 
Federal food safety ageodea. The _gil: pJa:n wiIIlbcwl 0lI11Ot microbial 

COIIla",iDation. but !be fu1Ita1\ge'ofis.ues an4 '......,., IW:" ,", '"-"-,~' ,'" 

safety oethe food ai!dwlitti AmcrlcansislD' , 

develop a strategic 

<:o<m!ination and ,'" • ""r" 

those gaps.. ::t!;~!,~C 1:"'·".~~"'T:~. 

ideoti!y~ 
consiciet: the concl.mom 
Sdences' "'l'Ort on 
the review of Federal food ' . ­
developed , ,"', ,,':,. ,-, ,',:, 
Science -, , ~:;:"'i1'~t'. " ",-:;--:-,",:, ;0-;-,;'. "~"'~':<'.' . ~..:.: ::'i_... ..:: ... : ~::. .....__ ,. "':" " .••. •~ '_'P' r 

.; •. '_I,J_' "~~ . .;,_.. "'. ,_. 

The food safety agl'DCie, have aliearlytaken the fitst steps to lay the 
groundwotlc for development ofllle SlnItegie PWl; which theConncil will nOW 
develop, by participating in interagency strategic planning sessions, The result 
is tile following draft,$1ll"J!Dcnt encompo.ssing die agencic$' vision for the U.S. 
food safety oystemand tbci "'!1os, ,,(all tb~ Invol~ in food wety. 

". - ...._.. - ~'.- -.- -- --', - ,.. - ", :'::'. " .... 

eoo..um.::. can'bil'·.oQM,nt .hi,:i.;.;.! i.' sal~J';caI"",1Ild affordable, We worit 
within • seamless food.afety I)'lIem !hal \l'IeS flInn-to-tob"' pri:_ti.., -cleo and 
integ11llcd ~~, \n.sp<dion._and enf"'"""'llL We,_ vigilant '" new 
""d emug..,,' lhrealS and c:olUidu the noeeds of vulnerabll> populations. W. uSe Science­
&tid risk-b<lscd approa.:bcs along with publiclprivak partnenbipc. Food is ..r. beeau$4 
ove:yone Ullderstanci>"and-,-,.',,:,,~; ~. ':"I"""ibilities. 

The Il<\Xt step is 10 engage~pr~ indusll)',fo:od.service 
providers, retailers, hcallb professionals. State and ~g,?vernm_",,-IS. Tribes, , , " ' ' 
academia, and the pUblic in.the .trl~gic;pl.nn!ng ~ bpgirIning with a,.".,::. ":', 
di"'....ion of the draft,yiJiO!' ~~,l!<>W,IDJ'~.'" ~~lCp.:l?l~nni,.i:::" .' .':''''-' 
process that involves'@,iutclestcdpartie. and best ~'t1":impoiWltfoOO' ". ..' 
safety chall..,S'" ""d makes lb. best ...e of the 8j!C!lci.,.' limited rcsotllCeS. 'Ib.is 
O<:u>bel- 2nd meetini is th. fin;t of several pJ>b!ic mecting& '" assist willi 
developtnent of alang-te.tm ~gic plan. Additional public meetings wiU be 
annowx:cd in the Feden! RegImr prior to the date of each ItII:eting. 

The purpose orllle October 2nd meeting is to obtain the public's view on 
• long-tern> vision for food ..rety in the U,S, and '" identify a '1r8legic planning 
proc<:Sli. goals. and criti(:aJ step. as weU as p;>tential bani... 10 achieving that 

http:lang-te.tm
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vision. The Council is mtere$\ed in commeot$ on m. dnft vision swem.:nl ...d 

.ug,gestiOllS (oc goals and how llIey tnigbr be achieved, SolDlJ questions !O belp 

frame !he diS<:'lJSO.ioa follow, ,'" 


• • • • -. _'" _" 'r - .-:, 

l. Does !he vis!~-Sbll.m.:ct.COuIattly ~ict an ocl>ieViblefo<>'<fsaf~ ::"c", ' 

systan vision? Wb.a!.~cati~·.if;my:·~ YOU.~~,"r ·.;;;Z2~-;'-;;: .,;~;1 ,{; ~l-.: ~., ";'F~"'-

: __ .t••.•• ...>-~~~••• ' , ... -~~., ,-.- '. • ~ • ~ __ ~_ _. 

2, Wbat &Ie !be bmlets tD'piusulnglhiS"vision?Wbii'ppc aiUtilllyiwl" ,"" " , , I 
, !hefoodoaf . I" '!IW·'-..A.'~o(dlii'viSl.m'" .c,-:~,~",-,(-,:""o,."·,,,, 
III ~ ~';.':~;;: ~_.~~;~~-::; _'! ;_;"::'::-::. ""'.~.' 'r:. ':._':: ;:: :~. ,-.;.'::-";~',!;':~:';:~~'J':= :,~,.:;, ~,:.:':" -': 

3, To m.a.U !be, visi<>D. • .....wIy;,.bat chal!gel1IJ'C ..,...1ed for. (a) govc:mment ' . 
agencies at !be FedetaI. Stale, IDd local level; (b) industry; (oj public heal!h 
professionals; (d) coilswnen;'and. (e) "!ben,? , ",' _, ' ... ",'" ,¥". ''',.." ,,,,"'p,," ,c',

~:;:;:_',:,:::::; ;~ ~~,;;,~<.-;._.;" ... ~.'::."'_',." ' .. ', •.. l'.. ,,"_,,,",.~.A ....... ­

4. Whal should be IbclharH",""gaallnUld criliuhleps !O'rCa!iu Ibis 

vision? WhI.t sbawd be Ibc Iong-ImD goals """ ""ps?
, , 

S, Wbal b tile besl way 10 involve!be publieill dcvelopme.n1 of a long- " 

t.etm food safety .tnte.gic plan? WhaladditiOll.lll steps besides public IDOOIin" 

would be benefici.al? 


U. Public Dod<t!Io ...... StlbmlalOG of Co.rnmcDla 
The agetJcies are 8O.OOUIlcing the establW)ment of public docltecs .boll! the 


Food Safety Initiative Slr4tcgic PI.aJt. Comments sut>milud 10 !be ~ are 

10 be identified with !be appropriate docket IJIlIIlhoa, Far !hose """m_ c!in:clCd 

10 USDA, USC Docket No, 98-04SN. and {O{ cotrunenll< dir<:cted ID FDA, \lie 


Docket No, 97N-0074, Comrncnws are encolll'llged 10 submit a diU: along with 

!heir wrirten comments in Wor~1 5,lIU or ASCII rue form.oL Submit 

written oolllmCtllS (in l<iplicale) 10; . 


USDAIFSIS 
USDAJPSIS Hearing Clerk. 300 12th St" SW,. Rm, 102 Cott<m Annex. 

. Washington, DC 202S0-3700 
.;. . ,~ . 

FDA. 
DocketS Management aranch (HFA-305), Food aod DnlS Administration, 


12420 Parld.wn Drive. Rm, 1-23, RocIMUe. MD 208$7 

, , 

ElLcrronk ~nu 
CommentS may also be submitted electronically 10: 


Oppl$,bomepage@epa.gov. All commODlS """ data in elc:ctronic fann must be 

identified by th. docket nwnber '·OPP..QOSSO.·· Electronic comments must be 

submitted 8.1 an ASCII file avoiding !he use of special ohar.icters and. any form 

of eoctyption, 
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TALKING POINTS FOR FOOD SAFETY 

PUBLIC MEETING 


• 	 I'ni glad to be here at this first public meeting to discuss the comprehensive 
federal food safety plan. 

The President is very committed to food safety. Just this year, he has: · , 
• 	 announced new regulations that will improve the safety of fruit and 

vegetable juices 
• 	 established the Joint Institute for Food Safety Research that will 

coordinate all federal food safety research activities 
., 	 Proposed legislation that will give the, FDA greater authority to halt the 

imports of fruits and vegetables that do not meet our safety standards 

• 	 Thle .President's Council on Food Safety is the next logical step in the 
President's vision of taking food safety into the twenty-first century. The 
way that consumers eat has changed over the last century. More and more 
of our food is imported. Nowhere better do we see that we are part of the 
global economy than in the food safety area. To keep up with the changes 
in the way American's eat, the President is committed to improving 
inspections, prevention, and the education of consumers. 

., BU\ we need help in improving our Nation's food safety system. That is why 
w~ are here to today·· to hear comments from all of you on how best to 
strategically plan for this Nation's food safety system in the 21st century. 

• 	 This is the first in a series of public meetings to get input from consumers, 
producers, industry, food service providers, retailers, health professionals, 
state and local governments, tribes, academia, and the public in the strategic 
planning process. 
• 	 The other public meetings are: 

October 20 in Sacramento 
November 10 in Shaumburg, Illinois (just outside of Chicago) 
December 8 in Dallas 

• 	 I want to thank all of you for coming today. The President and the 
Administration are very interested in what you have to say. We are all 
prepared to work hard in ensuring the safety of food that is served on the 
tables of families all over the country. Thank you for helping us in this 
effort. 



I 

1 \ 
, , 

.( £. Milrv L, SMith 
-- 1010119805:46:00 PM 

RecOI'd Type: Aecor-d 

TQ: Bruce N. Reed/OPO/EOP, Thoffi<l:i L. FreedMan/OPD/fOP 

cc: Cathy R Mays/OPD/EOP 
Subject: Tomorrow's Public Meeting 

o , 
FOOD100 29SJust to clarify, you are not scheduled to speak tomorrow. You, Morley. and Josh 

Gottbaum will be sit in the front row and be introduced by Neal to show the White House's 
commitment to food safety. . 

But here are some talking points anyway, just in case you feel like making a few very brief remarks. 
Let me know if you need anything elsa. Thanks, Mary 
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TALKING POINTS FOR FOOD SM'ETY 

PliBLIC MEETING 


.. 	 Ilm "glad to be here at this first public meeting to discuss the comprehensive federal food 
safety plan, 

• 	 The ,President is very committed to food safety, Just this year, he has: 
• announced new regulations that "",n improve the safety offruh and vegetable 

JUIces 
• 	 established the lointlnstitute for Food Safety Res..n:h that will coordinate all 

federal food safety research activities 
• 	 Proposed legislation that wil1 give the FDA greater authority to halt the imports of 

fruits and vegetables that do not meet our safety standards 

• 	 The President's Council on Food Safety is the next logical step in the President's vision of 
taking food safety into the twenty-first century. The way that consumers eat has changed 
over the last century. More and more of our food is imported. Nowhere better do we see 
that we are part of the global economy than in the food safety area To keep up with the 
changes in the way American's eat, the President is committed to improving Inspections, 
prevention, and the education of consumers. 

.. 	 But we need help in improving our Nation's food safety system. That is why we are here 
to today M~ to hear comments from aU ofyou on how best to strategicalIy plan for this 
Nation's food safety system in the 21st century_ 

.. 	 This is the first in a series of public meetings to get input from consumers, producers, 
industry, food service providers, retailers, health professionals, state and local 
governments, tribes, academia, and the public in the strategic planning process. 
.. 1 The other public meetings are: 

October 20 in Sacramento 
November 10 in Shaumburg~ Illinois Gust outside of Chicago) 
December S in Dallas 

.. 	 l want to thank all of you for coming today. The President and the Administration are 
very interested in what you have to say. We are all prepared to work hard in ensuring the 
safety offond that is served on the tables of families aU over the country. Thank you for 
helping us in this effort. 



President's Council on Food Safety 
Food Safety Strategic Plan 

! 

October 2, 1998 
Arlington, Virginia 

8:30 Registration 

9:30 Welcome 
Dr. Neal Lane 
AssisUUll to the President for Science and Technology. Director of the Office of Science 
and Technology Policy 

Importance of Food Safety, Accomplishments and Successes 

Donna Shalal. 
Secretary of Health and Human Services 

Rtebard Rominger 
Deputy Secretary of Agriculture 

Introduction of Panel MemberS-Or. Neal Lane 

Dr. Catherine F... Woteki. Loder Secretary for Food Safety, USDA 
James A. O'Hara. DepUty Assistant Secretary for Health. HHS 
Dr. Lynn R. {rl)ldman, Assistant Adminisltator for Prevention. PCllticides and Toxic 
Substances.. EPA 
Thomas J. Billy. Administrator, Food Safety and Inspectioo Service, USDA 
Joseph IAn,itt. Director. Center for Food Safety and Applied Nuttitkn. fDA. HHS 
Dr. Morris Putter, Assistnnl Diret::tor fot Foodbome Diseases. CDC. HHS 

Agency Visions 

A Safe &. Affordabfe FocxI Supply-Dr. Lynn It, GokItntln 
Assuring Food Safety Requires Everyone to Playa Role-James A. O'Hara 
Protecting the Food Supply Must Be Grounded in Sound Science-Or_ Cutberine F.... Woteki 

10:10 BREAK 



10:25 	 Discussion of the Vision/Strategic Plan 

1, 	 Does the visioo statement accurately depkt an adlievahle food safety system vtsim1 What 
mOOificatioos, ifany, woold roo make? 

10'.45 2. 	 What are the t:wriers to pursuing Ibis ..isioo? What gaps cUJTf.'nlJyexiSl in the foodsafetys}'s.!cm 
that impede AChievement of this visioo? 

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

11:45 	 LUNCH 

12:30 	 Discussion of Vision 

12:30 	 4. WhAt should be the short-term goals and critical steps to realize this vision? What should be 
the !oog-tecm gUlls and steps? 

1: 15 5, What is the best way to involve the public in development of a long~term f()()(t safety strategic 
plan" What uddiliooal steps. besides public meetings would be reneficial? 

1:30 	 6, What are your OOmments on the ooncluN.loos and l'eoommem:Wlioos of the Natiooal Academy 
of Sciences' report, "Enwring Safe Foro From ~oouc(ioo to CooStlmpt!oo'''l 

2:30 	 Public Comment 

4:15 	 Closing Remarks 



Vision Statement: 

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

Questions;
I 

I. 	 Does the vision statement accurately depict an achievable food safety system vision? 
What modifications, if any, would you make? 

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

3. 	 To Make the vision a reality, what changes are needed for; algovomment agencies at 
the Fed~ral, State, and local level; b) industry; c) public health professionals; dl 
consumers~ and e) others? 

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

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

6, 	 What are your comments on the conclusions and recommendations of the National 
Acadcmyof Sciences' report, "Ensuring Safe Food From Production to 
Consumption"? 
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Sob Garfield 8t.28J98 

Susan McNight 8/28198 

Patr.ck' BOYle 912196, 

Jill Hollingsworth 912198 

Theresa S~retch 913198 

Barba(a Stowe SIMla 

Tim Hammonds 9111198 

, 
Joseph~ Corby 9/14198 

Tom Devine 9114198 

Jesse Privett 9/14/98 

Ca'c'ine S>r,iltl Dewall 9/j4/ge 

Amencan Frozen FOOd 703';)21.()170 
InsIJMe 

Quahty Flow Inc. 847-291-767' 

, .' .. -

AM' 703-841-2400 

. 
Food Marketing Institute 202-429·8238 

C-FAR 217·2444232 

Borden Human 202-675-4511 
Sciences 

food Marketing tnstitule202-452·8444 

Association of FOOd 518-457-5382 
and Drug Officials 
{AFOO) 

. 
GAP 202-40S~C03.4 

USOAIFSIS 806-839-3195 

eSPI 202·33-2·9110 

703-821-1350 

847-291-7679 

703-S27'()938 

202-429.;)272 

' .. -' 
217 -24<-8594 

-202-675-4512 
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518-485-8986 

202-4Q8-9855 
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Hea!rer KHnknamer 9123198 

8.th Resnick 9127198 
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Lesle;-··· ":'Friedlander '9/28/98 


Kelly Johnson 9128198 
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National Joint Council 503·128·3814 
of Food Inspector 
Locals 

GAP 202408· 
0034.. ,32 

Institute of Food 312·182·8424 
Technologists 

Cornell U~i\'ersity 315·787·2279 

ElASTIC 610-4364801 

S T.O,P. 718·246-2739 

S T.O.P. 718·246·2739 

NACCHO 
.._._- . <. 

202·783·5550 

Veterin'anan ,C',': .' ", 717·746·3072 

National Food 202-&37·8060 
Processors Association 
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Last Name n'SJ Name 	 Otgani:.aliol't Name Phone Number Fa.r.: Number 

Allison Rtchard 	 Food Safely Council _ ..301.53g-7052 

Alonso·Zaldwar Ricardo Los Angeles Times, .702-s61~9295 
washington Bureau 

.. ." ~. 

Anderson Donald DWA 

Anderson Steve 	 American Frozen Food . 703-S21.o7.70 703-821·1350 
Institute 

Balw1n's Diana. 	 Maryland Department o~ ,410-1141.5769..., 410-S41,276~ . .. , - :~... 
Agriculture 

Best Wanda USDNCSREES 202-401·3357 202-401-5179 
« :' 

" -" . '.'. -~ 

Bo<al Usa ELASnc 610'-4364861' '~1~;';"'{198 
-' . ': '-~ 

Boyle Patrick 	 AMI . ,703:841-2400 703-527-(}938 

Carroll Kathy 	 American Dietetic 312:899-4860 312·899-7458 
ASsociation . , ,;.~. 

~ .. 
Cates Sheri DWA 919.541:5804 

Clap Steve ,Food Reg. Weekly 703·295-8637 

Corby Joseph Association of Food and S18-457M 5382 518-485:6986 
Drug Officials IAFOO) 

Oatoe Marylynn FDA 301.827..0413., . 301-827-(}482 

Oatoe Marylynn FDA 301-627·0413. 301-827.0462 

Devine Tom GAP 202-405-0034 202-408-9655 

Qieteman Kathryn Shandwick Puplic Affai", 202-353-9700 202-353-0079 

Dimatteo Catherine Organic Trade 413-774-7511 413-774-$432 
Association 

Donley Nancy S, T. O. P, .718·246-2739 718-$24-4267 

Earl Robert International Food 202-296-6540 202·296-6547 
Informational Council 

.. -.. 
Finelli Mary 	 -Humane Society 301:258-3081 

Fang George Florida Department of 8,50-488·9670 850-922-9110 
Agriculture 

Friedlander Veterinarian· ~, '.' 717-746-3072 717:746:7~31., 
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Garfield 

George 

Gould 

Grove 

Grover 

Hahn 

Hammonds: 

Hodges 

Hollingsw0rtJ;1 

Holmes 

Huffman 

lescheid 

Iwanicki 

Jatib 

Johnsen 

Jolly 

Kantor . r 
Kltnkhamer 

Kosty 

lautiner 

lee 

leonard 

lister 

Locher·Bussard , 

Bob 

Bernat 

Chris 

"Tina' .", 

" Steven 

Robert 

11m 

Jim 

Marty 

Dale 

Keith 

Stan 

Maria 

Bill 

Heather 

Lynn 

~llelh 

Rebecca 

Rodney 

Safah 

Connie 

American Frozen Food 703-821-Q770 
Institute 

IlCA 202-458-8955 

safe Food Coalition 202-822-8060 

TatwEnviron ' '. '703-51S:Z394 

National Resturant - 202-331-5986 
Association ., . ­
Public Voice for Food & 202-}47.-8Z00 
Health ~OliCY 

Food Marketing ,Instnute _ 202-452-94-44 
, " ." 

AMI 703-841-2400 

Food Markehng Institute ','202-429-8238 
~. , ., ., ..
":- .,'-_.

North American Meal 703-443-9181 
processors . 

Auburn Unjve~ity 334-821-3648 

Embassy at Chile 202-785­
1746eXt.124 

Agrilink FOOds, Inc, 716-264-3192 

lica . 202-458-3767 

National Food 202-837-8060 
Processors AssociatiOn .' 


New Zealand Embassy 202-326-4681 


University of Maryland - 0 

S. T. O. P~ 716-246-2739 

NCaA 202-347-0228 

National P9r1< ~ 515-223-2623 
Processors Council 

USDNFSNPDD 202-690-2534 
,-. . 

Commision on Nutrution"< ,~02c776-0595 
Institute 

Senator Thom Harkin. 202-224-5929 
Senate At Comrmt1ee 

C-FAR 217-244-4232 

703-621-1350 

202-822-9068 

703-516-2390 

20Z-gi:l-3lm 

202-3:17-6261 
" . ~;. 

202-429-8282 

703-527-0938 

202-42s:a272 

202-758-8001 

334-502-8171 

~,: 

716-383-1261 

202-458-6335 

202-837-8476 

202-332-4309 
, . " 

301-314:9327 - ~ . 

718-8244267 

202-638-(1607 

515-223-2646. 

202<590-1809 

202-776-0599 

202-2<4-9287 

217-244-8594 
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McElvaine : 

McNlght 

Melnick 

Mennecier 

Miller 

Montgomery 

Natrajan 

Nestor 

Newsome 

Ontko 

Phillips 

Pretanik 

Privett 

Prout 

Ralph 

Resn):k 

Rice 

Robbins 

Roberts 

Sadib 

Sanders 

Santos 

Sarasin 

Michael 

Susan 

/Vrr; 

Paul 

. Peter 

Tom 

Nandinl 

felicia 

Rosetta 

Oavid 

Teny 

Stephen 

Jesse 

Terry 

Andrew 

. ­
Beth 

Kim 

R?byn 

Cindy 

Mane 

Le. 

Edwardo 

Leslie 

USDA 	 202-72(h!1121-
Quality Flow loc. 	 847-291·7674 

American SocJety for " 202·842·9296 . 
MiCfobiolOgy . 

Embassy of France 202-944.0358 

Australian Embassy 202'197·3319 

United Egg Association 202-842·2345 
-

Keystone FOOds 610-534; 
-. 5316ext229 

GAP 	 202-408· _ 
p034ex.132 

c 

Institute of Food 312-782-8424 
J :'Technotogfs"ts':;' ..­Walt Olshe'y'Wof1d 407-934-<3697 

Company -
Johns Hopkins Univefsity 240-226-4831 

National aroile'r CounCil'. -+~O2-262-2662 

USDAIFSIS 806-839·3195 

SMC Corporation 202-956·5213 

Meat & Livestock 212-486-2405 
Australia 

NACCHO 202·783-5550 
" .".. -	 . 

AMI 703-841·2400 

United Food & 202-466·1505 
Commateia! VVorkers 
International Un. 

USDAIAG libraI}' 301-504:;";09 

Argentina Embassy 202-238.0446 

American Bakers 202·789-0300 ..Associatioii 

Embassy of Chile 202·785­
1746.xt.124 

American Frozen Food 703-8i1-0770 
.....:-'.Institute 

847·291·7679 


202942·9335 ­

202·944.0303 

. 	 202·797'3049 

202.082.on5 
. '" ' 

-610·566-1685 

-
202-408-9655" " 

~ , . 

~12:?82;8~8. 

407'828-6015 

240-228-5353 


202·293'4005 -, 


806,839-2148 


202·956-5235 


212·355·1470 


- -
202-783·15B3 

. 
703·527-0938 

202-466·1502 

202·332·1324 

-	 -,' 

703-821·1350 
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Schwemer Brett Olson, Frank & Weda 202·518-6359 202·234·1560 

Sell Kyla Sunkist Growers 202-8794125S 202-628-8233 

Serade Kirk National Pork Producers 202·347·3600. 202·347-5265 
Council 

Snara! Amilia USDAiFSISISOB 
.' 

202·120-0 107 202-205-0080 

Sheehan .... M.ry Minnesota Departmenl··... 651-215-0SS1 
01 Health "" . 

651-215-0977 

. - ~ . ., . , 

Slart Patricia Johns Hopltins University. 240..226:4831 240-228-5353 

Smith Dewan Caroline CSPI 202·332·9110 202-26&495'L· -. ' 

Smolenski M.rk SRllntemational 703·247-8472 703-247-8569 

Snowden Jill . Egg Nutriti(m Center .... 202-833·8850 
:","'. -;;; . 

202-4ll3-{)102 

Stowe Barbara Sorden Human Sciences '. 202'-615-4511 202-<37&4512 

Stretch Theresa C-FAR , .217·244-4232 '·217-244-8594' , 

Takeginchi Clyde Phoenix Regulatory 703-406-0906 703-406·9513 
Associates 

Tate Michael Tate*Francheca 703·907·5592 703·907-5565 
Company 

Thayer Dennis National Resturant 202·331·5986 202·973·3671 
Association 

Thomas Carol USDAiFSI$lSD8 202-720·0107 202·205-()080 

Tresenfeld Leslie HOLE Foods M.rkel 301·263·9686 301·263·9685 
, 

Tucker-FoTeman Carol Safe Food coalition 202·822·8060 202·822·9088 

Turetsky Joan USDAIAMS 202-720-448£ 

Veallos Juan lica 202-458·3767 202-458-6335 

Volt Donna CRS Congressional 202-107·7285 202·707-7000 
Research Service 

Walsh He<ly Meat & Livestock 212-486·2405 212·355·1470 
Australia 

W.rd Elise Community Hearth in 301·986-5706 301-656-2683 
Focus 

Warhaw Randy Cornen University 315·787-2279 315-787-2284 

Wenning Tom National Grocer's 703-437·5300 703-437-7768 
Association 

Tuesday, Sl'pUmber 21), J998 Page <t oIS 
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Willard Tim National FOOd 
PioceSSOrs Association 

202.{!31·8060 202.{!37·8476 

WilSon 

Wilson 

Geoffrey 

Robert 

John Hopk.ins Applie 
Physics Laboratory 

CIFT 

240·226-4831 

202·835·1571. 
202 

202·29&-2736 

Wozniak Chris EPNOPPIBPPD 703.{!Q5-{)S13 703-308-7026 

Wurtele Randy National Joint Council of 
Food Inspector Locals 

503·728-3814 S03·726-4782 

Yablonski Cindy rntemahOnal Bottled 
Water Association 

703'{!83-5213 703-£83-4074 

Yamada N Fresh Produce 
Association of lhe 
Americas 

202·296-4484 202-293·3060 

Zawel Stacey Grocery Man. Of America 202-295-3943 202-337-4508 
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