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ﬁzymazsz;fr OF THE TREASURY

‘i‘.:' At
% I . . - L ¥ " " ‘_ Lt
The Honosable William J, Clinton SERL R IRAATR
Presidont ' ‘ S A R
The White House ' :

Washington, D.C, 20500
" Diear Mr. Pmsident'

As you directzd in your memorandum of July 3, 1999, we are submitting the enclosed ;omz : .
report on steps that the Department of Health and Human Services (HHES) émd the Depaztmwt ef :
the Treasury (T reasury) will take to protect consumers from unsafe’ unportmi foods, Your - . &
memorandum directs that we target the “bad actor™ zznporters who violate the mlos and work to’
subvert the system by moving unsafe food imo U.S. markets,

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

authority 'and resource limitations, fo develop new z}pmzz’czzai procadures to protect public

health, ki responding to your directive, we have given particular attention w six specific ) o
_ objectives that you emphasized in your memorsndum: ) U

‘ ] g A igtration - TthmdmdDmgAﬁmm an(FDA}
of the zms is prcpanng gmd:lmcs ﬁmt mslude criteria for identifying problem nnpo:tm as well
a8 ;mzw:im& for imposition of sanctions. The 11.8, Customs Service (Customs) of the Treasury
is prepariog gwdelines for its field personnel to ensure that shipments of food products for FDA-
designated problem importers can be identified at the fime of arnival and held in secure storags
until released by FDA, . w

(2} Destroy imported food th 3 ic health threat - FDA will cstabhsh
oriteria for determining which health zmr.i safety vwiaiwns are szzf{iz:zwziy serious to require
destruction of the imported food, Customs currently has amgie seizire and forfmm autimmy,
and procedures to allow FDA destruction orders to be carmxi z)ut. 2

refused a for safe easons - | FI}A wlli publish ragulatwns that mllpmwde for markmg
a0 preéacts as waﬁ as other initiatives discussed in this report, Customs mspectors -
at ports Qif entry will enforce the FDA marking requirement.

statutory authonty to jssue regmatwns i this area, and 'mii éevzﬁo;x a pian to address sample
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collection and laboratory issues as well as other mltlahves discussed in the encloscd rzport; .

\ . . . o : . A ,v ff’ f"‘i"!! I
: dj i Inited States - Custam,s has airaaady pubhshed pmpased
regtﬂatzorzs fo increase the izqwéated dam%as from three imes the entered value to the full ot

domestic value in cases where refused shipruents are not redelivered, exported, or destroyed in
accordance with law or regulation. The proposed regulations would reraove the pcssxbzhzy {}f L
monetary gain from the illegal importation and sale of refused food. cat e s

aggz‘esam mfomemmt programs zm:im exxszmg statutcry amha:mfzs that allow for the - i
imposition of monetary penalties. Customs will ensure that FIZ}A 18 a%’am of the assesgment of‘
civil monetary penalties against violators involving unsafe food, and FDA will ensure thiat
Customs is aware of any events for which civil monetary penalties are an appropriate regulatory
action.

The enclosed report further claborates on our plan of action in thesc six areas. The report
summarizes progress already rsade by the Food and Drug Adnumstratmn and the U.8. Custorns
Service a2y well as future activities that will prevent problem 1mportc:rs fmm Jeopardlzmg thc:

safety of our Nation’s food supply. : ) o Lt
§ o . .t “4 {v; :
Sincerely, Sincerely, .
Lo Mo o TN
Lawrence H. Swnmers | Domna E. Shalala s
Secretary of the Treasury : Secretary of Hoalth e

v amifiuman&ervmes ,

Enclosure ‘ : . Lo
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Pregidential Initiative - Safety of Imported Food
Status Report

American consumers enjoy one of the safest food supphes in the world, Exzhancmg the safaty cf
the U.S. food supply is a high priority of the Clinton Administration s evidenced by funding’., -
requests for food safety initiatives, the establishment of the Food Safety Council, and dm.cnvas
10 improve the safety of the food supply. Oun July 3, 1999, President Chnton axpandeé his food .
safety cffarts by directing the Secrotary of Health and Humen Services and the Secretary of the .
Treasuty ta take additional sction to further protect consumers from unsafe imported foods,
While most imported foods are safe, and most importers comply with U.S. food safety
requirements, 8 {ow importers ity to sidestep U.S. laws to bring unsafe or contaminated food into
the countfy. The President specifically directed the Food and Dmg Administration (FDA), the
agency respousible for the safety of most imported foods, and the Umted States Cusmms Smxuc
(Cam} to take all sotions available tor . SR el

A
| .11
I ¥ -

i %
]

{ 1} Prevent distribution of imported mzsafe food hy Hieans such as mqumng ﬁ:u:-d to be
held until reviewed by FDA,

{2) Deswoy imported food that poses a serious public bealth threat;

(3) Prohibit the re-importation of food that has been prcvmusiy refused admissmrn am:i
hag not been brought into compliance with U.S. laws and z:cgulatwns and require

the marking of shipping containers and/er papers of zmpcned fooud that is wﬁzsnd
admission for safety reasons;

(4)  Set standards for private laboratories for the caﬁéc{ion and analysis of samples ﬁsf
imported food for the purpose of gaining entry into the United States;

(5) Increase the amounnt of the bond posied for imported foods when necessary 1o ;iz:icr
| premoture and illegal entry into the United Szatas azzz:i
{6)‘ Enhance enforcement against vmlahons of US. Iaws rclated w the ;mpommzz of
foods, including through the imposition of civil monetary penaizzes St tes

The ?msiéieat further directed the Scerctary of Health and Human Services and the Secretary of
the Treasury o consult with his Food Safety Council and relevant federal agencies, particularly
the United Stgtes Department of Agriculture (USDA) and the United States Trade Representative
{USTR), to develop steps in the above areas (¢ protect consumers from unsafe imported foods.

e
F
:
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II. This Report -, v

’ ' . ’.- o’a }
" ‘Sl i ‘ .

The President asked the Sccrctary of Hcalth and Human Scrwccs and thc Seccrétary of the 1wl
Treasury to report on the steps they will take in each area identified in his directive to protéct”
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 tile President’ s goal of curtailing the effect that problem importers may have on the  *
safety of the U.S. food supply, the Depariments will exercise the full extent of their stamtory e,
authomles to: _ .

i . 1 ’

' -r.! '

( lj Require controlled storage of mcrchandlsc entered- by ﬁnns with a ]:ustory ofi fallmg
to hold products, of making false declaration, or'of subshtutmg products '

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

(3) Promulgate regulations to require importers or consignees to mark food ppoductS" f
that have been deemed unsafe and refused admission into the United States and -
prohibit the re-importation of any food product that has been prev:ously rcfuscd °
entry; el . .

(4) Promulgate regulatlons to estabhsh requlrcmcnts pcrtammg to sarnple collecnon e
and private laboratories;

(5) Assess liquidated damages equal to the domestic value of merchandise that has not
»  been redelivered to Customs or that has not béen exported or destroyed w1th1n the'
time period prescribed by law after refusal; and v
| i t
(6) Collaborate more effectively in enforcing the Customs program of asscssmg cwﬂ
l monetary penalties to importers who attempt to unport any food by means of ! a.ny
material false statement, act or omission. v

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
“jmported foods. Included in this report are discussions of pmposed rulema]qng and resource .

costs to FDA and Customs to enact the new procedures and mplement new regu.latlons

Because public notice and/or comment is desirable and, in somc instances, required for the -
implementation procedures, the Departments plan to invite dlscussmn and comment’ on these o
initiatives. This report and its accompanying opcratlonal procedural guldancc and regulatory
enforcement programs will be posted on the Intemnet sites of FDA and Customs.

!
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The actions outlined in this report ars intended to deal with pmbiem importers and unsafe food
shipments. The proposed steps are fully in accord with Werld Trade Organization agreements
and should not pose barriers o trade for importers who routinely follow U.S. regulations and
procedures. ;
Food is deﬁneé as articles used for food or drink for man or athzr amma]s in section 201 (f)(l) of‘ :
. the Federal Food, Drug, and Cosmetic Act (21 US.C. 321{H{(1). Ammal faod or fccd is also "'~ L
imported into this country, Unless stated atherwise, use of the word‘food m ‘this rc:port inc}, udes .
aaimal foad or feed. ¢ i
1L Participants
FDA and Customs have the primary responsibility for the plans to sccomplish and impicz’mhﬁf: ;
this directive, A joint task force, which developed this report and impletnentation plan,* . ¢*, -
consisted of membets representing various offices within Customs and FDA, ag well as the ~ - &
Environmental Protection Agency (EPA), and USDA” s Food Saf&zy and Inspection Sérvice P
(FSIS) and Animal and Plant Health Inspection Service (APHIS). Copies of the working draft
were shared with representatives of USDA * s Foreign &gractzim Service (PAS) and the USTR.

The report was also submitted for corment to the President’ 3 Bood Saféty Council,

Iv. Action Areas R

1. Prevent distribution of imported unsafe food hy means snei} as mqazmxg i’oad ta be heid

uatil reviewed by FIA. ‘ ; S Ter
.

Status: FDA and Customs have developed procedures by which zmyorzers who have mpcateéiy

distributed imported foods before they were released by FDA, or have provided the US.  © -

government with false or misleading information on imported foods, will be required to store” .

future shipments in secure facilities opersted by an independent thivd pany, under the )

supervision of Customs, until FDA hag reviewed and relessed the shipments into domestic -~ +

commerce. IfFDA ultimately determines that the food is not dmissible into the United States,

the importer would be allowed to remove the foed from the secure storage facility only for

irarnediate export or destruction. The importet would bear storage ¢osts Since FDA and ¢

Customs expect that, nationwide, no more than two or three dozen 1mp0rters will bé subj ectto.

this procedure at any given time, thore should be a0 szgﬂzﬁcmt impact on port storage . | )

wqmmmts

Plan: Customs port directors already possess sufficient authority to irr;plamcnt this plan. FDA
will draft internal guidance for its field personne! on how 10 work with Custorms under this plan. .
FDA* s internal guidance will include eriteria for identifying problem importers as wellas '

i ‘ S
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internal procedures for submission of recommendations for review, and concurrence by FDA %
headquarters. Customs will draft internal guidancee for its field pcmamei to ensure that pzobicm;
itporters are identified and that the food products imported by the mb}m importers arc held'in
secure storage until released by FDA. o

Timeframe:
Qctober-December 1999
a2 Customns has drafted and will issue field guidance -
b. FDA will draft end issue ficld guidance ' ¢ et
January-March 2000 “ ' 2 "i‘.?*'.": :

a. FDA will identify importers meeting the cxitetia for. smm‘c sit}ragc SRR _“

b. Customs will load FDA importer data into Customs Scrwung System (GAS)
¢. Implementation of the program

1. Destroy imported food that poses a serlous public health threat.
Sratus: Under section 801{a) of the Federal Food, Drug, and Cosmetic Act (21 11.8.C. 331(a}}, .

the Secretary of the "I‘wasury is directed to destroy any pmduct refused admission into the
United States, unless it is exported within 90 days followmg such mfusal FDA and Cusmms

have discussed procedurcs whereby, once FDA has determmed that a smpmmz of mpmd food - o

poses a significant risk to the public health or safety, rather than'issué’s Refusal of Admzssm
FDA will refer the shipment to Customs for seizure under 19 U.S.C. Eﬁ%a{c}(uzapazﬁauon .
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 sericus risk to public health,

Linder Customs’ forfeiture provisions, the government is res;mzxsibie f{}r storage and ées{mcﬁo&z
costs. Preliminary estimates are that approximatety 1,500 ziasmzc‘fm?zs will aceur armual%y and
that the government’ s cost will range from 1.5 to 3 million dollars, ’Z’im ;zmmdum will’ zmpact,

Customs resources as funds have not been specifically ap;zmgmamé for destruction 8f sezzcd .
foads,

Plan: ’I‘Efig plan will use existing Customs seizure and forfeiture authority and procedures, FDA
will xaimttfy criteria for determining which health and safety viglations are sufficiently serious to
require destruction of the imported food using FDA* s Class I Récall eriteria as a basis. Aljo,’
FDA will develop guidance for its field personnel on submission of mwmmcndatmns to FDA'
headquarters for Customs seizure/forfeiture/destiuction actions. C.*uswms will devclc:p guzdance: "
for i3 ficld ;;ersazmci 1o expedite processing of FDA semxreffarfeztumfdesmcnon requasts
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I?}Z)ﬁx will deveiop criteris for identifying which bealth and Safﬁty vxolat:ans are

sufﬁmmﬂy significant to require destruction af the imported food

b. FDA will develop guidance for the field on submission of mommendaﬂons lo

FDA hondquarters for Customs seizure/forfeiture actions *

¢. Customs will draft and isshe ficld guidence .
Jenuery - March 2000

Implementation of the propram

-Iq.

%

3. Prohibit the re-importation of focd that has been prévionsly refused admission and has

sot been brought into compliance with U.S. Iaws and regulations, and require the marking
of shipping coutainers and/or papers of imported foad ths.t is ref&zsed admissian faz‘ safcty
t‘ﬁﬁﬁ(ﬂisa \ v ¢ L

Status F_I)A, in consultation with Customs, is drafting o proposed mzé regarding zzze marking of
refused food shipments. FDA ig considering requiring sa itoporter or consignes to affix a «
permanent mark to the outside ¢ontainer of the food product and to an involes, bill of lading, or
other shipping document accompanying the food. (If the mark cannet be affixed to an outside
container, as in the case of bulk agricu%tami products, the proposed rule would consider only.
requiring the mark tc be affixed to an invoice, bill of Iading, or.other shipping document o
accompanying the fosd} Additonally, the proposed rule 'W{}iﬂ{i c:tmsﬁcr requiring ti‘:at the maric
be affixed before the food product legves the port where refusal occarwd and be clear,’” ¢ .: ki
ronspicuous, and permanent. The mark would be similar t6 a mark uséd by USDA on lmportcd
meat and meat food products that are refused entry into the United States. The mark would -
facilitate the identification of previously refosed food products.

FDA is also considering prohibiting importers and consignees from: 1) refusing to affix a mark
on 3 refused food product; 2} importing or offering to import any food product that has been ...
previously refused admission into the United States and marked as such unless it has been
reconditioned to conform with 1.8, 1aw; and 3) altering, retoving, tampering with, or ., » f»-z

¥ = . PR
EEREEEY

concealing a refosed mark Failure to comply could rCSLIlt in seizure’ or athar penalties, s , 7

appropriate. S L \ ey
X .

Plan: FDA will finalize a proposed role and publish it in tﬁc Federal Regzis:er for ;mi}iw
comment. The agency will develop a plan o invite comment and discussion about marking
refused food pmducts as well as other initiatives discussed in this report. FDA has s&zﬁﬁc&m&

statutory authority to issue regulations in this arca. Customs would verify the FDA export o,

marking reqmremeni The addiional budgetary need for Cuswms 1o enforce tiz:zs new K
reqmrement is estimated to be 28 person-years. . S

N K
o . . . A
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Timeframe: R

2. FDA to complete drafling of the proposed rude and publish in the Federal . ©
Register for public comment ’
b. FDA will draft a guidance document for field implementation ]
¢ Customs will draft a geidance document for field implementation RN
May 2000 - Augugt 2000 N
+ & FDA to cvaluate comments submitted to the proposed rule " _
b, FDA to prepare a final rule o . T

* * *
Y N P | s
Septernber - Cctober 2000 o : LT
1 = i . “kor
B3

8. FDA to publish final rule in the Federal }fegfsier
b. FDA will issue fickd guidance
¢. Custorns will issue field guidance

4. Set standards for private laboratories for the collection and analysis of samples of
imported food for the purpose of gaining entry into the United ﬁtates

" Srats: FDA is considering proposiog a rule that would cstabi:sh requuements for mporters and
other persens who use sample collection services and/ov private ia‘zmratems to dernonstrats
compliance with FDA law, and would establish requirements and standards for the colléction
and analysis of samiples. The proposal wonld consider requiring persans’' who use sample
collection services and private laboratories to notify FDA of theit intent to use a sample
collection service or a private faboratory and to explain the reasons for the sample collection or
laboratory analysis. The proposal would also consider provisions to ensure that ssmples are
properly uientziicd, collected, mmmmaad, and analyzed. Additionally, the proposal would
consider requiring laboratories analyzing samples o be accredited, to use validated or
recognized methods to analyze samples, and fo submit analytical packagcs directly to FDA. *i’he
proposed rule would be intended to help ensure the integrity an(i scientific’ Valiiﬁt}’ of data and ‘
resulis submitted 1o FDA,

Plan: FDIA has sufficient statutory authority to issue regulations in this area. FDA wil] finakize a
proposed role and publish it in the Federal Register for public comment. FDA will develop a
pian to invite comment angd discussion about sample colicctmn and laboratory issues as well as
other imdtiatives discussed in this repon,

Timeframe: ' S A

QLXQQM v ;
: a. FDA to complete drafting of the proposed mie ‘and pahhsh in the Fedfzraf N
' Register for public comment o
-b. FDA will draft guidance document for field implementation

s
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8. FI?A to cvaizzate comments submitted to the proposad ruic SN

b. FDA to prepare a final nile O

¢, Customs to draft guidance document for fi eld unpiementatzﬁn ) °
Scpiember - October 2000 » L

g. FDxa wiil p‘ubhsh fina} rule in the Federal }Zegm‘er S

b. FDA will issue field guidance | , S

¢. Customs will issue field guidance

5. In&:rease the amount of the bond posted for imporied foéds when zzecessary to deter °
premature and illegal enfry inio the United Stutes.

Status; Current Customs mgulatwns provide for the assessment of hqmtiazed damagcs uzzdcr an
import bond equal t three times the entered vahe of the shipment of food when the § tmporter .
defaults on the condition of the Customs bond ccacmmmg redelivery of the goods, The entered
value, however, is generally the price paid by the importer for the merchandise {with certain
minor adjustments} prior to shipmens to the United States, If a shipment is refused admission by
FDA and not redelivered to Customs, sxported, or destroyed in accordance with law or.
repolation, liquidated damages are assessed for breach of the bond, The Ceneral Accounting
Office (GAO) bas reported that even lguidated damages of three times the cntered value of the
shipment may not deter the illegal sale of imported food bccausc tfzw valw of the food o the "
domestic r?tmi market (i.c., the damcs%zc value) may be far g:rcatcr tham r.hmfs timey the zntaredz
value, ‘ : =

Rcspandi:zg to GAO’ s concem, on August 2, 1999, Customs published a proposed rule to
merease the liquidated damages from threc times the entered value to the full domestic value in
cases where refised shipments are not redelivered, exported, or destroyed in accordance with
law or regulation (64 Fed, Reg. 41851). Since the importor normully sells'at the damestic value,

the proposed rule would remove any possxbzhty of monetary g,am from the zliegai mparmm S
and sale of refused food. . . ok

. i .
. . e ! N ‘;,"a‘ I"%
g YF [ ST *

Pilan: The comment period for this rule closed October 5, 199§ ‘Cuistoris will condutt an”
analysis 0f comments and subsequently drafl a final Tule f‘ar publication i the Federal Register.

Timeframe:

sttc:ms wﬁi analyze comments and draft a faal mile : o
Jenuary-March 2000 e
: Customs will publish the fizal rule in tiw Federg! Regzszer

b 1
+
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6. Enhance enforcement agsinst violations of United States Inws related to the importatxon o
of foods, mclnding throngh the imposition of civil monetary penalties. ¢
Starus: Custorns has instituted aggressive enforcement pmgmms under existing statutory

authorities that allow for the imposition of monetary penalties, Uader 19 U.B.C, 1552, Customs

can penalize any person including any importer that enters or attempts to enter any food AT
{including meats and pouitz”y} by means of mny matcrial false statement; act or omission.

Penalties can be issued in amounts up o the domestic value of mﬁtc}zandlse so imparted. Under

19 U.B.C. 1595a(b), Customs can assess penalties against any pmasgthaz atterpt to :mpart i
nierchandise contrary to Taw, Penalties assessed under 1555s(b) are also in an amount aqual o
the domestic value of the merchandise, Customs is successfully using this latter statute against
importers that, at the time of exportation of food that has been refused eatry by FDA, atterupt to
substitute other merchandise in place of that which has been refused, In sddition to the above,

FDA and Customs have pursued, and will continue to p‘ursz,w joint cnmmai investigalions zmd )
prosecutions, &3 apgropriate. ' ‘ . oAl
Plan: While this procedure is currently in ﬁpcranoﬁ. at Cagmms, F DA i not always awam z}f thc )
assessment of ¢ivil monetary penalties involving importers of foads Custams will take sZcz}s tol
ensure that FDA is aware of the assessment of civil mcmctary pezza?tws against vmlatms ) ‘
involving unsafe food and that Cnstoms Is aware of any events for which civil monetary

perialties are an appropriste regulatory action. FDA and Custorns will take steps to ensure that
UISDA's Food Safety and Inspection Service is aware of any such rcgula{:ory actfons that may
include mcats and poulity. )

10

T:mzﬂame: . A TR YR

October-Tanuary 2000 PR "er",\ Coe L
" o. FDA will issue field guidance R R K R
¢ b. Customs will issue field guidance ' e T
¢. FDA and Customs will meet with FSIS to discuss appmpnafa procedures and
field guidance

] K "5 :
Many of the planned sctivities described ju this report repmscnt a sxgmﬁcant change in czaeranon
of the FDA import program. FDA plans fo conduct a series of publlc meetmgs to present and
discuss these ;}&zmed activitics to both the trade and to the public. Custcm:zs will participate i "I .
the public meetings and will invite discussion of procedural changes. Where appropriate, the
procedural changes will be posted on each agency’s Internet website. The proposed and final
rules will also be posted on the appropriate agency's Internet website,

-t
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V1, Conclusion . S e

The development and implementation of the planned activity in the six urcas specified by the SR
President will increase the tools available to the FDA and Customs to protect American - ...
consumers from unsafe imported foods. FDA and Costoms will use these tools to focus on =~
problem importers. Many of the procedures described in this report will likely serve ssa
deterrent not only to problem importers but also to any others considering whether o sidestep,
U.S. laws to bring unsafe or contaminated food into the c:mzztzy

FDA and Custorns anticipate confinuing efforts to wark togethey, in coeperatmn with EPA «

FSIS, APHIS, FAS, USTR and the President’ s Food Safety Council, to pwtect consumers ﬁcm
ungafe imported food, FDA. and Customs also look forward fo warkmg with Congress on ways
16 enbance the agencies' efforts to further ensure the safety of the, Us: , food supply.
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docnamc GAWPANNECNmport Food SM@@\CLM%IW& doc

received via email from ABorsstti on 9/27/99 (has Treasury ediis) .
edited: ABCrawford; 1HF-40:9/28/89 to correct odd symbol typos. y
feompared to fax copy from Custorns 7 ¢ne edit noted on p. § under last sentence of ”I’iw"
section ? that Custoras asked for, but does not show up in Cusioms copy ? kcpt; editin 7 ABC .
9/28/09] - AR P
ABCrawford: HF -40:9/28/99: incorporated OCC edits per mckeifCCopp o
rename doc: GIWPNANNEQUmport Food Safety\CLENLO2 1 Treasrevidoe - oo
REVISED: MAyling:incorparated timeframes & FSIS language item 6 per Food Safmy , ﬁ;
Council/MSmith instructions via SLMayl/OF; incorporated changes from ISimpson/Treasury via
LWells/Customs via telecon; 10/8/99

REVISED: Mayling: revised timeframes rogarding ml:mﬁk:mg procedures to acmmadate
timeframes for economic impact evaluation and OMRB review: 10/7/99

REVISED: J. Oliver, A. Borsett, revised wording on timelines for (6} C‘zvzl Meney pﬁnail:cs .
10/07/99 o
REVISED: A Borseit incorporate M. Eckel, revised wfxrdmg on (4) adz:! “de:mmn,szmte .
compliance with FDA law”, 10/08/99, ) CoL R
REVISED: 10/18/99 OMB edits worth DPC concurrence. , LT
TOMB edits shared with Treasury (Jobn Simpson) on 10/20/99,

Received from Treasury 10/21/99.

A Borsestt: Final edits 10/227/99, hand carried to Tom Kutchenberg HHS 10/22/99.
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ADMINISTRATON ANNOUNCES NEW

l REFRIGERATION, LABELING, ENFORCEMENT,
3 AND COORDINATION MEASURES

TO IMPROVE THE SAFETY OF EGGS FOR CONSUMERS

Today, the Administration wilt announce three new measures to improve the
safety of shell cggs in order to reduce the number of 1llnesscs and deaths associated with
outbreaks of Salmonella Enterttidis (SE). It is estimated that approximately 310,000
Salmonelia infections occur each year. However, from 1985 through 1998, only
approximately 28,000 cascs of illnesses and approximalely 80 deaths were reported from
SE outbreaks, which primarily resulted from food containing undercooked cggs. 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 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
transporied at 45 degrecs 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
uniform federal refrigeration requircment for all shell eggs stored or displayed at
packaging facilitics, warchouses, retail outlets, and in transit. Finally, the Administration
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.

FDA l’rc;posed Rule on Refrigeration and Labeling

The Administration will announce a proposed rule to require that eggs offered in retail
establishments, such as supermarkets, restaurants, hospitals, nursing homes, and schools,

be rcfrigérated at 45° F: Although recent data from the Foodborne Diseases Active
Surveillance Network (FoodNet), a collaborative project between the Centers for Discase
Control (CDC), USDA, and FDA, rcports 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 1o grow.

The FDA rule also will require the folloWing safe handling statement on labels of the

percentage of shell eggs that have not been treated to destroy SE: '
SAFE HANDLING INSTRUCTIONS: Eggs may contain harmful bacteria
kﬁown Lo cause serious illness, espectally in children, the clderly, and persons
with weakened immune systems. For your protection: Keep eggs refnigerated,
cook cggs until yolks arc firm; and cook foods containing cggs thoroughly beforce
cating.

FDA will accept comments on its refrigeration and labeling proposal for 75 days and
expects to issue a final rule early next year.
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The US DA Directive to Enforce Refrigeration and Labeling Requirements

On August 27, 1998, the FSIS at USDA published a final rule that applies the 45 degree
“ghrenheit refrigeration requirement 1o warchouses and other distribution localions that
store shell eggs packed into containers destined for consumers, including transport
vehiclos, The USDA rule did not apply 10 retail establishments. Combined with the
above proposed FDA rule, the federal government sow will require the refrigeration, at
45 degrees or below, of all shell eggs stored or displayed at packaging facilities,
warchouses, retail outlets, and i transit. The FSIS rule also required that aif packed shell
cggs be labeled 1o state that refrigeration is required. The FSIS rule becomes effective
this AL&Q%S? 27. The FDA label, once finad early next vear, will be used exclusively rather
than the FSIS label for shell cggs as the FDA label provides more safety information.

in order (o implomertt this nal rule, today FSIS will jasuc o divective, atmed at its

. inspectors, which outlines procedures to enforce this rule.  This directive lists specific
instruclions on how fo test the temperatures of shell egg storage and transpornt facilities.
The dircetive also will state that USDA inspectors who find violations of etther the
temperatire or fabeling requirernents may take appropriate actions, including sceking
civil or criminal penalties,

Strate,r.;icI Plan for Egg Safety

The Administration will announce that the President’s Council on Food Safety will
develop a strategic plan for shell egys and processed egg products within 120 days, or by
November 1. This strategic plan wilt 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 rescarch needs and the role of state-{ederal partnerships in ensuring egg
safety. This strategic plan will paralle] the brosder food safcty strategic plan being
developed by the Council that will be available for public comment later this year.
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Draft 6-30-99 5pm
QUESTIONS AND ANSWERS ON EGGS
(FDA PROPOSED RULE ON LABELING AND
REFRIGERATION, USDA DIRECTIVE, AND GAO REPORT)
July 1, 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 Entenitidis (SE). FDA please answer: how many illnesses and deaths
will be prevented with this rule? It is estimated that in the United States 2.3 million
eggs annually are contaminated with SE putting large numbers of our citizens at risk.
First, thec 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 degrees Fahrenheit and that safe handling
statements be included on their labels. Second, the Department of Agriculturc’s (USDA)
Food Safety and Inspection Service (FSIS) today issucd 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 are 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, thc 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 have resulted from SE outbreaks, which primarily resulted from food containing
undercooked cggs. Although recent data from the Foodborne Discases Active
Surveillance Network (FoodNet), a collaborative project between the Centers for Disease
Control {CDC), USDA, and FDA, reporis a 44 percent decline in SE infection rates
between 1996 and 1998, this proposed FDA refrigeration requirement will decreasc
further the likelihood of SE outbreaks. A joint FDA-USDA nisk assessment found that
refrigeration makges it more difficult for SE bactcria to grow.
Q: What IWiII the safe handling instructions say?

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



of the __i_ percent of shell eggs that have not been treated to destroy SE:

SAFE HANDLING INSTRUCTIONS: Eggs may contamn harmful bacteria known
to cause serious 1Iness, especially in children, the elderly, and persons with
weakened immune systems. For your protection: Keep eggs refrigerated; cook
epgs untl yolks are firm; and cook foods contaming cgys thoroughly beforg
ealing.

The statements will help inform consumers of the potential risks posed, particudarly
children, the eiderly, and persons with weakened immune systems, by illness.causing
bacteria that may be present in eggs.

Q: When will the FDA rule become effective?

A: FDA will accept comments on its refrigeration and lfabeling proposal for 75 days and
expects to issue a final rule early next year.

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

A: Please provide an answer

Q: Are all eggs covered by this proposed labeling requirement?

A: The FDA labeling proposal affects shell eggs that have not been treated to destroy

SE. In other words, this will affect viriually all of the shell eggs on the market, including

those sold in intrastate commerce,

Q: What about roadside egg stands?

A: A roadside stand that sells eggs 1o the public will have to comply with the
refrigeration and labeling requirements when the FDA proposal becomes a final rule.

Q: How will the Iabeling regulations affect small businesses?

A: Small businesses will be required 1o comply with the labeling and refrigeration
requircments if the FDA proposal becomges a final rule,

The USDA Directive to Enforce Refriperation and Labeling Requirements

Q: What did the Administration announce with respect to refrigerating eggs in
warchouses and other distribution locations that store shell eggs packed into
containers destined for consumers, including transport vehicles?

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

[rE——



degree Flahrcnhcit refrigeration requirement to warehouses and other distribution
focations that store shell eggs packed into containers destined for consumers, incluading
transport vehicles. The USDA rule did not apply 1o retail establishments. Combined
with theiabove proposed FDA rule, the federal government now will require the
refrigeration, at 45 degrees or below, of all shell cggs stored or displayed at packaging
facifities, warehouses, retail outlets, and in trangil. The FSI8 rule also required that all
packed shell eggs be iabeled 1o state that refrigeration is required. The FSIS rule becomes
effective on August 27. The FD2A label, once final early next year, will be used
exclusively rather than the FRIS labed for shell cges as the FDA label provides more
safety information. ‘

In order to implement this final rule, today FSIS issued a directive, aimed at 18
inspectors, which outlines procedures to enforoe this rule. This directive lists specific
instructions on how 1o test the iomperatures of sholl egg storage and transport Tacilities,
The directive also states that USDA inspectors who find violations of either the
tcmperature or labeling requirements may take appropriate actions, including seeking
civil or criminal penalties.

Q: Wh}f is the USDA directive being issued at this time?

A: When the {inal rule was published in the Federal Register on August 27, 1998, the
effective date for the regulation was listed as August 27, 1992, One of the reasons for
establishing a 12-month implementation period was to allow the induslry time {o make
necessary preparations for the new regulation. The directive is being announced now, in
part, to help propare employees for its implementation and enforcement.

Strategic Plan on Egp Safety

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

A: The Adminstrabion will announce that the President’s Council on Food Safety will
dovelop a strategie plan for shell opgs and processed egg products within 120 days, or by
November 1. This strategic plan will address the bread issuc of controlling pathogens,
including SE, i shell eggs and egg products, and will 1ake 3 farm-to-table approach. It
will also address rosearch needs and the role of state-federal partnerships in ensuring egy
safoty. This strafegic plan will parallel the broader food safety strategic plan being
developed by the Council that will be availuble for public comment later this year.

Generst Questions on Ege Safety

Q: Are %ggg safe?



A: Eggs and cgg 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. Refngeration can reduce the multiplication rate of SE 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?

i
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 decreasc
n the number of cases from SE, as reported by FoodNet, the Foodborne Discascs Active
Survcillance Network, a collaborative project of CDC, USDA, and FDA. Although joint
efforts in egy 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
egys at the retail establishment and tn consumers’ homes. '

Q: Wha"t are they symptoms of foodborne illness from SE?

A: Persons infected with SE may experience diarrhea, fever, abdominal cramps,
headache, nausea, and vomiting. Symptoms usually begin within 6 o 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 weakencd 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
recommend that eggs be cooked until yolks are {irm and that foods containing cggs be
cooked thoroughly.

1 ! .
Q: Should children or the elderly eat undercooked eggs?
A: FDA adviscs consumers that, due to the increased risk of illness from pathogens, that
undcrcooked cggs not be given to children, the clderly, or anyone who has a significantly

weakened immune system.

GAO Report

Q: Why :is there no single food agency responsible for ensu ring the safety of eggs,
and what are the responsibilities of USDA and HHS with respect to eggs?
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A: Congress has cstablished the current statutory framework for egg safety over the paslt
100 years. In accordance with the Egg Products Inspection Act, the Food Salety and
Inspcctic;m Service (FSIS) in USDA is responsible for continuous federal inspection in
plants processing liquid, frozen, and dried egg products. Under the Federal Food Drug
and Cosmetic Act and the Public Health Scrvice Act, the FDA 1s responsible primarily
for shell eggs. Between the agencics, there is a comprehensive working relationship to
coordinate egg safety issues. FSIS and FDA are continuously exploring alternatives to
proicct public health and ensuring the safety of cggs.

Q: Why hasn’t the federal government used a risk-f)ased approach to ensure egg
safety?

A: FDA and USDA believe that a risk-based approach to cgg safety is the best approach.
In June 1998, the agencies prepared the SE Risk Assessment to identify possible
strategtes for cnhancing the safety of shell cggs 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 analyzc risk throughout the entirc continuum
from fan;n-lo-tablc. From the risk assessment, we have a much better idca of the
incidence of illness attributed to SE in shell eggs and egg products. But even more
importantly, we have a farm-to-table model ~ a computer program — we can use to
dclermin‘e the effects of specific interventions on the incidence of illness. In fact, it was
through tlhis model that we decided to require the refrigeration of shell cggs at 45 degrees
Fahrenheit.

The risk assessment will also be used in the development of a strategic plan for shell eggs
and processed egy products to be completed by November 1 by the President’s Council
on Food Safcty.

Q: Will refrigeration of eggs at 45 degrees Fahrenheit make eggs safe?

A: Refrigeration alonc will not cnsure cgg safety because eggs can alrcady be infected
when laid. The joint SE risk assessment demonstrated that refrigeration is a significant
factor in preventing the outgrowth of SE, and refrigeration 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

Q: What is the government doing to reduce the risk to the elderly?

A: The elderly, chemotherapy patients, people with chrenic diseases, 1.¢., cancer and
diabetes, immune compromised individuals, and the very young are at an increased risk
of inlcction from cating SE-contaminated cggs. FDA and FSIS have provided gutdance
to nursing homes, hospitals, and health carc providers regarding the importance of the use
of pasteurized cggs (next sentence says they cannot be pasteurized in shell, is this
true?) for highly susceptible populations and on the proper preparation and holding of



pasteurized egg products. Additionally, the FDA proposed rule that was announced today
will mandate labels for shell eggs because they cannot be pasteurized in the shell to
destroy Sulmenella Enteritidis, (Q: How dogs this compare with that we are only
mandating [abels for shell cggs that have not been treated?) The rule will specifically
alert sasccpzibte BrOHPS, -

Q: ‘%hy hasn’t the federal government implemented IZACCP for processed egp
products?

A: FRIS is developing a proposed rule for implementing HACCP for processed cgg
products. FSIS is in the process of drafling & workplan titled "HACCP, Pathogen
Reduction Performance Standards and Elimination of Prior Approval for Egg Products
Plants.” The agency has convened several working groups to cxamine the technical and
scientific issues, and is reviewing available scientific literature addressing the existence
of Sulmopella Enteritidis in shell eggs and cgg products. From the information being
derived, FSIS is starting to develop pathogen reduction standards for processed egg
products, Once the performance standards have been established, FSIS will complete its
proposed rule. The proposal will include performance standards, HACCP, and the
elimination of prior approval requirements.

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

A: Today FSIS announced its dircetive that implements the refrigeration and labeling
requiremnents for egys.

Q: What is FDA's corrent strategy for prevention of SE contamination of eggs on
the farm?

Ay The association of SE outbreaks with grade A eggs was reported in 1288, Since that
time the agencies have been conducting research to understand the complex problem of
SE in the hen. Much knowledge has been gained, but there are still data gaps in
understanding SE 1n bens. New England and Pennsylvania, in coordination with FDA,
started egy quality assurance programs on the farm. From the most recent data from
CDC, it appears that the incidence of SE foodborne 1lness has been significantly reduced
wherg egg quality assurance programs have been implemented. FDA is prepared o go
forward with a system of national preventive controls on the farm based on infermation
obtained to date. In addition, the President’s Council on Food Safety is formulating a
coordinated steategy for dealing with SE in cggs that will, in part, include egg safety

_ issucs on the fanm,

€Q: Is FDA planning fo issue regulations on refrigeration of eggs?

?
A: Today FDA announced its proposed rule covering refrigeration of shell egys at retwil.
This rule also proposes labeling mstructions for the consumer on safe handling of epgs.



'
Along with FSIS’s dircctive to implement its rule requiring refrigeration of eggs during

i e w s . - .
storage and transport, this initiative will cnhance egg safety by cnsuring 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 Prestdent’s Council on Food Safety Yes will develop a strategic plan within
120 days, or by November 1, 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 foiod safety agency within the federal government?

'A: The Administration is actively working on improving coordination among the various
federal agencics 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 on Food Safety is already moving toward a single voice on food

safety i1ssues 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
Safcty Research.,



FOCUS-Demorrats launch new attampt for food safety bill {&?'

8y Julie Vorman

WASHINGION, June i4 (Reutars; = ?wu doggn Bouse and. Senate Democrats intyoducsd & bill
on Thursday to create & gingle food safsty agoncy, saying the recant food BCACRE Ln Euzepe
showed Lt was vitai for the U.H. governmant to “speak with ons voice™ on ali oo ssisvy
Lamues. -

tha legislation, which would combine fouxi inspactors and regulgtors fyom a dozen
axieting taderal agenciee, has basn introducead Chree previcus times in Congrese without
SLULCENR .

This time, a lone Republican «=- Rep. Tom Latham of lowa ~- also jelned 2% Democrate
in sponsoring thae Bill,

*The political momantum for this La growing,” seid Sen. Dick Durbin, an Iilinois
pemacrat who hes repastedly pressed I0r x single food safety agency.

"Unlses we ppeak with one volee about food safaty, we will lose coredibility with
sonsuners,” ke added, referring to an KU food srisia over Delgplan mest, milk and egga
auspested of contamination with cancer-gaveing dioxin.

T orwo U8, sgoncies -~ the Food and Orug Adminlstrstion and the ¥.8. Agcisulture
Department «~ haved sach aancunced & ban on lmporte of foode linked to the dioxin
cantamination. The USDA zegulstes neal and poulixy while the FDA has responslbilisy tax
mort, othar focds. Both chare juplediction over eagys.

. As many as 80 milllon Asericans mnnually fall lll with diarrheas and other symptams
ranging from 2. coll in fxawh fruite to deadly listuris in hot dogs, ascording to the
government’s hast astinmates. About 9,000 dis.

™he U.E. food. induptry has fiercely opposud all afforte to sgmbine regulatory
divigiona into a single food sganey. It contends that bettsr ccoperation ip neaded among
exieting regulstors, not & new DUrRAUCPACY.

Duriin said he ixpo:tud & coblnet member, whom he did not idenrify, to soon endorse
the hill.

But the Clinten Administretion is not convinced that & slngle food safety aqancy wouid
ofifer coneuners bettwr protection, Agriculfure Bacretsary Dan Glickman sald.

The adminiscration prefers $o step wp coordinstlon of the foeod gafety activitiss,
Fessarch and budgets that already exist within a dozen foderal agencims, he said in an
intarview following a speech to a scheel nutrikion meeting.

*These iapues of raorganizing the hoxes 5f governmant somatimes oot in The seay of what
makeg & rea) diffarence,” Glickman said. "The jury is still out™ on whether a aingle fead
safaty agency would do & bDetter job, he added.

Undsr current fedaral law; the USDA must {napect mesat and pmultry ehanta daliy while
tiham FOA typlenlly (nspaects other food plants once svery five Lo tan years,

A study by the National Academy o Sciences ilast yesr rscommended thet x single
powarful governnent official be sppointed o oversee &ll food cafeny iasuee from farm to
table. The group's report said that a cabinet~rank fnod safely agency was one of saveral
poksibie wayx to achieve the ¢oal of a unified federsl policy.

The General Accounting Office, the lnvestigative arm of Congress, hap repeatedly
andorsed » fingle foed safety agency in reports during the. past dacade.

The U.5. govarmment spends more than 51 billien annually on a varliety of food safsty
programg, the bulk of which goas €2 the USDA fov meat And poulbry inaspections,
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PRESIDENT’S COUNCIL
ON FODD SAFETY

v DPEFARTMEMNT CIErANTHMENT o8 E N IMONTAL

MENT
THILTUNE OF [ZOrMMERDTE, HEaLtH & HuHan BERviCES PROTECTION AOINDY

MAR 15 1999

The President
The White House
Washington, DC 203500

Dear Mr. President:

As co-chairs of your Council on Food Safety, we are pleased to submit to you the Council’s
assessment of the National Academy of Sciences (NAS) report Fnsuring Safe Food from
Production to Consumption. 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 to 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 state 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.

Respectfully,

e Lt

. NEAL LANE DONNA E. SHALALA DANIEL GLICKMAN
Assistant to the President Secretary of Secretary of
For Health and Human Services ' Agriculture

Science and Technology
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President’s Council on Food Safety
i Assessment of the NAS Report
- Ensuring Safe Food from Production to {Z’oizsamptw:z

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 survetilance and research efforts. The federal foud safery system, comprised
of multiple agencies, is avthorized by a diverse set of statutes and is supported by
numercus key partnerships with state, local, and tribal governments, Together these
agencies have created a system that has given i} S. consumers confidence in the
safety of their food purchases.

As goaé as the nation’s food safety system is, there is room for improvement.
Hinesses and deaths due to contaninated food, while pr&verttable continug 10 cause
considerable human suffering and economic loss. That is why, at the very beginning
of hig first term, President Clinton ser a course to strengthen the nation’s food safety
system. Under the President’s leadership, surveillance and research have
dramatically incressed, programs are better coordinated, and regulations are more
prevention-oriented and science-based. But this s only the beginning. The Council
on Food Safety, with the help of the public, will continue to identify problems and
promuote sofutions,

The Council welcomes the findings and recommendations provided by the National
Academy of Sciences in its August 1998 report Ensuring Safe Food From Procduction
s Consiomption. This report lays out a clear rationale for a national food safety plan,
ong that is based on science and risk assessment,

o The Council supports NAS recommendation I, which states that the food safety
systemn should be based on science. In its assessment of the NAS report, the
Council provides numerous examples 1n which thig is already the case and
examples of areas that need 10 be strengthened,

» The Council supports NAS recommendation Ha, which calls for federal statutes
to be based on scientifically supportable assessments of risk to public bealth. In
this reg,ard the Council will conduct a thorough review of existing statutes and
determyine what can be azmmpllshed with existing regulatory flexibility and what
improvements will require statutory changes.

* The Council supparts NAS recommendation b, which calls for the production
of a 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
specifted 1n Executive Order 13100, One component of the plan will be exploring
methods to assess the comparative health rigks to the nation’s food supply,

¢ The Council supports the goal of NAS recommendation 111a. Here, the NAS
calls for a new statute that establishes a unified framework for food safety
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programs with & single official with control over all federal food safety resources.

The report acknowledges that there roay be many organizational approaches to
achieving the goal of a “single voice” for federal food safety activities, The
Council will conduct an assessment of structural models and other mechanisms
that could strengthen the federal food safety system through better coordination,
planuaing, and resource allocation, keeping in mind that the peimary goal 1s food
safety and public health. )

The Council supports NAS recommendation HIb. This recommendation argues
that agencios should have the legal authority and other tools needed to work more
effectively with our partners in state, tribal, and local governments, Federa! food
safety agencies already have many of the tools identified by the NAS and have
uzed them to establish extensive parinerships with state, tribal, and local
goversnents. 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 that the roles of state, tribal, and ltocal
governments in the food safety system are critical and that their efforts deserve
.the formal recognition that partnership in 3 national food safety system conveys.

i
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President’s Council on Food Safety Assessment of the NAS Report:
Ensuring Safe Food from Production to Consumption

At the request of Congress, the National Academy of Sciences (NAS) conducted a
study of the current food safety system to: {1} determine the scientific basis of an
effective food safety system; {2) assess the effectiveness of the current system; (3)
tdentify scientific and organizational needs and gaps at the federal level, and (&)

* . provide recommendations on scientific and organizational changes needed to ensure

an effective food safety system. To conduct this study, the NAS established a
committee and obtained input from federal agencies and other stakebolders of the
federal food safety system. The NAS issued its report on August 20, 1998,

On August 25, 1998, through Executive Order 13100, 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 assessment of the NAS report in 180 days. Specifically, the
President directed:

.. the Council o review and respond 1o 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 s report, the Council should take
into account the comprehensive strategic federal food safety plan that it will be
developing™ ‘

In response ta the President’s directive, the Council established a task force
consisting of representatives from the following departients 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 Management and Budget (OMB). The
task force benefited from valuable isput gbtained at four public meetings (Arlington,
VA; Sacramento, CA; Chicago, IL; and Dallas, TX) and from public comment
dockets maintained by EPA, USDA/Food Safety and Inspection Service (FSI8), and
the HHS/Food and Drug Administration (FDA).

In general, the Council finds the NAS report a constructive contribution to efforts to
improve the effectiveness of the federal food safety system through strengthening
sctence and risk assessment, strategic planning, and better federal integration with
state and docal governments. In particular, the NAS places appropriate weight
throughowt its report on applying science to the management of government food -
safety efforts, Science must be advanced within the context of these competing
snterests. 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



foud safety system that includes regulation, research and development, education,
235;}&{;5%3)23 and enforcement, and surveillance should be based on science and should
use various risk analyses including quantitative and qualitative risk assessmenis and.
risk management 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 mconsistent application of science-based regulatory philosophies. .
While different applications may provide useful information to policy makers relative
to the effectiveness of various approaches, the Couneil’s strategic plan (including its
assessiment of existing statutes and structures) will result in more consistent
regulatory measures and philosophies. The Council is committed to identifying
tfurther improvements that would result in a seamless, science-based food safety
system.

Recommendation |

Base the food safety system on scienre,

H
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The NAS report recognizes that the United States has enjoyed notable successes in
tmproving food safety and that with increasing knowledge, many rational, science-
based regulatory philosaphies have been adopted. The report suggests, however, that
adoption of these regulatory philosophies has been uneven given the fragmentation of
food safety activities, and the differing missions of the various agencies responsible
for spectf' o components of food safety, The greatest strides in ensuring future food
safety from production to consumption, the NAS argued, can be made through a
scientific, risk-based system that ensures surveillance, regulatory,‘research, and
educational resources are aflocated to maximize effectiveness.

Council Assessment

The Council strongly endorses this recommendation. Many federal food safety
programs are already, or are being maodified to be, science-based. The Council
recognizes that scientifically robust programs will result in better identification of
public health needs, and determination of the most effective means of reducing public
health risk, including the most cost-effective opportunities for improvement, and
improved priority setting,

The scientific information generated through surveillance, research, and rigk
assessment efforts will result i improved food safety only 1f there is 2 commensurate
strong effort 1o translate that scientitic information into practical, usable information
at the working level, e.g., through guidance or education, This means there must be
education for all those involved in producing, manufacturing, transporting, and
nreparing food as well as for those persong involved in government food safety
regulatory activities.
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The Council’s goal is to ensure that science- and risk-based decision making are
central to the Administration’s on-going efforts and its strategic plan. Considerable
improvements have been made over the past several years, The strong scientific
uaderpmnmg,s of the President’s Food Safety Initiative, enactment of the Food
Quality Protection Act (FQPA), restructuring of food safety agencies within USDA,
and many individual agency activities such as implementation of Hazard Analysis
and Critical Control Points (HACCP) programs for meat, poultry, and seafood, have
strengthened the overall science base of the foond safety system,

The Council believes that the necessary elements of a science-bazed prograni—
survellance, autbreak response, risk assessment, research, regulation, mspection, and
education—are largely in place, and that improvements ;}%aan@é for the next 5-10
yuars will enhance food safety significantly. The Council will consider in its strategic
plan the following elements of a science-based food safety system;

»  Surveitlance, Food safety agencies will continue to develap more effective ways
to achieve surveitlance goals and to monitor the safety of the food supply.
Although FoodNet {foodborne discase surveillance system}, PulseNet (foodborne
pathogen DNA fingerprinting system), and the National Antibiotic Resistance
Momitoring System (NARMS) provide information never before available in the
United States on foodborne illnesses and the occurrence of antibiotic resistant
pathogens, enhanced quantitative data on the entire range of infectious and non-
infectious fondborne hazards will require additional efforts.

s Rizk Assesomers. Risk assessment s a valuable tool for setting priorities,
allocating resources, and making regulatory decisions and must be continually
improved. For example, EPA will continue to refine its risk assessment methods
10 deterine acceptable levels of pesticides residues. Under FQPA, this approach
has been strengthened to further protect all consumers, especially children, ffom
the rigks of pesticides in their diet. As currently is done for chemical hazards, the
federa] 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,

s Research, Through the Joint Institute for Food Safety Research, a research
infrastructure has been established to improve and coordinate food safety research
activities acrogs the federal government, The Institute will continue a critical
review of the federally supported food safety research that was begun through the
National Science and Technology Council. Future goals in the area of research
inctude: coordma!m of research placaing; budget devel Qg}mez‘z{ and
prioritization; scientific suppon of foed safety guidance, policy, and regulation;
enhanced communication and links amonyg federal agencies; and enhanced
communication and links with industry and academic partners through use of
public-private partnerships and technology transfer mechanisms,

o ducaiion. Food safety agencies will expand science-based education and
training programs for producers, processors, distribulors, food service and public
health workers, health care providers, food scientists, and consumers as well as



thase involved in regulatory activities. It is essential to include 1n these programs
sew scientific information on foodborne hazards and their control and effective
food safety management strategies. '

s Dspection/Preventive Controls, FSIS and FODA 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 ss more monitoring and
surveitlance data become available. .

s Consistency of Science-Based Siandards. FS18, FDA, and EPA will work toward
clear fond safety standards nationally and internationally, The Conference for
Food Protection brings together all 50 states for purposes of regulating retail
¢stablishiments, and the model Food Code is gaining wider adoption among the
states, Internationally, the Codex Alhmentarius Commission {CAC) 15 the primary
mechanism through which these activities will take place. U8, food safety
agencies should also become more active in providing technical assistance to
developing countries.

*  Private Sector Incentives. The federsl and state regulatory agencies will work
with the private sector to develop new technologies o further feod safety and to
encourage commercial scale-up applicable in large and small companies, and
industry adoption. Research efforts with industry, consumer, academic, and
government participation could develop and validate new technologies,

e Puduation Evaluating the effectivensss of science based regulatory programs

contipues (o be critical. For example, Sudmaniella data from the first year of

HACCP implememation in poultry facilities show a trend toward fewer

contaminated products. Also, by providing imporiant information own trends in the

incidence of infections with foodborne pathogens, FoodNet assists in the
evaluation of the effect of preventive controls. The effect of preventive controls
iplemented by the processed food industry on the reduction of the number of
cases of histeriosis was readily apparent in the Centers for Disease Control and

Prevention (HHSACDC l-conducted surveillance effort that was a forenunner of

FoodNet.

A general challenge for the food safety agencies s that while they must be guided
primarily by science, the agencies must alsc consider other factors such as technieal
fimitations, statutory mandates, palicy considerations, budget constraints, practicality,
and consumer and societal preferences.

f

Scientific Challenges

The Council faces a number of challenges in improving the scientific base of the food
safety sysiem. The tollowing are a few examples of challenges that must be met to
strengthen the scientific underpinmings of federal food safety efforts:



New data are required to address the occurrence of emerging pathogens, changes
i domestic food habits, a global food supply, and changes in demographics.
Specific data needs are difficuls to predict and obtain in a timely way. An
example is the impact of £ eofi G157:H7, which was unknown as a foedborne
pathogen 20 years ago, but has been responsible for major outhreaks of foodborne
iliness in recent years,

Gaps exist in our knowledge of microbial pathogens and in our ability to teasure
thewr impact on human health. For example, there are 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
sources presents a major scientific challenge. Implementation of the new FQPA
standards for pesticide residues requires EPA to assess aggregate risk from food,
water, and residential exposure to a single pesticide as well as cumulative risk
from multiple pesticides.

Gaps exist in our knowledge of effective interventions, prevention, and
alteraatives that minimize contamination of food, For example, the existing
limitedbody of knowledge about microbial contamination limits the ability to
develop on-farm preventive controls and systems of testing.  Similarly, with the
advent of FOQPA, more research i also needed 1o develop safer pesticide
alternatives or erop production technigues in order 10 promote transition from
older pest control techniques that may pose risks to newsr, safer ones.
Insufficient data exist on the entirg range of infectious and non«nfectious
foodborne hazards. Even with the improvements made through FoadNet and
PulseNet, eshancement of quantitative data on the entire range of infectious and
non-infectious foodbarne hazards will strengthen monitoring and surveillance
programs for prevention, early identification, and prediction of emerging food
safety problems.

i
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Recent Changes that Strengthen the Federal Food
Safety System Scientific Base ’

o USDA 1994 reorganization {separated public health
from marketing functions)

o  HACCP implementation (12/97 sesfood and 1/98 meat

. and poultry)

FQPA enactment and implementation

FoodNet/PulseNet established

FDA Fresh Produce Guidelines released

Jaint Instituie for Food Safety Research created

Research funding increased

Food Safety Research Database initiated

Anmual Food Safety Research Conference held
Interagency Risk Assessment Consortium established
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Recommendation ia

Congress should change federal statutes so that inspection, enforcement, and
research efforts can be based ou scientifically supportable assessments of risks to
public health,

The NAS repont identifies a peed for a “national food law that is clear, rational, and
comprehensive, as well as scieatifically based on risk” as a major component of a
maodel food safety system. The report concludes it is necessary 10 revise the current
statutes on food safety 1o create a comprehensive national food law under which:

» Inspection, enforcement, and research efforts can be based on a scigntifically
supponable assessment of risks to public health. This means eliminating the
continuous inspection sysiem for meat and poultry and replacing it with a science-
based approach that is capable of detecting hazards of concern.

s There is a single set of flexible science-based regulations for all foods that allows
resources 1o be assigned based on rigk, that permits coordination of federal and
state resources, and that makes it possible to address all risks from farm to rable,

+ All imported foods come oaly frons countries with food safety standards
equivalent to U.S. standards,

The NAS 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, ¢reate inefliciencies, do
not allow resource use to reflect the risks involved, and inhibit the use of scientific
deciston-making in activities related to food safety, including the monitoring of
impened food.

Couneil Assessment

The report’s reconynendation that federal statutes provide agencies with acthority to
make decisions based on scientific assessments of risks o the public health is sound.
Decisions based on public henlith risk assessments allow agencies to make effective
use of science to set food safety priorities, allocate resources to higher risk areas, and
wnstilt consumer confidence that high-risk hazards are being addressed.

Since the federal food safety regulatory agencies operate under very different
legislative authorities, the Council will conduct a full assessment of these statutes and
gvaluate the degree of regulatory flexibility that already exists. The Council has
decided that this legislative review will be undertaken as part of the strategee 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 iliness; and 3} assess both gaps and statutory barriers to
implémentation of the plan. The need for statutory changes could then be

determined, and, if necessary, legislative principles developed which would form the
basis for discussions with stakebolders and Congress. For example, given the recent
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overhaul of pesticide legislation, the Council believes that further statutory changes
may not be needed for pesticides at this time,

1n some cases, the NAS report misinterprets existing statutory requirements, For
example, the report concludes that the statutes require the current method of
arganaleptic inspection of all carcasses. Even though the current law requires
contingous inspection, it does not specify how this inspection mandate is to be carried
out. The statutes do require appropriate ingpection of animals prior 1o slaughter and
inspection post-staughter at all official staughier 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 of meat from diseased animals from entering the food supply. Under the
statutory flexibility that already exists, USDA has begun to develop and test a more
risk~basad inspection system, including adopting regulations requiring that HACCP
be implemented 10 all slaughter and progessing plants. In addition, USDA is studying
how best o effect Rurther improvements in the inspection of meat and poultry.

The food safety agencies have achieved and can continue to accomplish significant
science-based improvements in their food safety programs under current authorities,
However, new autherities that would improve the federal food safety system have
been proposed by the President and are waiting action by Congress. Further analysis
of the statutes may result in additional proposed statutory moedifications,

Cuvrent Legislative Challenges

As part of its review of food safety statutes, the Council will focus on areas where
regulatary junisdiction is split between agencies and where resources could be more
effectively shared between agencies. The Administeation will work with Congress to
pass. '

s the Food Safety Enforcement Enhancement Act, forwarded by the Clinton
Administration and introduced.during the last Congress to increase the
enforcement capabilities of FSIS, and

o legislation that gives FDA increased authority to effectively assure the safeiy of
food impons.
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Recent Advances ia Applying Scientific Assessments
Of Public Healih Risks to Food Safety

o  HACCP implemented for meat, pouitry, and seafood

» FQPA tolerance reassessment based on aggregate
exposure, cumulative risk, and vulnerable

f subpapulations, :

' » Single, risk-based pesticide standard for raw and

: processed food established y

+ Tolerance reassessment focusing on the riskiest

pesticides first © S

Prionity regisiration given to “safer” pesticides

Risk Assessment Consortium established

FoodNet/PulseNet established

Good Agricultural Practices guidance for fresh

praduce established

: . Uz;;@astcunmd juice warning labels requ:red
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Recommendation b

., Congress and the Administration should require development of a
comprehensive national food safety plan. Funds appropriated for food safety
programs (including research and education programs) should be allocated in

accordance with science-based assessments of risk and potential benefit,

This recommendation contains two pants. The first part recommends that Congress
and the Administration require preparation of a comprehensive, national food safety
pian. ‘The NAS report hats several essential features of such a plan, including a
unified food safety mission; integrated federal, state and local activities; adequate
support for research and surveillance; and increased efforts to ensure the safety of
imported foods. The second part of the recommendation stresses that resources
should be allocated on the basis of science-based assessments of risk and potential
benefits,

Council Assessinent

The Council agrees that a comprehensive national 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 initial step toward a national food safety plan. The
V997 Farm 4y Tahle report was a means of leveraging federal food safety resources
through coordinated planning and cooperative work to meet common needs such as
development of surveitlance data, response to outbreaks, research into preventive
interventions, development of risk assessment techniques particularly for microbial



risk assessments, and consumer education. This initial plan also took some steps
toward extending food safety planning to the state and locai level.

Strategic Planming

Picking up where the Farm fa Table report left off, the Council will continue and
expard the strategic planning process, One of the Council’s primary purposes is to
develop a comprehensive strategic plan for federal food safety activities that contains
specific recommendations on nesded changes, including goals with measurable
outcomes, The plan’s principal goal is to enhance the safety of the 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 syStenvand mechanisms to fill these gaps, continue to
enhance and sirengthen prevention sirategies, and develop performance measures to
show progress.

Preparation of the food safety strategic plan will be a public process, and 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, Once the
plan is sufficiently complese, the Council will advise.agencies of priorities for
mnvesting in food safety and ensure that federal agencies annually submit coordinated
food sately budgets to OMB to sustain and strengthen existing capacities. In shor,
the President’s Council on Food Safety will develop a national foed safety plan and
make budget recommendations to agencies and OMB 1© &me;}bsh what the NAS
report recommends. .

The Council has detined the scope of future federal level food safety strategic
planming and a process for interagency planning and public participation. An
interagency task force anticipates having a draft plan ready for public review and
discussion in January 2000, Even while developing this plan, the task force intends to
continue its consultations with stakeholders. The following is the draft vision
statement for the Counail’s strategic plan:

“Lonsumers 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
subpopulations. We use science- and risk-based approaches along with
public/private partnerships. Food is safe because everyone understands and
accepts their responsibilities.”

The President’s Council on Food Safety held four public meetings in the Fall of 1998
 Arlington, VA; Sacramento, CA[ Chicago, IL: and Dallas, TX to solicit comments
on this dralt vision for food safety and to identify a strategic planning process, goals
and critical steps as well as potential barriers to achieving that vision,



The Council’s strategic planning task force is analyzing the transcripts of the 1998
pubhic mectings and the input received through the notice and commaent process (o
determine the major themes, issues, and subject areas. The task force will also
con’sider the conclusions and recommendations of the NAS repart, input from the
federal, state, and local g government integrated National Food Safety System ?’raject
and input fram the agencies involved. ¢

The planning process will build upon common.ground and provide the forumto
tackle some of the difficult public health, resource, anif management questions facing
the federal food safely agencies and our state, tribal and local government partners.
The'plan will identify areas for enhanced coordination and efftciencies, determine
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 HibY,

The strategic planning process will consider thoroughly the results of the legislative
review outhined under the Council’s assessment of NAS recommendation {ia,
Examples of possible legisiative proposals from such a review include:

; .

» developing legistative proposals to eliminate current duplication of efforts by
FDDA 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 of both agencies;

» modifying statutes to facilitate greater leveraging of agency resources;

o developing a legisiaiive proposal giving FSIS explicit authority to enter into
conperative agreements for food safety risk assessment, and

s developing legistation that provides Performance Based (lrganization (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 allocated according to science-based assessmentg of risk and
poteatial benefits. As stipulated in Executive Order 13100, the Council will ensure
that agencies develop a coordinated food safety budget submission consistent with the
strategic plan. The Council will develop guidance for food safety agencies 1o
consider during the preparation of their individual budgets. The Council has created a -
budget task force that will:
¢ work with the strategic planning task force and review the draft and final strategic
plans and Council budget guidance on prionty areas for investment to identify
budget data and other information that will be necessary to plan and coordinate
agency budget submissions to OMB;
» design 2 unifonn format for' presenting food safety initiatrve budget components
in the OMB budget process for use in both individual agencies and the unified
budgpet submissions,

Y
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» develop necessary guidance to facilitate submission of a unified food safety
initiative budget and any other food safety issues deemed appropriate by the
Counail;

« establish a timetable for developing coordinated food safety budget requests and
for submitting information to the Council that accommodates the various
agencies’ budget planming processes, and

» consider the issue of whether 1o amend OMB Circular No. A-11 ({OMB guidance
to agencies on budget structure and reporting elements) to include food safety as a
budget cross-cul. St

~ Comparative Risk Assessment

An important part 1o both risk-based planning and resource allceation will be the
development of 2 comprehensive comparative risk assessment of the foad supply.
The Council has requested the Interagency Food Safety Risk Assessment Consortium,
which consists of HHS and USDA agencies and EPA, to consider how to develop a
comparative risk analysis for food safety strategic planning. The Councit will direct
the Consortium to seck and consider public input in its analysis,

The Council believes that various steps may need (o be taken to evaluate risks
ancluding: a ranking of foodborne 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 manner that is too strict,

rigorous, or inflexible, lnstead, the comparative risk assessment must be used to
prioritize the known greatest risks at the current lime, with the understanding that
scientific risk estimates can, and will likely, change frequently over time.

Challenges in Planning

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

»  Developmy and successiully implementing a national plan will require strong

» cooperation, coordination, and comumunication, since each federal, state, and local
agency has unique mandates, authorities, history, culiure, and operating
procedures,

¢ The diversity of stakeholders in food safety is enormous. 1t wilt be difficult, but
imparative, that all stakeholders are represented in the Council’s planning process.

il



Progress in Strategic Planning

President’s 1997 Farm to Table Food Safety Initiative

. « President’s Fresh Produce and Imported Food Safety
initiative
« Establishment of the Joint Institute for Food Safety
Resgarch

Establishment of the President’s Council
input from the National Academy of Sciences, Council
of Agnicultural Science and Techaology, and other.
organizations

» National Integrated Food ﬁafezy System project
raeetings

»  Development of a draft vigion statemem

» Input from multiple ;}i.tb%lt: meetings and public
comments

Recommendation Hla

[}

To implement i science-hased system, Congress should establish by statute a
uanified and central framework for managing federal food safety programs, one
that is headed by a single official and which has the responsibility and control of
resources for all federal food safety activities, including outbreak management,

standard-setting, inspection, monitering, surveillance, risk assessment,
enforcement, resenrch, and education.

The NAS report finds that the exishing regulatory structure for food safety in the
United States is not well equipped to meet current challenges. Speczﬁcaiiy it gz}mts
out that the system is facing tremendous pressures with regard to:
emez},m& pathogens and ability to detect them;
maintaining adequats inspection and manitoring of the i mcreasmg; valume of
zmpormd foods, especially fnuts and vegetables;
» maintaining adequate inspection of commercial food services and the increasing
mumber of larger food processing plants; and
s the growing number of people at high nisk for foodborne ilinesses.

The report cites the strengths of the current food safety system, including the advent
of FoodNet and PulseNet, HACCP implementation, and the Partnership for Food
Safery Education. It also identifies deficiencies, which ¢ attributes partly to “the
fragmented nature of the system.” The report attributes the fragmentation largely to 2
lack of adequate integration among the varicus federal agencies involved in the
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implementation of the primary statutes that regulate food safety, and observes that
this lack of adequate integration occurs also with state and local activities. The report
nates that several federal agencies are involved in key food safety Functions and
references more than 50 memoranda of agreement between various agencies related
to food safety,

The NAS repont attributes the lack of adequate integration among federal, state and
local food safety authorities in part to the absence of “focused leadership™ that has
the responsibility, the authority and the resources to address key food safety
problems. The report presents several examples of possible organizational structures
o create a single federal voice Tor food safety. These include:

s 3 Food Safety Council with representatives from the agencies with a central chair
appointed by the President, reporting to Congress and having control of resources;
= designating ane current agency as the lead agency and having the head of that
agency be the respoasible individual,
a single agency reporting to one current cabinet-level secretary; and
ass independent single agency at cabinet fevel.

Although the report indicates that many of the NAS commitiee’s members believe
that z sinzle, unified 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,

Couneil Assessmend .

The Council agrees with the goal of the NAS recommendation--that there should be s
fulty integrated food safety system in the U.S. The food safety agencies are
commutted to this geal, and the Council is confident that its comprehensive strategic
plan will be a major step toward creating a seamless food safety system. To ensure
that the strategic plan achieves this goal, the Council wiil conduct an assessment of
structural models and other mechanisms that could strengthen the federal food safety
system through better coordination, planning, and resource allocation,

The Council’s strategic plan will bring agreement on the vision, goals, and actions
needed to enhance the safety of the nation’s food supply and protect public health by
reducing the annual incidence of acute and chronic foodborne ilingss. 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 recogmzes that certain models of reorganization may improve
coordination and allow for a better allocation of resources, any reorganization of food
safety activities must consider the non-food-safety-related responsibilities of each
agency and how these relate to the food safety responsibilities. Reorganization must
not be done at the expense of these other responsibilities and activities. The Council
is z:zzzzi:eme{i that, if not done carefully, separating food safety from non-food safety

13



activities in each agency could acl (o weaken conswmer and environmental protection
overall ,

The Council also recognizes that expertise and knowledge, particularly expertise in
state-olb-the-art science and technolagy, provides a resource to food safety activities,
For example, analytical methods for detection and quantification of adulterants in
foods may be adapted to detection of chemical contaminants that threaten public
health, Expertise in non-food safety regulatory science and legal procedures are
entical when warsings are required on food labels 1o assure safety. In addition,
reorganizations must avoid interfering with the public health framework established
to identity and respond to infactious and non-infectious public health threats whether
they are foodborne or not, since many of the major foodborne pathogens also produce
non-foodborme disease, Thus, in its strategic planning the Council will be cognizant
of the interplay between the food safety and non-food safety activities of each agency
and how they affect each other,

The Council behieves that there are programs that can benefit from iminediate
reorganization. For examiple, during the last two years, 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 umbrelia of FDA and would include all seafood inspection activities now carnied
out by NOAA, The fiscal year 2000 budyet proposes to transfer the existing Seafood
Inspection Program from NOAA 10 FDA, This action will fully consolidate federal
seafood inspection activities within one agency thereby increasing the efficiency and
effectiveness of seafood oversight. It will also enhance the overall safety and
wholesomeness of seafood products.  Funds are provided tn the President’s fiscal
year 2000 budget to cover the cosis of transition, including training and education
activities,

Factors to Cousider in Qrganizational Restructuring

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

» There are numeroys instances in the existing food safety system where the
division of regulatory responsibility is not optimal. For example, within the same
plant, FSIS and FDA inspectors are often responsible for different foods. FDA
and FSIS also share regulatory responsibility of eggs and egg products. Examples
such as these create stakeholder confusion and inefficient aflocation of resources.
Any recrganization must consider areas where there is significant jurisdictional
overlap.

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



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 amimal genetics.
Reorganization must also accommodate successful partnerships such as the
Partnership for Food Safety Education,

Recent Steps Taken to Create a Unified
Federal Food Safety System

! o 1997 President’s Food Safety Initiative
implemented

» Interagency Risk Assessment Consortium created

e President’s Fresh Produce plan implemented

» Federal/State Outbreak Response task force

estabhished

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
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Recommendation 111D

Congress should |)r0vid.e the agency responsible for food safety at the federal
level with the tools necessary to integrate and unify the efforts of authorities at

the state and local levels to enhance food safety.

The 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 eftective national system:

authority to mandate adherence to minimal federal standards for products or
processes; . '
continued authority to deputize state and local officials to serve as enforcers of
federal law;

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

authority given to the Federal official responsible for food safety to direct action
by other agencies with assessment and monitoring capabilities; and

authority to convene working groups, create partnerships, and direct other forms
and means ot collaboration to achieve integrated protection of the food supply.



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 Assessment

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 of a more fully integrated national food safety
system, While more needs to be done to optimize and develop new partnerships, the
federal food safcty agencies have already established extensive interactions with state
and local regulatory 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 statutory tools identified by the NAS are critical
for ensuring good coordination between the federal government and state, tribal, and
local agencies. Fortunately, 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 {0 expand the nation’s food safety capabilities beyond what any one group
can accomplish. Increased awareness and knowledge of food 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 in
‘order to protect public health,



Integrated National Food Safety 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 bodget recommendations and wili be the basis for iImproved
integration with state, tnbal and local governments, .

Under the Jeadership of the FDA, the Project is proceeding under ssusting federal,
state, and local laws although all levels of government recognize that changes in some
of the federal and state laws will bé necessary to achieve an integrated system, The
Project began with a meeting of state and local officials from public health and
agriculture agencies and state laboratories representing all 50 siates, Puerto Rico, and
the District of Columbia, FDA, COC, and PSIS in Kansas City in Septomber 1998,
In Decernber 1998, six work groups and an 18 member Coordinating Committee
composed of federal, state and local officials met in Baltimore, Maryland to begin to
develop plans for implementing recommendations and overcoming the obstacles
identifted at the Kansag City meeting. Subsequent meetings will be held throughout
1999 to continue the planning process, The group estimates that a fully integrated
federal/state/tocal food safety system will take up 1010 years to build, The
Association of Food and Drug Officials, which is an organization of state and local
public health officials and regulators, strongly endorses the concept of a NFSS,

The NFSS Project builds on existing systems of federal/state cooperation such as the
F8I8 long-term “equal t0” meat and poultry system currently operating 1 26 states
with shared state and federal funding and EPA’s delegation to states of various
regulatory programs,

Challenses o Developing a0 National Food Safety Svstem

The Council recounizes that the existing systems for federal, state, and local
governmeni regulation of food and pesticides have different histories and important
distinguishing characteristics, The Council believes it is unportant to respect the
nature and strongehs of the existing systems and that integration must proceed ina
coordinated fashion. There are numerous challenges to bullding an integrated food
sately system:

s Establishmont of u clear fromeweork for inregration. Sych a framework would
include the following: strong federal food safety standards, consistent training and
competency of inspectors and other stateflocal officials, data sharing/exchange,
federal oversight of state activities, and appropriate and effective enforcement.
There needs to be public assurance thal 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 protection, .

L

17



*

e & 5 @

Resprnsiveness to sakeholder concerns. Development of an integrated system

" needs to be responsive 1o stakeholder concerns (0 have credibility and obtain

; public support. For example, consumers are concerned that the economic

. interesis of industey within states may be a source of conflict f those states have

. an expanded food safety role that includes activities thought o be primarilya
federal respongibility. ‘Moreover, industry is soncerned that food safety regulation

* will be inconsistent among the states if systems are Integrated without adequate
preparation of the state agencies to step nto an expandesd food safety role.
infrastracture wud support. There is 3 potential need for legislative change at the
federal or statedlocal level to achieve uniformity and consistency in enforcement
authorities and to permit the sharing of ingpection and other resources.

-~ Examples of Federal/State/Local Cooperation

Milk Sanitation Program - Pasteurized Milk Ordinance

Retatl Food Safety Program - Food Code

Integrated National Food Safety System Project

Interstate Shetifish Sanitation Program

States conduet §,000 ingpections of FDA~regulated plants
FSIS oversee and supports 26 state “equal to” meat and poultry
inspection programs

FDA maintaing more than 100 state partnerships

Conference for Food Protection

FoodNet/Emerging Infections Program

PulseNet

Epidemiology and Laboratory Cooperative Agreements
Appropriate delegation of pesticide responsibility to states
Partial funding of states for implementation of some pesticide
programs and for most pesticide compliance programs

State FIFRA issues Research and Evaluation Group
-State and local government nvolvement in Foodborne Outbreak
Response Coordination Group (FORC-G)

s N & * % @

. »  Stares conduct ingpections in 250 FSIS regolated plants
« FSI8 supports animal production food safety outreach projects
mvolving 11 states
*  FSIS supports animal production food safety workshops
s  HACCP based enhancemant of state labs, computer capabilities,

and state training
Partnership for Food Safety BEducation “Fight BACY” campaign
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Record Type: Record

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

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 December 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 budget; and {4} Scope of the food safety strategic plan.

The agencies are seeking comments by November 30. If you have any comments before
Novembaer 30, let me know. Thanks, Mary ’



ﬁ,..'{%;ﬁ United States Food Safe Wasi'ﬁﬂgt{m. 2 X0l
;{ ) Department ot and Inspestion 20250
i</ Agricuture Service

SUBJECT:  President's Council on Food Safety Clearance Documents
TO: See Distribution List

FROM:  Josn Mondshein
Confidential Assistant to the Administrator %0 Nov us8
Food Safety and Inspection Service

Charles Danmer
Director, Planning Staff
 Food Safety and Inspection Service

Attached for your final réview are the most recent charter and decision memorenda (4)
drafts which, when finalized, will be discussed by the President’s Coungil on Food Safety
at its first meeting in early December,

The final charter wili provide general direction to the Council. Comments received on the
earlier draft of this document have been incorporated in the attached version.

The decision memoranda define important food safety issugs that wore addressed in the
President's Executive Order establishing the Council. Discussion of the issues contained
in the papers and approval of the charter will form the major portion of the agenda for the

first mesting,
Please review the attached documents and forward your @mments to Charles Danner by
COB Monday, November 30, 1998, You may telephone, fax or email your comments to;

Phone: 202.720-4745
Fax: 202-690-1742

Email: charles danner@usda pov

Attachments

Distribution:

Eric Olsen, USDA OSEC Creg Frazier, USDA OSEC
Cathic Wotcki, USDA OFS Caren Wilcox, USDA OFS
Miley Gonzalez, USDA REE Eileen Kennedy, USDA REE
John Gelden, USDA QGC Steve Dewhurst, USDA OBPA
Jim O'Hara, HHS CASH Dalton Paxman, HHS

Joe Levitt, FDA CFSAN Lynn Goldman, EPA

Judy Nelson, EPA Eric Biel, Commerce

CHLff Gabriel, OSTP Tom Freedman, DPC

Mary Smith, DPC ' Margaret Malanoski, OMB
Wendy Taylor, OMB Mark Weatherly, OMB

Dana Flower Lake, OMB Jean Logan, NFR

FHIA FORM ZE5-9 1000 EZORAL QPPEORTUNITY 4 EMPLOYMENT ARD: SERVDES
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(Draft 11/2)

PRESIDENTS COUNCIL ON FOOD SAFETY
CHARTER

Articie I Purpose.

On Aungust 25, 1998, the Presiden, by Executive Order, No. 13100, established the President’s
Council on Food Safety ("Countil’) to improve the safety of the food supply through science-
based regulation and well-coordinated inspection, enforeement, research, and education
programs. The purpose of the Council is to develop and update periodically a comprehensive
strategic plan for Federal food safety activities, to make recommendations to the President on
how to implement the comprehiensive strategy and enhance coordination among Federal
agencies, State, local and tribal governments, and the privale sector, to advise Federal agencies in

“getting priority areas for investment in food safety, to oversee ressarch efforts of the Joint
Institute for Food Safety Research, and 1o evaluate and make recommendations to the President
on the proposals contained in the National Academy of Sciences report on food safety.

This Charter provides the basis for colfaboration among the members of the Council in carrying
out the responsibilities of the Council as set forth' in the Bxecutive Order. -

:
Article Il:  Membership
Council membership shall comprise:

Secretary of Agriculture,

Secretary of Commerce,

Seerctary of Health snd Human Services,

. Administrator of the Environmental Protection Agency,

Director of the Office of Mansgement and Budget,

Asgistant to the President for Science and Technology/Director of the Office of
Science smd Technology Policy,

Assistant to the President for Domestic Policy, anzi

Director of the National Partnership for Reinventing Government,

A
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Each member may designate s senior Federal employen, subject to the spproval of the ¢o-chairs,
10 serve a8 an alternate representative to perform the duties of the Council member,

Article YH: Co-Chairs.

The Secretarics of Agriculture and of Health and Human Services and the Assistant 1w the



President for Science and Technology/Dirsetor of the Office of Science and Technology Policy,
or their designated alterates, shall serve as co-chairs of the Council.

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

Article IV:  Staff Support Services

Staff support services for the activities of the Council will be provided by the Co-Chairs through
a Secretgriat, which will consist of a senior Federal employee from each of the following: the
Department of Agriculture, Diepartment of Health and Human Services, and the Office of
Science and Technology. Other members may provide additional staff support services, as
necessary. The Secretaniat will facilitate planning, ¢oordination, and communication among
Council members.

Articie V:  Meetings

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

A magjority of the Council membership shall constitute a guorum for the transaction of business.
All decisions made by the Council at the meetings shall be by peneral agresment.

The Secretariat will prepare a summuary report of cach mecting of the Council for distribution to
the membership and make ¢ach mpo:t available for public inspection and copying and on the
Council Internet web site.

The Council may prepare a report for submission to the President on October 1 of each vear. The
report will contain, &t a minizoum, a description of the Couneil's activities and accomplishmenis
during the preceding fiscal year and a description of the planned activities for the coming year,
and a review of strategic planning objecuves snd progress made toward accomplishing those
objectives. .

Article VI:  Duties and Responsibilities
The specific responsibilities of the Council are to:

1. Develop and update periodically a comprehensive suategic Federal food safety plan
(“plan”) to reduce the snnual incidenice of acute and chronie foodborne illness by further
enhancing the safety of the nation's feed supply. The plan will address public health, resource,
and management questions facing Federal food safety agencies and will focus on the full range of
food safety issues, including the needs of regulatory agencies, and the achons necessary to ensure
the safety of the food Amaricans use and consurne. The planning process will consider both



short-term and long- tenn issues including new and emerging threats to the nation’s food supply
and the special needs of vulnerable populations such as children and the elderly. In developing
this plan, the Council will teke into consideration the findings and recommendations of the
National 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 of the National Science and Technology Group,

The final plan will help set primiﬁ:c&, improve coordination amd efficiency, tdentify gaps inthe
current systom 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, producers, indusiry, food
service providers, retailers, health professionals, State and Jocal govermments, Tribes, academia,
and the public in the strategic planning process.

2. Advise Federal agencies of priority areas for investment in food safety and ensure that
the member agoncics develop anmual coordinated food safety budgets for submission to the
Office of Manngement and Budget (OMB) to sustain and strengthen priority activities on food
- safety, eliminate duplication, and ensure the mos: effective use of resources for achieving the
goals of the plan.

3. Oversee the Joint Institute for Food Safety Research (JIFSR).  The Council will
evaluate the reports from JIFSR on food safety research activities and give direction to JIFSR on
rescarch needed to establish the most effective possible food safety systam.

4. bvaluate and report to the President on the National Academy of Sciences (NAS)
report, *Ensuring Safe Food from Production to Consumption™.  Afler providing oppornumity {or
public comment, including public meetings, the Council will, by February 21, 1999, report to
the President on the Council’s response 10 and recommendations concerning the NAS report and
appropriate additional actions to improve food safety.

Article VII: Committeey

The co-chairs, after consultation with Couneil members, may establish committees of Council
members, their alternates, or other Federal employees, as they deem necessary, to facilitate and

carry out effectively the responsibilities of the Council. Such comminees shall report 1o the
Council.

The following committees shall be establisked by the co-chairs:
1. Strategic Plabning Committee
The Comunittee shall develop s comprehensive strategic Federal food safety plan {"plan") that

will review public health, resource and menagement issues facing Federal food safety agencies
and will foens on the full range of izsues and the actions necessary 1o ensure the safety of the



food Americans use and consurne.  The Commitiee will conduct public meetings to engage
consumers, producers, industry, food service providers, retailers, health professionals, State and
local governments, Tribes, academia, and the public in the strategic planning process. The plan
will include a comprehensive strategy for the enhancement of coordination among Federal
agencics, State, Jocal and tribal govemments, and the private sector on food safety issues,

The Committes will provide the plan to the Council that will help set prionitics, improve
coordination and efficiency, identify gaps in the current gystem including legal authorities, and
ways to fill those gaps, and enhance and stengthen prevention and intervention technigues.

2. Budget Committes

The Committes will examine all Fedaral food safety related budgets to identify priority areas for
tvestment in food safety and ensure that resources are used effectively and to climinate
duplication. :

3. JIFSR Executive Resvarch Committee

The Committee will evaluate the reports from the JIFSR on its efforts to coordinate food safety
research and make reconunendations 1o the Council regarding research needed 1o establish the
most effective possible food ssfety system,

4. NAS Report Review Committee

The Conimittee shall prepare a response to the NAS report, aRer providing for public comment,
and shall submit the report to-the Council by Japuary 21, 1999.

Article VIIE: Web Site

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

Article I1X:  Effective Date -

This Charter shali become effective on the latest date affined below and may be modified with
supplemental agreements signed by the members of the Council:



Secretary of Agriculture

Secretary of Health
ard Human Services

Director of Office
of Management and Budget
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Assistant 1o the President
for Domestic Policy

Secretary of Commerce

Administmtor of Environmental
Protection Agency

Assistant to the President for Science
and Technology/Direcior of the
Office of Science and Technology
Policy

Director of the National Partnership
for Reinventing Government



November 18, 1998

MEMOMW FOR THE PRESIDENT'S COUNCIL ON FOOD SAFETY
FROM: INTERAGENCY FOOD SAFETY WORKING GROUP

SUBIECT:  Assessment of NAS Report “Ensuring Safe Food from Production to
Consumption”

ACTION: Approval of plan to provide the President with an assessment of the NAS
Report “Ensuring Safe Food from Production o Consumption.”

BACKGROUND: In the Agriculture, Rusal Development, Food and Drug
Administration, and Related Agencies Appropriations Act of 1998, funds were provided
to the Apricultural Regearch Service to support the HAS 1o *1) determine the scientific
basis of an effective food safety system, 2) assess the effectivensss of the current food
safety system in the United States, 3) identify sclentific needs and gaps within the current
gystem, and 4) provide recommendations on ths scientific and organizational changes in
federal food safety activity needed to ensure an effoctive science-based food safety
system,”

The NAS catablished their study commitiee under the suspices of both the Institute of
Medicine and the National Research Council and held three meetings (from March
through June 1998) obtaining input from Federal agencies and other stakeholders of the
Federal food safety system. The NAS issued their report on August 20, 1998, Attached
is 8 summary of its findings and recommendations,

Congress viewed this study as part one of a possible two-part process. Should the NAS
recopnmend that a single Federal food safety agency is required to achieve adequate
performance and levels of public health protection, Congress planned to appropriate
additional funds to support & second NAS study, which would focus on how such an
agency should function. The NAS Committee did not explicitly recommend the
cstablishment of a single Federal food safety agency, and funds for part two were not
appropriated for fiscal year 1999,

On Augist 25, 1998, the President issued 2 directive tasking the Council on Food Safety
to provide him with an assessment of the NAS report in 180 days (by February 21, 1999),
Specifically, the President directed:

*...the Couneil 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 {15 views on
the NAS’s recommendations. In developing its report, the counci] should take
into ascount the comprehensive strategic Pederal food safety plan that it will be
develaping.” o

Four public mesting have been scheduled to solicit stakeholder input (October 2, in
Aslimgion, VA; October 20, in Sacramento, CA; November 10, 1o Chicago, [L; and
December 8 in Dallas, TX).

RECOMMENDATION: The Interagency Food Safety Working Group recammeis that
the Council establish a task force congisting of one representative from each of the
following agenciss: OSTP, HHS, USDA, EPA, 2nd DOC. This § person task force will
systermatically assess the NAS. report by providing 1} an analysis of the report’s findings,
including whether we agree or disagree with the findings and why; 2) an assessment of
the strengths and weaknesses of sach recommendation as they relate to the findings that
are determined to have merit; and 3) recommendaitons on whether to incorporate '
particular elements of the NAS report inte the Couneil’s comprehensive sirategic plan. I
appropriate, the task force should identify bariers (2., legal} to implementation and
recommend ways to overcome them. Each task force representative will be responsible
for coordinating foput from within his or her own agency. The task force will be chaired
by OSTP and provide a draft report to the Council by February §, 1599, Once the report
is submitted to the President by Febwruary 21, 1999, the Council will seck additional
public input on its assessment of the NAS report’s recommendations,



MEMORANDUM FOR THE PRESIDENT'S COUNCIL ON FOOD SAFETY
FROM; INTERAGENCY FOOD SAFETY WORKING GROUP

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

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

BACKGROUND: On January 25, 1997, the President announced a new food safety
initiative. He directed the Secretaries of Agriculture and Health and Human Services and
the Administrator of the Environmental Protection Agency o identify specific steps to
improve food safety. Those agencies held public meetings with consumners, producers,
industry, states, universities, and the public, and reported back to the President. The
Report, issued in May 1997, was entitled Food Safety from Farm to Table, A National
Food-Safety Initiative. In that report, the Federal agencies involved in food safety
recommended a longer-tenm strategic planning effort to consider how to best address
important challenges snd make the best use of the agencies’ limited resources. The
agencies made a commitment to involve all public and private stakeholders in the

Process,

The President’s Council on Food Safety will be responsible for development of a 5-year
Federal food safety strategic plan. A coordinated food safety strategic planning effort is

. needed to build on common ground and to tackle some of the difficult public health,

resource, and management questions facing Federal food safety agencies. The strategic
plan will focus on not just microbial contamination byt the full range of issues that are
discugsed in the scope of food safety decision paper. It will alse identify actions
necessary to ensure the safty of the food Americans consume, The charge is to develop
a comprehensive strategic long-range plan that addresses the steps necessary to achieve a
seamless food safety system including key public health, resource, and management
isgues regarding food safety. The plan will be used to help set priorities, improve
coordination and efficiency, identify gaps in the current system and mechanisms to fill
those gaps, continue to enhance and steengthen prevention and Intervention strategies,
and develop performance measures o show progress. Bach agency will incorporate the
refevant paxts of the strategic plan into its Government Performance and Results Act
(GPRA) strategic plan, eommensurate with its budget.

The food safety agencies have already taken the first steps in developing the food safety
strategic plan, by participating in interagency stratogic planning sessions and developing
a draft vision sutement for the U8, food safety system and the roles of all those involved
in food safety. The vision staterment establishes the essential characteristics of an
eifective food safery system:

Consumers can be confident that food is safe, healthy and affordable, We work
within & seamless food safety system that uses farm-to-table preventive strategies
and integrated research, surveillance, inspection, and enforcement. We are

H .



vigitant to new and emergent threats and consider the needs of vulnerable
populations. We use science-based and risk-based approaches along with
public/private partaerships. Food is safee because everyone understands and
accepts their respongibilities.

During early 1997, the federal food safety agencies engaged a wide range of stakeholders
in discussions about food safety issucs through a serdes of public meetings and through
written comments to public dockets. At four additional meetings, held between October
snd December 1998, the food safety agencies engaged consumers, producers, industey,
food service providers, retatlers, health professionals, State and local governnients,
Trikes, academia, and the public in the strategic planning process, Participants
commented on the drat vision statement as well as the strategic planning process, They
were also asked to discuss goals and critical steps and to identify potential barriers 1o
achieving those goals.

Additionaily, at the request of Congress, the National Academy of Sciences (NAS)
conducted a study of the current food safety system to: (1) determine the scientific basis
of an effective food safety system; {2) assess the effectiveness of the current system; (3}
identify scientific and organizationsal needs and gaps at the federal level; and {4) provide
:zcﬁmmfméazwﬁs The NAS released its findings, conclusions, and recommendations in
an Angust 20%® report, Enswring Safe Food from Production to Consumption. The report
stated that “chapges o statutes or organization should be based on a rational, well-
developed national food safety plan formulated by current federal agencies charged with
food safety efforts and with tepresentation fiom the many stakeholders involved in
ensuring safe food.” Co

RECOMMENDATION: The Interagency Food Safety Working Group recommends that
the President’s Food Safety Council convene a task force to develop a comprehensive
food safety strategic plan based on the recommendations and comment received from its
various constituencies.  The tusk force will consist of representatives from each of the
following agoncics: HHS (CFSAN, CVM, NIH, CﬁC}, USDA (FSIS, ARS, CSREES,
ORACBA), and EPA.

The task force will first conduct @ content analysig of the transeripts and dockets of the
1998 meetings and the input received through the notice and conunent process to
determine the major themey, issues, and subject areas that emerged during the public
outreach phase. This will identify what stakebolders want in 8 food safety strategic plan.
The task force will also consider the conclusions and recommendations of:

The National Academy of Sciences’ report on Ensuring Sufe Food from
Production 1o Consumption,

The review of Federal food safety rescarch snd the rescarch plan currently being
developed by an interagency working group under the auspices of the Nationsl
Science and Technology Council,



Input from the 50-State meeting on state/local issues and recommendations, and

Input from the agencies involved.
:
The task force will then develop a proposed s¢t of strategic goals and objectives and

present & drafl strategic plan to the President’s Food Safety Council, Following Couneil
revicw, the draft food safety strategic plan will then be presented to the public for review.

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



Discussion Paper: Coordinated Food Safery Budget Process

For Consideration by the President’s Council on Food Safety

¥
H
:

Action Required: Approval of a process to develop coordinawd food safety budgets and a
f vnified food safety initiative budget submission,

Backgroumd

Executive Order 13100 established the President’s Council on Food Safety, to “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 Mauagement and Budget (OMB)
that sustain and strengthen existing capacities, eliminates duplication, and zasure the most effective
use of resources for improving food safety.” 'The President further directed the Council to
“apgure that the Federal agencies anmually develop a unified budget for subumission to OMB for
the President's Food Safety Initiative and such other Food Safety issues as the Council dotermines
appropriate.”

The Federal agency budget process begins no later than the spring of each vear, at least 9 months
- before the budgst is transmirted to Congress. In the spring and summer, the process focuses on
the review of program performarce, as well as ways to ensure efficient Government resourees and
successful implementation of progrizus and policies. Beginning in ¢arly fall, Bxecutive branch
departraents and agencies submit initial materials o OMB in accondance with a schedule developed
by OMB. Isftial due dates for submitting material may differ between agencies, but final OMB
action on budget decisionmaking is the same. OMB reviews agency budget requests, hased on
Presidential priorities, program performance, and budget constraints. A complete set of budget
proposals is presented to the President by early December for appraval. After this process is
complete, agencies revise their budget requests to bring them into accord with the President’s
decisions. Under current Jaw, the budget must be submitted to Congress no lawer than the first
Monday in Febroary.

b

The budget process is governed by OMBEB Circular No, A-11, “Preparation and Submission of
Budget Estimates,” which provides detafled instructions and guidance on the preparation and
submission of agency budget requestt and related materials, including the development of strategic
plans and annual performance plans. Policy guidanse is given to agencies for the upcoming budget
year and out-years (6 provide initial guidelines for preparation of agency budget requests. OMB
works with agencies to identify major issues for the upcoming budget; undertakes the analysis



necessary to provide the context for decisionmaking; identifies major options; and develops and
implements plans for analysis of future issues.

During the OMB review process, major issues and options are prepared for copsideration by the
President, organized around major Administration thoies and cross-cutting issues, The A-11
" requires data for cross-cutting issues in addition to agency budget submissions to analyze
individual agency budgets, make Govermnent-wide resource allocation deeisions, aud prepare
unified budget presentations. Coniributing agencies submit detailed budget schedules and narrative
information that describes sgency functions and provides budget justifications, The narrative
justifications inclhude evidence of cooperative developroent of complementary reguests among the
major agencies involved. OMB utilizes the information to make crosseutting comparisons between
agencizs and 10 make Government-wide resource gliocation decisions,

Ore example of 4 cross-cutting activity is for research and development. Agencies are required
£0 report cross-cutting data for the specific areas of research identified by the Nationsl Science and
Technology Council (NSTC). Prior to the beginning of the budget process, NSTC identifies a set
of research and development arcas that are important national efforts requiriog coordinated
investments across scveral agencies, These prioritics, and other guidance, are provided o
participating agencies to consider during the development of ageney budgets, The agencies utilize
this information to justify proposed changes in reszarch and development activities addressed by
NSTC. The A-11 also identifies other crosg-cutting areas such as drug control programs and
violend crizne control programs.

Currently, a formal process for coordinating the budget for food safety functions has not be
established as it has been for other cross-cutting fonctions. Iu the absenoe of specific puidance, the
Department of Heath and Human Services (HHS), and the Department of Agricultere (USDA)
have coordinated a multi-agency effort to present A unified budget for the President's Food Safety
Ivdtiative. This process began with and is based on the May 1957 report to the President, entitled,
Food Sofety from Farm-to-Table: A Nuotional Foed Safery Initiative. 'The report recognized
microbial foodboroe illness as an emcrging public health hazard that requires aggressive
govermnent action. The report recognizes that only through Jolot planning can Federal respurces
be maximized and the greatest improvemests in food safety be achieved. The farm-to-table
strategy developed in the May 1997 report identifies critics! gaps in the food safety system for
controiling or eliminating foodborne pathogens from the food supply snd proposes a strategy for
closing those gaps,

The involved agencies have worked collaboratively to present & unified food safety initiative
budper to OMB and the Copgress for 1998 and 1999, However, the process for coordination and:
joint planning has not been initiated until the completion of individual agency budget
decisionmaking. The result is inclusion of food safety initiative budget requests in individual
agency budget submissions to OMB and preparation of a unified budget submission “afier the
fact??« [



A primary responsibility of the Council is the development of a comprehensive Federa! food safety
strategic plan with the goal of 1 “seamless,” sclence-based food safety system (e.g., & system that
is an integrated Federal, State, and local systzon). The plan will contain specific recommendations
on needed changes, including measurable outcome goals, steps necessary to achieve the goal, aod
key food safety public health, resource, and management issues. In developing the steategic plan,

the Council will consult with all interested parties and will consider both short-term and long-term
issues including new and emerging threats, and the special needs of vuluerable populations such
as children and the elderly. "

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

Developing a coordinated budget process for food safety activities includes a number of key
factors. The first key factor is the development of guidance by the Council for food safety
apencies to consider during the preparation of their budgets. In order for this guldance 1o be most
useful, the Council should make it available to the agencies by late Febrvary to coincide with the
beginning of the budget planning process of the ivolved agencies. A second mmjor factor is the
collection of budget data necessary for coordinating food safety budgets and recommending
governmeni-wide resource allocations. A third factor is establishing a process for agencies to
submit relevant budget information 1o the Council and OMBE for use in evaluating agency budget
subrrissions.

tecommendation: Form a task force composed of representatives from the buxdget and program
piazmmg giaﬁfs af HES, USDA, and EPA to work with the Council fo davelop a coordinated
budget process for food safety sctivities similar to other cross-cutting issues. The tcam will work
throughout the budget process fo assure cocrdination of activities and resource requests. The task
force should conduct the following functions:

* Review the strategic plan and Council budget guidance to idemify budget data and other
information that will be necessary to plan and evitluate agency budger sobmissions:

& Design a uniform format for presenting food safety initiative budget components for usc in both
agency and ihe unified budget submissions;

» Develop necessary guidance to facilitate submission of 2 unified food safety initiative budget
and any other agencies deemed appropriate by the Connell;

& Develop a timetable for submitting information fo the Council that accommodates the various
agencies budget processes,



o DRAFT - 11/20/98
MEMGRANBW TO PRESIDENT'S COUNCIL ON FOOD SAFETY

FR{}M Interagency Food Safety Working Group

SUBJECT:. Scopeofthe Cam&:ii’s‘(iammim Strategic Food Safety Plan

ACTION: Decision on the scope « what's in and what’s out - of the Council’s initial actions
and comprehensive strategic Federal food safety plan,

BACKGROUND: On January 25, 1997, the President issued s directive to the Sacretaries of
USDA and HAS and the Administrator of EPA, to work with stakcholders and the public to
.identify ways to further improve the safety of the food supply, and to report back to him in 90
days. The Federal food safety agencies (HAS, USDA and EPA) initially focused on the goal of
reducing illnesses caused by microbial contamination of food and water. The plan for meeting
this goal was presented to the Prasident in May, 1997 in “Food Safety From Farm to Table: A
Nationai Food Safety Initiative”(FBI).

To implement the plan, USDA and HAS submitted joint budget requests for pathogen rescarch,
surveillance, risk assessmont, inspsction and education for F, F, and F. Microbisl contamination
of water and biomedical research are included within the scope of the FBI, and NH and EPA
participated in the Initiative; howover, support for NH and EPA programs have not been inchuded
in the joint budget submissions.

The May, 1997 report made a comumitment to prepare a comprehensive S-year strategic plan,
with the participation of all concerned parties. The President’s Council on Food Safety was
established in August, 1998 under E.G3, 13100 and is now responsible for development of this
strategic food safety plan, The first steps to lay the groundwork for development of the strategic
plan have already been taken by drafting a vision statement for the U.S. food safety system along
with a series of questions designed to clicit the public’s view on the vision, goals and critical
steps as well as potential barriers to achieving that vision. In developing the vigion, the agencies
assumed that the scope of the strategic plag would be broadened beyond the FBI o include
chemical harards in the food supply.

Independently, the Nationsd Academy of Sciences (AS) was charged by Congress with: 1)
determining the scientific basis of an effective food safety system; 2) assessing the effectiveness
of the current food safety system; 3} identifying scientific needs and gaps; and 4) providing
recommendations on the scientific and organizational changes needed 1o ensure an effective

" system, The AS released its findings and recommendations in August, 1998 in “Ensuring Safe
Food from Production to Consumption”. In the report, AS broadly defined food safety as "not
only the avoidance of foodborne pathogens, chemical toxicants, and physical hazards, but also
issues such as natrition, food quality, labeling, and education”. While the scope of the 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, agricultural chemicals and animal drug residues.



For the Council's purposes int defining “foed safety" and determining the scope of the strategic
plan, this paper identifics two categories of activities: "core food safety activities” and
"eollnteral” or related activities. "Coro food safety activities” includes programs or sctivities that
enhance the safety of the nation’s foed supply and protect public bealth by reducing the annual
incidence of acute and chronic foodbome iliness, "Collateral activities” are related to and have
implications for food safety but are undertaken to serve another primary purpose or mission, such
as insuring fishable, swirnmable waters. Specific food safety rescarch or regulatory actions may
need to be coordinated with these collateral activities, and vice versa, but they wifl not ba
included in the initial strategic plan. Collateral activities will be identified as approptiate for
coordination or integration, and could he brought in the future within the scope of the strategic
plan and the Council’s work.

This framework is designed to allow the Counci) to focus on the important, "core” activities that
directly impact food safety. Once developed, the strategic plan should assist the agencies to
address the isoportant food safety challenges by identifying priorities and making the best use of
Iimited resources, This paper does not, therefore, determine priorities within the initial scope for
Federal attention and resources, but rather leaves those declsions to the strategic plansiop
process. Further, activitics within the scope may not all be addressed in the same depth or at the
same time depending on our agsessment of the public health risks and potential benefits of action,

RECOMMENRDATION; It is recommended that the Council and the stmfegic plan focus fizst
on “core food safety activities” defined a3 microbial hazards, physical hazards, and chemical
substances. Other “collateral activities” that are less directly related to the safity of the food
supply will be considered for collaborative efforts or enhanced coordination on a specific,
iargeted basis as needed. Included in this second category are: miscellaneous food constituents,

the nutrition programs, and waterborne hazards. [Note: USDA and FDA recommended water be
in the core.]

Table I: Recommended Seope

| Microbial Hazards | X
| Chemical Substances X
Misc, Feod Constituenis X
* ' Nutrition Programs X
Phyvsical Hazards X
'_‘;k’aterbume Fazards e X

The remainder of this paper defines the categories above and examines the proy snd cons for
mclusion of each catepory within the scope of the Conncil's comprehensive food safety strategio
plan. Table 2 (attached) provides information on “core™ and “collateral activities™ at the food



safety agencies.

OPTIONS: Building federal capacity to prevent, reduce and respond to microbial hazards in the
food supply will continue to be a priority issue addressed by the Council and in the strategic plen.
This includes niot only known and emerging problems due to human pathogens in imported and
domegwtic food {from farm o table) and antiblotic resistance in pathogens, but slso soms
satorally-occurring toxicants (&.g., mycotoxins). Federal programs for microbial research,
maonitoring, surveillance, rcgulatm and prevention {including irradiation of food), voluntary and
mandatory certification and inspection, and enforcement as well as labeling and education (e.8.
Fight BAC) that encourage proper food handling to aveid microbial contamination will be part
within the scope of the plan.

This paper examines options for cxpanding the scope of the strategic plan beyond pathogens.
Several categories of work have been identified which, sepsraiely or in combivation, would
broaden the scope and meke the plan more comprehensive:

Qption 1) Chermical Substances

Option 2: Miscellancous Food Constituents

Qpticn 3 Nutrition Programs ’

Option 4: Physical Hazards

Option §: Waterborne Hazards

Option 1: Chemical Substances [Note: This section s still under discussion, and may be
revised, ] Food itself is a complex collection of “paturally-oceurting” and added (inadvertently or
for a specific purpose) chemicals with nutritive and other properties. "Added chemicals”,
inchiding synthetic chemicals and metals, are sometimes inadvertently introduced into foods
(¢.g., industrial contaminanis) and/or are present at unauthorized levels, while others are
intentionally added and present in food, in most cases, at or below legal and "safe” lovels,

The category includes a diverse st of substances: environmental contaminants {e.g., methyl
mercury in fish, lead in baby food); industrial contamination (e.g., dioxin in chicken feed,
polybrominated biphenyls in animal foed); pesticides (both residues in/on food and
antimicrobials used to control pathogens); santtizers; components of packaging materials {e.g.,
fungicide treated froit and vegetable wraps); animal drugs {including residues in meat and/or
milk}; byproducts of manufacturing and process-induced components of foods {¢.g., nitrosamines
and pyrolysis products), Among the chemical substances of concemn are naturally-cecurring and
added substances in dictary supplements (particularly herbals and botanicals, such as ephedring
alkaloids in ma huang and Digitalis lanata in a plantain-containing supplement). Similarly,
nutrients present in either low or high levels may pose health risks to vulnerable populations in
products specifically designed to meet their needs (e.z., infant formula, medical foods, and foods
for special dietary purposes), Another area of concern includsd in the category are genetically
madified plants and products used in food or animal production, This category alse includes
food and feed additives {e.g., coloring agents, preservatives, food packaging waxes), flavors,
enzymes, and vitamins gnd minerals (ncluding high levels of substances such as Selenium and
Vitamin D). Because of broad public concern about the risks posed by chemicals, they have

3



historically been the subject of Federal astention and regulation.

Under this'option, all FDA, USDA, EPA and CDC chemical-related food safety responsibilities,
inclading those aimed at ensuring “safe” and lawful lavels of chemicals in food, would be
consigered in the styategic plan. The plan would address chemical/pesticide research {including
rescarch on preventive controls and interveation strategies}, raonitoring/surveillance (food and
human diseases), regulation and related voluntary programs, inspection, enforcement, education
and outreash.

There are several reasons to include chemical substances as “core food safety activities” in the
comprehensive strategic plan.

*

Food safety wvelves protecting consumers from a wide rangc of potential hazards

including the rigks posed by chemicals.

Significant Foderal programs/resources at HAS, EPA and USDA are cic'mtad to
protecting the public's bealth from chemical hazards in food; since the mission of these
programs is to ensure safe food, they should be part of the food safety strategic plan.
Some resource efficiencics in surveillance and enforcement efforts could likely be

- achieved by integrating work og pathogens and chemicals,

There is broad public concern sbout the safety of pesticide residues, food additives, and
othey chemical hazards in food,

The plan will be perceived by the public as deficient ;f chemical substances are fefl out.
The AS report specifically cited the need to include chemical hazards in any digscussion of
food safety and called for development of a comprehensive strategic plan for food safety;
there would be 2 significant gap if chemical bazards were not constdered in developing
the plan,

Some chernical substances present new and important challenges for the food safety
system (e.g., endocrine disruption, protections for vulnerable populations) that should be
cansidered in the strategic plan.

_ There is & direct link between certain chemicals and our ability to control microbial

contaminetion. For example, antimicrobials, pesticides and food additives play arole in
controlling microbial contamination of food,

There is growing interest in dictary supplements; some supplements, inchuding herbal
products, may pose a risk of adverse health cffects because they contain a foxic
constituent. The Dietary Supplements Heaith and Education Act exempted dietary
supplements from Federal premarket approval of their safety, so effective post-market
approaches are needed.

There is public concern about the safety of products from genetically modified plants and
animals, '
Including chemicals broadens the spectrum of programs included in the Initiative and the
stakeholders, and should bring additional opportunities for improvements 1o the food
safety system,

On the other hand, there are some reasons to exclude chemical substances from the “core”,

-

Some may argue that the urgency of the problem with pathogens warrants a focus on

H
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microbial contamination alone.

. There are legal, scientific, regulatory and organizational distinctions that make chemical
issues different from microbes; it may be an awkwand blend and create challenges in
terms of balancing competing priorities.

* The potential risks associated with this diverse group of substances varies widely in scope
and severity. Some believe that including all chemical hazards may broaden the scope of
the strategic plan beyond what is manageable,

. Some chemicals may not be priorities, and thug may not m&é to be included initially. For
example, there are classes of pesticides {e.g., plant growth regulators with 6o toxic mode
of action) that are addressed differently from those with 8 toxie mode of action. Similarly,
risks posed by regulsied food/feed additives are generally well characterized and
addressed in terms of science and regulation,

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

Recommendation: All chemical substances in food should be included within the scope of the
Council’s ¢fforts and {ts strategic plan, and potentially the annual coordinated budgets. This does
1ot mean, however, that because these sybstances are in the same category for purposes of this
paper that they pose public health risks of the same magnitude, or that they will all be a priority
in the strategic plan or for budget initiatives; their inclusion dees provide opportunities for better
goordination, integration, and resource efficiencies. Forther, continued progress on goals and
objactives for microbial hazards can be ensured by adding chemical hazard activities stowly on a
priority basis to the budgei, 50 that they can be absorbed into the overall FBI work in an orderly
fashion (exact timing for budget inclusion to be determined by the Budget Task Force).

_ el ood Constituents There are a number of miscsllaneous constitusnts
snch as amﬁcml swcetcncrs, fat subsntutes, and other “naturally occurring’’ substances that serve
various functions when added to food. These constituents are not typically considered “chemical
hazards”, but a5 components of food products are a candidate for incluston within the scope.

Reasons to include these miscellmneous food constifuents within the “core activities” of the

stmngxc plan are provided below.

- Food processors are exantining “new™ sources of ingredients (e.g., gums and fibers) for
more conventional functional properties and adding them to food; the use of these
ingredients raises safefy questions.

» Food processors are utilizing macronutrient substitutes (¢.g., non-nutritive sweeteners and
fat substitutes); since quantities of these substitiates in the diet may be larger than
traditional food additives, there are questions about the effect of their use on the guality
of the American diet,

Reasons 1o exclude these miscellaneous constituents from the “cora activities™ are the following.

» Some may argus that the urgency of the problems with pathogens and chemicals warrants
a focus on those hazards; inclusion of these miscellaneons constituents Would broaden the
scope beyond what may be practical.



* Thcsn areas are not likely to be priorities in the plan, snd may not need to be addressed at
this tme.

’ Although there are concerns about the effect of these constituents {n the American diet,
the primary purpose of programs dealing with them is not to reduce foodborne illnesses,

Recommendation: Include this category in the” collateral sctivities”, but do not consider it in
developing the strategic plan (and budget) at this time. Although related to food safety, Federal
programs dealing with these constilttents are not focused on reducing the incidence of acute or
chronic foodborne illness due to these produsts in the food supply. The issue can always be
revisited igf significant food safety issues arize.

' tiop Prosymns There are several HAS and USDA programs as well as public-
pnvm parmershlps ziesxgned 1o define and educate the American people on the benefits of a
healthy, nutritious dict.  USDA and FDA have developed the food pyramid, which recommends
daily quantities of fruits, vegetables, meat and grains. Both agencies also have labeling programs
designed to inform the public on the calorte aad nutritional eontent of food. These programs are
important in encouraging the consumption of a healthy, nutritious digt which can help to reduce
the incidence of both acute and chronic disease.

Some feel 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 engure & healthy and affordable food supply, as outlined
in the vision, without consideration of the nutrition programs.

L This would provide an opportunity to develop public health messages about both the
nutritional benefits and the infectious/toxicologic hazards associated with various foods,

* Nutrition information could send a positive, constructive message (o the American
people, making food safety about more than just food contamination snd poisoning. Food
safety could also be about eating a wholesome, balanced diet to reduce the risk of disease,

- particularly chronic diseases {e.g., some cancers), and malnutrition.

On the other hand, the nutrition programs might not be considersd “core activities” for several
I8ASONS.
. Some would argue that the urgency of the problems with pathogens and chemicals
. warrants a focus on these bazards; consideration of the nutrition programs would broaden
the scope beyond what is practical and include areas that do not need attention or funding,
. Inclusion of the nutrition programs could difute FBI efforts on infectious and toxicologic
hazards to the poing of ineffectivencss.
. The iment of these programs 1s to promote healthy eating habits by the American people
“and reduce the incidence of chronic disease; their primary pnr;wse i5 not to enhance the
safety of the food mupply.

Recommendation: Federal programs to define and promots a healthy diet should be considered

“collateral activities”. They can support and hetp to implement the vision of a safe, heaithy and
affordable food supply, but are not designed to ensure food safety.
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1108 sical Bazards This includesa diverse set of “foreign” physical hazards in food
t.haz can cazzsa serious harm if consumed, inclwding stones, bones, metal cths or parts, ang giass.
Included also in this category are insect and rodent infostations (2., insects in flour, rat :
droppings). For purposes of this paper, tampering is included here although it is recognized that
tampering may inclide the addition of biological and suerobiological agents, as well as chemical
or other agents, 1o foods 1o intentionally hamy the consumer. This category wag included in AS
definition of food safety concerns, but reccived little attention in the report.

Incidents of contamination of food with physical hazards can have significant adverse

consequences. Reasons for inclusion in the “core food safety activities” include the foliamng

. Some physical hazards can result in significant harm to individuals,

> The public perceives contamination with physical hazards as part of the food safety issue.

. USDA and FDA legislation covers control and prevention of physical hazards, and
USDA has substantial resources devoted to mspecting for physical hazards,

. These hazards are relatively easy to detect and may be casy to mitigate with Hnited
Federal attention and/or resources.

Resusons to not include physical hazards in the “core activities” are as follows.

. Some may argue that the urgeney of the problt,m with pathogens and chemicals warrants
4 focus on them.

’ Food processors and handlers heve numerous safeguards in place 1o protect against
physical hazards and tampering in order to avoid Hability and other costs ag well as the
harmful publicity associated with incidents of easily-detected physical materials in food.

. Partly for the reason cited above and because these hazards generally do not pose 2 wide-
spread threat to public health, some food safety apencies have paid less attention to these
huzards. Expanding the scope to include them seems unnecessary and would divert
Federal reseurces from mors significant public health problems.

' The food safety system for controlling these hazards is perceived by some 1o not be
brokes, with the exception of dealing with tampering and bmtcrmnsm, and thus does not
warram increased attention at this tmw .

Reconnuendution: Physical hazards should be included in the “core food safety activities”, and
addressed in the strategic plan,

Waterbo ards Water is an essential component of food production,
pmcessmg and prupamtwn, food production and processing are also a significant source of
contamination to the nation’s waters, Public water suppliers provide a majority of the drinking
water used for washing and figal preparation of food, including for use in reconstituted food
products available in restaurants and the home, ‘Waterborne hazards include: pathogens in
irrigation and other waters nised on fiarms and ranches and that can contaminate food --
sometimes 23 a result of poor farming practices, in particular mismanagement of animal wastes;
pathogens and chemicals in surface or groundwater from point and non-point sources that can
contasinate food; microbes and chemicals in public and private water supplies used for food
processing and preparation; as well as chemicals and especially pathogens in drinking water
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consumed by the public (Criptosporidium in Milwaukee; E Coli in Alpine, Wyoming).

There are several reasons to include waterbome hazards as “core™ activities in the strategic plan.

. Drinking water is part of the dict and an important component of many final food
products (6 of the top 10 foods coosumed by Americans are mixed with water before
consumption fs this carrect?).

» Water is used in most food production and manufacturing processes and drinking water is
used in food preparation and consumption; use of potable water is a fundamental
requirement of all regulations and guidance {GMPs, GAP/GMP puidance for produce,
HACCP regulations, and recommended codes - e.g., Pasteurized Grade A milk code,
Food Cade).

v Some programs to reduce pathogen contanunation of water are already included in the
President’s Food Safety Initiative, and EPA’s research on pathogens to support its water
program is in the OSTP research Inventory - i.e., microbial contamination of water is

. already in the FBIL,

. Inclusion within the scope would provide attention to the important role of irvigation and
processing water in food safety.

» ‘There may be public health benefits that can be achieved by inclusion of EPA’s water
pmgrams within the “core™ scope, since:

" There is a need to coordinate across the government on research on emetging
pathogens in order to ensure efficiency and non~duplication of Federal 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
waler);

. Irrigation water and animal menures can be a pathway for contamination of food
by pathogens; several acute disease outbreaks have occurred from this route {¢.g.,
Cryptosporidhen in apple juice), and there is a nsed for coordination of
surveillance and inspections; and

- Several commonly waterborne pathogens are sometimes transmitted by the
foudbome route. ,

. EPA devslops fish advisones for locally-caught fish, while FDA develops action levels
for commercial senfoud; inconsistencies in the action levels/fish advisories might be
addressed through these joint efforts,

. Water, whether for consumption by humans or animels, is considered *food” under the
Federal Food, Drag, and Cosmetic Act,

However, there are also gignificant reasons why waterborne hazards should not be included in the

“core” activities.

. The purpose of EPA's water programs is o insure fishable, swimmable surface waters
and safe tap water for drinking, and not to cohance food safety by redocing acute or
chronic illnesses.

. Inclusion of these programs in the food safety initiative could divert EPA from its
primary responsibilities under SDWA and CWA, including meeting statutory and judicial
deadlines, and may expand the scope beyond what i3 manageable,

; | | 8

!


http:ani.ma.ls

» Tap water that is safe for drinking is also safe for food production, processing and |
consumption,

. EPA does not regulate water in food production, processing, preparation and
consumption, and it has not been a primary concern for EPA.

. The issuey related to animal manures and irrigation water would not only bring into the
strategic plan 8 large mnge of EPA activities but also a suite of programs managed by
USDA and the Department. of Interior.

. We alrcady coordinate on regulatory issues via the President’s Clean Water Action Plan
and via the Animal Feeding Opsration Strategy; duplicative coordination is ineffigient,

. It will be extremely difficult, if not iropossible, to separate EPA’s regulation/enforcement

- water program budget for food safety from the budget for the entire water program.

Recommendation: Water safety should bo considared a “collateral activity” which is related to
faod safety but whose primary misslon Is not fo reduce foodbome illnesses. Collaboration to
avoid duplication of research offorts and ensure adequate EPA input into development of FDA
and USDA guidelives (e.g., Good Agricultural Practices, Good Manufacturing Practices and the
Food Codc) is crifical but can be accomplished without water being a part of the initial strategic
plan. .



TABLE 2

FEDRERAL ACTIVITIES RELATING TO FOOD SAFETY

Federn! Agency . w3ther - Activity T T Type of Activity Issues Addressed {are or
Agencies Calinteral
Invofved Activity .
Food Safety & FDA Sets standarde for meat, pouliry sod sgg Remudaton, Pathogans Core
] {acpection Sexvice EPA shelte shipped intersiate; inspects domestic Inspection, & Cherical residnes
O and frnporied men and powdiey and enforees | Enforcement Physical harards
standlards; secalls adulteraled products, Food quality
Agrisultural Markeiing | EPA Pesticide data program 10 mouitor 2nd collect | Regulatory Suppon, | Pesticides Core
Servicn pesticide residuee informution for EPA risk Monitoring, & Pathogens
aspessmes; pricrotial data program Risk Assesgoem Food guality
sarveiflanee aod menitoring: manages
volusiary quality certification program.
Agricultural Resesrch | EPA Research (basic) om climination, mitigation | Research, & Pathogess Care
Servioe FDA awd detection of hazards Reguiatory Suppont | Chernicals
| Cooperative Stats EPA Research (applied), cutreach, and education | Research, & Pathogers Core
Research, Fegtion & | FDA oo eiimingtion, mitigaton, and detection of Regulalary Support | Chemioalx
| Extensios Service hazards.
Apipal & Planf Heahh | EPA Reguiation of bisteckoology and irradiation, | Reguistion, Biviechaclogy " Core
Inspection Service DA mathods, Irspection, & Itradiation
- Eaforcoment
Economde Researeh EPA Daty lnterpretatios. Repulatory Support, | Pestivide uses Core
Service FBA {uidance, & Chemicsis
i Risk Assessment
Natordl Agrictlonral | EPA Diasa collection and monitoring Regulatory Suppart, Core
Statistical Service FDA & Rizsk Assesgment
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Federst Apency Other Activity - Type of Activity Issoes Addressed Core or
Agencies Coltateral
fuvolved » Activity

Gralp fospectios, - Taspect for toxias {e.¢., aflamxin} Tuspection Toxins o
Packers & Stockyards A
Admisisirati

Office of Risk EPA Dats interpretation, gntdaree, and risk Reguiatory Sopport, Core
Assessment & Cost FA ASSESSIC - & Guidance ’
Benelit Anabysis :

Office of Pent EPA Data collecticn, interpreiation, gubdance, and | Regulatory Support, | Pesticides Care
Managemnnt Policy FDA risk assessmirnt & Guidance

S 5t )
tovestigaes outhresks of foodbome ifoess;
moniters and coliects infermation on food-
and waerbeyne illnesses: conducts
aationwids surveillance for food- and
witerbore diseases; designg and implements
surveillanca systems; performs research en
dizgnostic and subtyping methods: and

Surveiliance,
Mpnitoring "
Research,
Training, &
Bducadon

Infections disease
onibreaks
Chemical bazards

{
& Applisd Netition EPA Lnspection, Chemicsls
063 M Enforcement Nunition
Center for Vetenioary LUSDIA, Animal Drugs Core
Drgs CnC

1]



National Marine
Fisheries Service

FDA

informaition.

Voluntary inspection program for seafood
quality.

Inspection

Federal Agency Other Activity Type of Actlvity Issues Addressed Core or
' Agencies Colinteral
I$ Acti'it,
Ofiice of Prevention, USDA Regulation of pesticide uses, residues infon Regulation, & Pesticides Ceore
Pesticides & Toxic FDA food and antimicrobials for control of Risk Assessment Chemicals 1
Substances CDC pathogens. Supports investigations of
certain chemical contamination incidents and
regulates chemicats. '
Office of Water USDA Regulates drinking water quality and Regulaticn, Pathogens in water Collaeral
CDC biosalids; establishes discharge standards for | Guidance, Chemicals in water
FDA facilities. Provides criteria for ambient water | Research & Animal wastes
contamination, watershed coatrels, and other | Risk Assessment Other agriculmral wastes
pathogen climination/protection authorities.
Office of Research & QSTP Responsible for research on pesticide testing | Research, Chemicals Core
Development USDA methods, chemical monitoring methods Guidance, & Pesticides {pesticides)
FDA development, and risk assessment issues; Risk Assessment Pathogens?
provides technical and scientific advice on
risk assessrent, and testing and monitoring
methods.
Office of Enforcement FDA Ensures that pesticides used on crops/food Inspections, Prodact inspections Core i
& Compliance USDA are regisiered, are not adnlterated, and are Enforcement, Use inspections (pesticides)
Assurance used correctly. Ensures (hat data used to Referrals, Lab Inspections
' support pesticides registration is not Repulation, & Pesticide misuse
fraudulent. Referrals for possible illegal Risk Assessment Recalls
residues. Collects pesticide production Support
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President’s Council on Food Safety

4

Old Executive Office Buillding, Room 324
Gecember 16, 1998
10:00 a.m, — 11:00 a.m.

10:00 Introductions and Qpening Remarks
Dan Glickman -
Secretary, United States Deparumnent of Agriculturs

Donna Shalala
Secretary, United States Deparument of Health and Hurnan Services

Neal Lane .
- Assistant to the Presidemt for Sclence and Technology and
Prirector of the Office of Science and Technology Poliey -

1008 Elements of the Executive Order
Brace Reed, Assistant fo the President for Domestic Policy

10:10 Discussion and Approval of Charter
Catherine E. Woteki. Under Secretary for Food Safety, USDA

10:15 Qiscussion and Approval of Councilf's Scope
Lynn R, Goldman, Assistant Administrator for Prevention, Pesticides and Toxic Substances, EPA

10:30 ’ FY2000 Budget and Future Crosscut
Jacob Lew, Director of the Office of Management and Budge

10:40 Comprehensive Plan
James A, O’Hara, Deputy Assistant Secretary for Health, HHS

10:45 NAS HReport Assessment
CHf¥ Gabriel, Office of Science and Technology Policy

10:80 Joint Institule for Food Safety Research
Eileen Kennedy. Degasty Under Secretary for Researeh, Education and Bconomies, USDA
Witliam Raub. Deputy Assistant Secrgtary for Science Policy, HHS

13:55 Closing Hemarks
Dan Clickman
Secestary, United Siates Department of Agriculiurs

Ponna Shalala
Secretury, Health and Human Services

Neal Lane
Assistant to the President for Science and Technology and
Director of the Office of Science and Technology Policy
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IE’RESIDEN TS COUNC‘IL 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 science-
based regulation and well-coordinated inspection, enforcement, research, and cducation
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,
enforcementf research, and educational programs. The Counctl 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 scctor;
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 cfforts of the Joint
Institute for Food Safety Research. The President also directed the Council to evaluate and
report back to him on the proposals contained in the National Academy of Sciences (NAS) report
on food safety.

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

Article II: Membership
The following individuals shall be members of the Council:

Secretary of Agriculture,

Secretary of Commerce,

Secretary of Health and Human Services,

Administrator of the Environmental Protection Agency,

Di}'ector of the Oilice of Management and Budget,

Assistant to the President for Science and Technology/Director of the Office of
Science and Technology Policy, .

Assistant to the President for Domestic Policy, and

8. Director of the National Partnership for Reinventing Government.

A e

=

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



Article 11I: Co-Chairs

The Secretaries of Agriculture and of Health and Human Services and the Assistant to the
President for Science and Technology/Director of the Office of Science and Technology Policy,
or their designated alternates, shall scrve as co~chairs of the Council,

The co-chairs shall providé leadership and direction to the Council, and coordinate the formation
and schedule of standing committees.  LCach meeting will be led by one co-chair, and this
responsibility shall rotate quarterly among the co-chairs,

Article IV:  Staff Support Services

Staff support services for the activities of the Council will be provided by the Co-Chairs through
a Secretanat; which will consist of a sentor Federal smployee from the Department of ‘
Agriculiure and one from the Department of Health and Human Services. Other members may
provide additional staff support services, as necessary. The Secretaniat will facilitate planning,
coordipation, and communication among Council members,

Article V:  Meetings

The Council shall meetona basis at g time and location chosen by the co-chairs,
Additional meetings may be held at the call of the co-chairs or at the request of a majority of the
members. “

3
i

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

The Secretariat will prepare updates of the Council’s activities and make the information
available for public inspection and copying and on the Couneil Internet web site.
The Council will prepare a report for submission to the President on October 1 of sach year. The
report will contain, at a minimum, a deseription of the Council’s activities and accomplishments
during the preceding fiscal year, a deseription of the planned activities for the coming year, a
review of strategic planning objectives, and progress made toward accomplishing those
objectives. |

i

Article VI:  Duties and Responsibilities
The specific responsibilities of the Council arc to;

I. Develop and update periodically a comprehensive strategic Federal food safety plan
{“plan’™} to reduce the incidence of foodborne illness and its chronic sequelac by further



enhancing the safety of the nation’s food supply and monitoring the impact of these
enhancements.  The plan will address public health, resouree, and management questions facing
Federal food safety agencies and will focus on the full range of food saftty issues, including the
needs of regulatory agencies and the actions necessary o 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 eldedy. In developing this plan, the Council will take into
consiéemziat?z the findings and recommendations of the NAS report “Ensuring Safe Food from
Proaduction to Consuruption” and the review of Federal food safety research by the interagency
working group under the auspices of the National Science and Technology Council,

The strategic plan will help sct prierities, improve coordination and efficiency, identify gaps in
the current system and ways to {ill those gaps, enhance and strengthen prevention and
intcrvention strategies, and identify reliable measures to indicate progress.

The Councitl will conduct public meetings 1o engage consumers, produeers, industry, food service
providers, retailers, health professionals, State and local governments, Tribes, scademia, and the
public in the strategic planning process.

2. Consistent with the strategie plan, advise Federal agencies of priority areas for
invesiment in food safety and work with member agencies in developing anoual food safety
budgets for submission to the Office of Management and Budget (OMB) to sustain and
strengthen priority activities on food safety, climinate duplication, and ensure the most effective
use of resources for achieving the goals of the plan.

3. Q}mcc the Joint Institute for Food Safety Research (JIFSR),  The Council will
evaluate the repoets from JFSR on food safety research activities and give direction to JIFSR on
research nceded o establish the most effective possible food safety system,

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

yroduction to Consumption”,  Afler providing opportunity for public comment, including public
eetings, the Council will, by February 21, 1999, report to the President on the Council’s
esponse to and recommendations concerning the NAS report and appropriate additional actions
t¢ improve food safety.

Article VIEE  Committees

The co-chairs, after consultation with Council members, shall establish committees of Council
members, their alternates, or other Federal employees, as they deem necessary, 1o facilitate and
carry out effectively the responsibilities of the Council. Such committees shall report 1o the
Council,

The following commitiee shall be established by the co-chairs:
i



HESR Execative Rescarch Commitice

This committee will evaluate the reports from the JIFSR on its efforts 1o coordinate food safety
rescarch and make recommendations to the Council regarding research needed to establish the
most effective possible food safety system,

1

Axticle VIH: Web Site

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

Article IX:  Effective Date

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

¥
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. Seeretary of Agriculture Secretary of Commerce

H
:
!
Secretary of Health Administrator of Environmental
and Human Services Protection Agency
Director of Office Assistant to the President for Science
of Management and Budget and Technology/Dircctor of the-
Office of Science and Technology
Policy



Assistant to the President Director of the National Partnership
for Domestic Policy * - for Reinventing Government
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J omt Instltute for Food Safety
o Research

* Presidential Directive on July 3, 1998 to
Secretaries Glickman.and Shalala

Develop a strategic plan for conducting
food safety research activities

- efficiently coordinate all Federal food safety
- research, icluding 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 coordmatlon
and planning

| Core policy and budget committee with

flexible task force structure
Staff |



President’s
Council on
Food Safety

Advisory
Committee

I

Institute Staff

Executive
Director
{public
oufreach and
coordinator)

!

'Ad hoc Task

Forces

Execative
Research
Comunittee
(wiil chair
and report 1o
Council)
Policy and
Budget
Committee
(FS research
and public
health
agencies)




| OrganizingPriﬁciples

~» Optimize current investment and
infrastructure |

* Provide centralized communication with
stakeholders

e« 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
agencies _
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 FOOD SAFETY
COUNUCIL MEETING

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

. WE HAVE MADE PROGRESS. THIS YEAR WE'VE:
e REGULATED JUICES;
o 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 OF
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:
: (1) A COMPREHENSIVE STRATEGIC PLAN;
(2) BUDGET SUBMISSIONS 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 FOOGD SAFETY
NEEDS. )

. THE WH IS COMMITTED TO THE EFFORT.

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

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

- [T BUILDS ON WHAT WE HAVE DONE;
- T PUTS RESOURCES WHERE WE NEED THEM IN IMPORTS AND



]
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STRENGTHENING OUR WORK WITH STATES AND LOCALITIES; AND
IT IMPROVES OUR RESEARCH AND SURVEILLANCE.
(t COULD GIVE YOU OUR ONE PAGER ON THIS).



Food Safety Initiative

Policy Ratienale and 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 1o establish
a nationally integraled food safely svstem with Federal, state, and local authorities, The initiative
includes measures by FDA, USDA and CIC.

FDA; The majority of FDAs requesy {325.6 milhion) would go toward expansion of their
inspection apd compliance capability. of its efforts 1o integrate efforts with non-fedeeal
agencies; FDA Will enter into contracts and partnerships so that states will follow FDA
guidelines and procedures. Among the tangible goals FDA states they could accomplish if the
initiative were funded: for the first time in decades, FDA will ensure that every high risk fond
manufacturer.in the United States is inspected at least once a year; for other food firms,

inspections will be twice 88 often as today (from once every 8 years to onge gvery 4 years) and
for the first time ever, state and Federal inspection results will be shared, via an electronic
connection, that will reduce overlapping efforts and greatly enhance the ability of those
authorities to improve public health. The measure also boosts our intemational 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 resgarch-frograms and $2.7 for risk assessment;
and §4.7 milli{on in new education funding. {Costx348.9 millien over the FYY9 request.)

{
CDC: The g{oai 1$ 1o create & national systern that provides comprehensive data on the
occurrence of food-borne illness that can be used by agencies at every level to combat food-borne
illness, The majority of the investment is targeted toward surveillance activities,.specifically
expanding the scope of FoodNet and the capacity of PulseNet o better capture pathogen DNA
fingerprints of both £. coli O157:H7 and Safmonelia enteritidiz and include more state health
departments in the netwaork. This expanded surveillance network is the heart of cur nation’s

food-bome disease early warning system. The cu eillance system does not provide
adequate coverage of the US population. {Cnsv@ﬁ over the FY99 request.)

USDA: USDA complains that while OMB more than fully funded their initiative, they imposed
£473 million in user fees on FEIS and failed to provide a needed $30.6 million for oblipated
salary increases and redeployment of inspectars. This is on top of a fiat budget when the agency
is trying to implement extensive new HACCP reforms. FSIS has very little discretionary money,
singe most 1s tied up in inspector salaries and other fixed costs. USDA has stated that OMB’s
failure to include the $30.6 million will force them 1o shut down the ingpection program during
the last 9 days of the vear or furlough over 300 employees. The Secretary has sent s lefter
complaining that the lack of salary funds effectively downsizes his inspection force and

undercuts the commitment the President made to improve {ood safety and effectively regulate
meat and poultry, (Cost: The salary increases and inspector redeployment cost $30.6 million),
ibithssiaid, el
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Uncertainties:

USDA. The USDA/OMB 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 being that currently Congress is not technically betng requested to provide the actual
amount the Aldministration and most obscrvers think it really needs.

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 fees 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

ACTHON REQUIRED: Approval of a process for preparing a food safety sirategic plan

The President’s Council on Food Safety will be responsible for development of a 5-year

Federal food safety strategic plan. The charge is to develop a comprchensive strategic

long-range plan that addresses the steps necessary to achieve a seamless food safety

system inclueding key public health, resource, and management issues regarding food i;,zh’)‘ ‘
safety and to ensure the safety of food. The plan will be used to set priorities, improve M et
coordination and efficiency, identify gaps in the current system and mechanisms to il i

those gaps, continue to enhance and strengthen prevention and intervention strategies,

and develop performance measures to show progress. Each agency will incorporare the

relevant parts of the strategic plan into its Government Performance and Resulis Act

{GPRA} strategic plan, commensurate with its budget. The scope of the strategic plan

{e.g., microbial va. chemical contamination) is to be determined by the Council.

The food safety agencies have already taken the first steps 16 develop 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 and 1998, the federal food safety apencies engaged a wide range
of stakeholders in discussions about food safety issues through a series of public
meetings and through written comments to public deckets,

RECOMMENDATION; Convene a committee to develop a comprehensive food safety
strategic plan based on the recommendations received from the varipus constituencies.
The committee will consist of representatives from each of the following agencies: HHS,
USDA, EPA, %%, and NPR,

o

The committee will follow the following process:

» First conduct a content analysis of the transeripts and dockets of the 1998 mectings
ard public comments to determine the major themes, issues, and subject areas that
emergead during the public outreach phase.

»  Consider the conclusions and recommendations of the National Academy of
Sciences’ repornt on Easuring Safe Food from Production o Conswumption, the review
of Federal food safety research and the research plan currently being developed by an
interogency working group under the auspices of the National Science and
Technology Council, input from the 50-State meeting on state/local issues and
recommendations, and mput from the agencies involved.

» Develop s proposed set of strategic goals and objectives and present a draft strategic
plan to the President’s Coungcil.



Following Council review gnd a;}pr{}vai, present the deaft food safety strategic plan to
the public for comment in January 2000,
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Discussion Paper: Cooxdinated Feod Safety Budget Flamning Process

For Consideration by the President's Council on Food Safety

i
i

Action Required: Approval of a process to develop coordinated
food safety budgets and a unified food safety initiative budget
submission the strategic vlan.

Current Intezagency Budget Planning Process

In response to the May 1887 report to the President, the
Department of Heath and Human Services {(HHS) and the Depaytment
of Agriculture {U3DA} have coordinated a multi-zgency sffort to
present a unified budget for the President’s Food Safegy
Initiative. The report recognizes that only through joint
planning can Federal resources be maximized and the greatest
improvements in food safety be achieved.

The involved agencies also worked collaboratively to present a
unified foeod safety initiative budget to OMB and the Congress for
1988, 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
of food safety initiative hudget requests in individual agency
budget submissions to OMB and preparation of a2 unified budget
~submission "after the fact.” In fact, this year's unified budget
was submitted to OMB only a few days prior to OMB passback.

Preparation of a Coordinated Food Safety Budget Planning Process

The strategic plan will provide a so0lid basis for coordinated
food safetv budget planning and resource requests. The Council
will also ensure that the agencies submit z unified food safety
initiative budget that includes other food safety issues, asg
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determined appropriate by the Council., In order for the
coordinated budgel planning process for food safety to be
successfal, these actions must bhe completed. Flrst, the Council
should develop guldance for.food safety agencies to consider
during the preparation of their individual agency budgets. In
order f£or this guidance to be most useful, the guidance should be
made available to the agencies by late Februarxy to coincide with
the beginning of the budget planning process of the invelved
agencies (e.g., HHB process begins in March}.

Second, agencies must collect tThe budget data necessary for
coordinating food safety budgets from the esariiest point in
budget planning. Third, establish a process for agencies fo
suomit ralevant kudget infcrmation to OMB.

Recommendation: Form a task force composed of representatives
from the budget and program staffs of HHS, USDA, and EPA, in
consultation with OMB, to work with the Council to develop a
coordinated budget planning progess for food safety activities
similar t¢ other cross-outiing issues. The agency representatives
of this task force will also work throughout the budget planning
process, bpeginning ab the earliest point {(i.e., HHE calendar] to
assure coordination of activities and resocurce reguests. The '
task force, in consultation with OMB, should conduct the
following activities:
¢ Review the strategic plan and Council budget guidance on
priority areas for investment tc identify budget data and
other information that will be necessary to §l&n and
coordinate ageéency budget submissionsy

¢« Design a unifeorm format for presenting food safety
inittative budget components in the CMB budgei process for
use in bath individual agency {0 the extent possible
considering individual agency procedures and the need for
activities bto remain transparent) and the unified budget
submissions;

* Develop necessary guldance te facilitate submission of &
unified food safety 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 submitting information to the
Council that accommodates the various agencies’ budget
planning progcesses.

Consider the issue of whether to amend Circular Ne. &-11 to
include food safety as a cross-cut and make a recommendation
Lo Lhe Councill. .

Consider whether formation of a standing Budgst Committee
would provide a useful service to the Council. If so, make
a recommendation to the Council that a2 Budgest Committse be
formed and include in the regommendation the structure
{in¢luding membership}) and function of the committee,
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DISCUSSION PAPER: Scope of the Countil's Comprehensive Straicgic Food Safety Plan

mw Deciston on the sco;xe-—what 5 in and what’s opt--0f the Couneil’s
initial actions and comprehensive strategic Federal food safety plan.

; _
INTRODUCTION: The Food Safety Initiative {F8I) initially focused on the goal of reducing the
number of ilinesses 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 1o include chermical hazards in the food
supply. The National Academy of Sciences (NAS) report broadly defined food safety as "not
only the avoidance of foadborne 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 eompoenents, 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, pesticides and animal drug residues.

“Food safety”, as used in this paper, includes public health concerns arising in both traditional
and novel {e.g., genetic modification) methods of food production, processing, and preparation
and covers dorestic as well as imported foods, For the Council’s purposes in determining the
scope of the strategic plan, this paper identifies two categories of activities: "core food safety
activities® and "collateral” or refated activitics, "Core food safety activities” include programs or
activities whose mission or purpose is to enhance the safety of the nation’s food supply and
protect public health by reducing the annual incidence of acute and chronic foodborne iflness.
Other key considerations in defining “core” activities include: relative public health risks, need
for interageney coordination, and public perception.

"Collateral activities™ are related to and have implications for food safety but are undertaken to
serve another primary. purpose or mission, such as insuring fishable and swimmable waters.
Specific “core” research or regulatory actions may need to be coordinated with these collaleral
activities, and vice versa, but “collateral activities” will not be included in the strategic plan.
Collateral setivities will be identified for coordination or integration as the need arises, and, in
the future, could be bro ught within the scope of the strategic plan and the Council's work,

This ﬁ“’amework iz designed to allow the Council to foous on "core" activities that have s direct
impact on food safety. Onee 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
resources. This paper does not, therefore, determing prioritics within the scope for Federal
attention and resources, but rather leaves those decisions to the strategic platning process.
Further, activities within the scope may not all be addressed in the same depth or at the same
time in the plan depending on the assessment of the public healih risks and potential benefits of
action. The seope of the coordinated annual budgets may be the same or a subset of the strategic
plan {or might even include a cellateral activity if #t was deemed appropriate). The strategic plan
will inform the budget deliberations, but it may not be necessary or feasible to develop joint
budgets in the first few years that are a5 broad as the plan,

RECOMMENDATION: [tisrecommended that the Council and the stemtegic plan focus on
“eore food safety activities™ defined as microbial hazards, chemicals (chemical contaminants and



regulated substances with and without pre-market approval), physical hazards, and hazards from
water used in food processing and from water and manures used in production on the farm.
Other “collateral activities™ that ate less dirotly related to the safety of the food supply will be
considered for collaborative efforts or enhanced coordination on a speeific, targeted basis as
needed. Included in this second category are; the nutrition programs and certain other
waterborne hazards {¢.g., drinking water/direct consumption, water for recm&zion).

Microbial Hazards : X
Chemical Coentaminants X
Regulated/Pre-Market Approved Substances X
Reguiéze&fNo Pre-Market Approval Substances X
| Physical Hazards - T X |
Water Used in Food Production & Processing X
Drinking Water/Direct Consumption & Water
For Recreation X
[Nuriton Programs | X

Microbial hazards in fcoé and water, as defined in the FSI, will be addressed by the Council and
in the strategic plan, Microbial hazards include not only known and emerging problems dus to

human pathogens in imponted and domestic food {from farm to table) and antibiotic resistance in

pathogens, but also some naturaliy-occurring toxicants {¢.g., mycotoxins). The strategic plan
will inchude Federal programs for research, monitoring, surveillance, regulation and prevention
{including biosolids, irradiation of foed, et2.), voluntary and mandatory certification and
inspection, and enforcement as well as Inbeling and education (e.g., “Fight BACT™) that alert
consumers to potential hazards (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 pathogens and make the strategic plan more
comprehensive along the lines suggested by NAS. Table 2 {attacked) provides information on
food safety activities at each agency. The dptions include:
Optien 1 Chemical Substances, including:

&) Chemical Contaminants

b} Regulated/Pre-Market Approved Substances

&) Regulated/No Pre-Market Approval Substances (¢.g., Dietary Supplements)

' There is not unanimous agreement on this recomendation,
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Option 2: Physical Hazards
Option 3: Water, including:

#.) Drinking Water/Direct Consumption

b.) Water Used in Food Processing

¢.) Water Used in Fooed Production {on the farm)
Option 4:  Nutrition Programs

pti “hemics anees: Chemicals can get into the food supply in a mumber of ways
as desmbed hﬁiaw Uzzder thxs 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), monftoring/surveillance {food and human discases), regulation and related voluntary
programs, inspection, enforcement, education and outreach.

: piaminants.  Chemical ccnwxmnazzts may be cither intrinsic {g.g., naturally
z}ccurrmg toxlc constzmmts) or added to food {e.g., synthetic chemicals and metals), including
approved substances used at unauthorized ievels, This category includes environmental
contaminants (.., methy] mercury in fish, lead in baby food), industrial contamination {e.g.,
dioxin in chicken feed, polybrominated biphenyls in anunal feed), byproducts of manufacturing
and process-induced components of foods (2.g., nitrosamines and pyrolysis products), and
unautiwrimd levels of pesticides, food additives, and animal drug residues.

] 13 proved S nees: This category includes substances that receive
prc~ma:ket apprmai for sz;}eciﬁc uses mft}zz food and are either intentionally added (2.4, food
additives) or may be present in food at or below legal and "safe” levels (c.g., pesticides). Tt
includes food and feed additives (e.g., coloring agents, preservatives, food packaging waxes), -
flavors, enzymes, artificial sweeteners, pesticides (both residues infon food and antimicrobials
used to control pathogens), sanitizers, components of packaging materials {¢.g., plasticizers,
fungicide treated fruit and vegetable wraps), and animal drugs (including residues in meat and/or
milk}). Because of broad public concemn about the risks posed by chemicals in food, thcy have
histarically been the subject of Federal attention and regulation,

sgulated; e-Marks reval Substanges: Another type of regulated product, dietary
supplcmcnts posas potennai hm}th nsks ”l"hrs class of food and ingradients does not undergo
pre-inarket approval 1o evaluate safety before the products are marketed. Among the substances
of concern are naturaily-ocourring and added substances in dietary supplements (particularly
herbals and botanicals, such as ephedrine alkaloids in ma huang and Digitalis lanata in 2
plantain-confaining supplement). Similarly, nutrients present in either low or high levels may
pose health risks 1o vulnerable populations in products specificatly designed to meet their needs
{e.g., infant formule, medical foods, and foods for special dietary purposes). Algo included in
this category are ceriain other food ingredients {e.g., self-determination of GRAS, prior
sanctioned additives) and the use of biosolids (i.e., studge) in food production,

"
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There are several reasons to include chemicals as “core activities” in the strategic plan,

. 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 1o create a
seamless systom.

. The NAS report specifically cited the need to include chemical hazards in any discussion
of food safety and called for development of a comprehensive strategic plan for food
safety; there would be a significant gap if chemicals were not addressed in the plan,

. The plan will be pereeived by the public ag deficient if chemicals are left out.

. Including chemicals broadens the Federal programs included in the plan and the
stakeholders, and should bring additional oppormnities for cw:dmauon Or integration
within the foed saﬁ:ty system,

* Same resource eﬁicwncws 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 trigger chronic illnesses, such as
cancer, and cause other adverse health effects (¢.g., mutagenesis, impaired childhood
development). :

. Szgmﬁcant Federa} prcgrams!msi;zzwes at HHS, EPA and USDA are devoted to cnsuring
public health by regulating chemicals in food; since the mission of these programs
includes food safety, they should be part of the food safety strategic plan.

. There is public concern about the safety of pesticide residues, food additives, and atiwr
chemicals added fo food {including the presence of allergens where not expected).

. There is a direct link between certain regulated chemicals and our ability to control
microbial contamination, For example, antimicrobials, pesticides and certain food
additives play a role in controlling micrebial contamination of foed. These areas could
benefit from coordination. ‘

» Some of these regulated substances present new and important challenges for the food
safety system {¢.g., endocring disruption, effects on vulnerable populations) that should
be considered in the strategic plan.

. With respect to pesticides: : '

. EPA regulates pesticide residues inon food under the Federal, Food Drug and
Cosmetic Act (FFDCA), as amended by the Food Quality Protection At (‘?QI’A}
EPA’s GPRA goal for the pesticides program is “Safe Fooed™.
- . There is a need for improved coordination on pesticides since EPA cestablishes
- 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
reagsessing posticide residue levels infon food to account for cumulative and
" aggregate exposure from all uses of pesticides as well as drinking water; changes

4
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" will be needed throughout the Federal system as it is implemented.
- The NAS report on Pesticides in the Diets of Infants and Children raised food
safety concerns about pesticides, especially for a vulnerable subpopulation.

There is growing interest in dietary supplements and dietary ingredients; some
supplements, including herbal products, may pose a risk of adverse health effects becausc
they contain a toxic constituent. The Dietary Supplement Health and Education Act
exempted dictary supplements from Fedcral 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 coordination and prioritization of research on components of dietary
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
monitoring; 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.

1

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 challenges in
terms of balancing competing priorities.

Chemical C . .

(No specific cons)

The potential risks associated with this diverse group of substances varies widely in scope
and seyerity; some believe that including them may broaden the scope beyond what is
manageable. ' '

Some of these substances may not be priorities, and thus may not need to be included

5

Gioos



initiatly. For example, there are classes of pesticides (e.g., plant growth regulators with
no toxic mode of action) that are addressed differently from those with a toxic mode of
gctioh, Similarly, risks posed by regulated food/feed additives are generally well
characterized and addressed in terms of seience and regulation,

« ' Pesticide residues are being extensively addressed due o the recent legislation; USDA
and EPA are coordinating in various fora, including 1hc Tolerance Reassessment
Advisory Committee,

. Dwtary suppiamzms are maml} an HHS issue; there is less need for coordination in this
area than with microbes and the other chemical categories.

' Thore are too many Federal activities included in the plan; some believe that expanding it

ic include dietary supplements waouid broaden the scope beyvond what i1s mansgeable.

Recommendation: All chemical categories (i.e., chemical contaminants, regulated/pre-market
approved substances, and regulated/no p’re~mi(ct approval substances) should be included
within the scope of the Couneil's efforts and its strategic plan since the mission of these
programs is to ensure safe food. Because chemicals are in the strategic plan does nol mean that
they all pose public health risks of the same type or magnitude, or that they will all be a priority
in the plan or for budget initiatives; however, their inclusion will provide opportunities for better
eoordination, integration, and resource efficiencies. Further, continued progress on goals and
objectives for microbial hazards can be ensured by edding chemical activities slowly on & priority
basis to the budget, 5o that they can be absorbed into the overall FSI work in an orderly fashion
(exact timing for budget inclusion to be determined by the Budget Task Force}.

Dietary supplements should be included within the scope sinee low or toxic levels of nutrients or
other constituents in foods that are specially designed for vulnerable populations {e.g., infant
formulas, medical foods, other foods for special dictary purposes), and foods contatmng
companents/supplements that may cause adverse health cffects can pose public health rigks,
[Note: There is not unanimous agreement on inclusion of dietary supplements.}

_ T zards This includes a diverse set of “foreign” physical hazards in food
that can cause serious hann if consumed, including stones, bongs, metal c}n;}s or parts, and glass.
Included also in this category are insect and rodent infestations {e.g., insects in flour, rat
droppings). For purposes of this paper, tampering is included here although it is recognized that
tampering may include the addition of biological and microbiological agents, as well as chemical
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 inclusion of physical hazards in the “core activities” 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 ment which are a risk for the public,

. The public perceives contamination with physical hazards as part of the food safety issue.

. USDA and FDA statutes cover control and prevention of physical hazards, and USDA

6
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has resources devoted to inspecting for physical hazards,
. These hazards are relatively ¢asy to detect and may be easy to mitigate with only a little
ingreased Federal attention and wzthout additional resources.

Reasons to not include physical hazards in the “core activities” are as follows.
. The urgency of the problemn with pathogens and chemicals warrants a focus on them.
. Food processors and handlers ave numerous safeguards in place to protect against
physical hazards and tampering in order to avoid liahility and other costs as well as the
. harmful publicity associated with incidents of casily-detected foreign materials in food.
* Partly for the reason cited above and because these hazards gencrally do not pose as
" significant a threat to public health as microbeg and chemicals, some food safety agencies
have paid less attention to physical hazards. Expanding the scope to include them seems
unnedessary and would divert Federal resources from more significant public health risks.
’ The food safety system for controlling these hazards is perceived by some 1o not be
“broken, with the exception of dealing with tampering and bioterrorism, and thus does not
warraint incressed attention at this time.

Recommendation: Physical hazards shouid he included in the “core fond 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.

e azards Water is an essential component of food production,
proc&ssmg am:l prcparanon, f{md production and processing are also a significant source of
contamination to the nation’s waters. Public waier supplicrs pmv:de: a majority of the drinking
water used for washing and final preparation of food, including use in reconstituted food
products available in restaurants and the bome. Waterborne hazards inchude: pathogens in
irrigation and other waters used on farms and ranches that can contaminate food -- sometimes as
a result of poor farming practices, in particular mismanagement in the application of sludge
biosolids and animal wastes; pathopens and chemicals in surface or groundwater from point and
non-point sources that can contaminate food; microbes and chemicals in public and private water
supplics used for food processing and preparation; and chemicals and especially pathogens in
public drinking water {Cryptosporidium in Mibwaukee; E eoZi in Alping, Wyoming),

There are several ressons o include waterbome hazards as “core activities” in the strstegic plan.

-Adl Water Uses:

* The food safety strategic plan may be perceived by the public as deficient if waterborne
hazards are not addressed.

. Water, whether for consumption by humans or animals, is considered "food™ under
FFDCA, and the biomedical community considers water to be a food. _

» Some progrars to reduce pathogen comamination of water are already included in the

FSI1, and EPA’s research on pathogens to support its drinking water program is in the
OSTP research Inventory -- i.e,, microbial contamination of water is alteady in the FSI.

* Scveral comman waterborne pathogens can be transmitted by the foodbome route,

. There is a need to coordinate government research on pathogens o ensure efficiency and
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nos-duplication of Federal research {¢.g., the agencies share mutual objectives in the
areas of risk assessment, health effects, dose response, azxd anzlytical methods for
pathogens whether in food or water),

States will view the strategic plan as deficient if water is not deait with at least fran the
standpeint of foodborne iliness; the ongoing effort with state and {ocal governments to
develop a plan for integrotion of Federal, state and local food safety activities {which will
feed into the strategic plan) is considering water,

i}rmkmg water is used mhomc and testaarant food preparation, and is added to food
during manufacturing or packaging (e.g. canning.).
Botted water, which is regulated by FDA, is considered a food.

Wamr 13 zascd in mast foed pmaessmg, use nf potabie water is 2 fundamenta] requirement
of all regulations and guidance ((GMPs, GAPAGMP guidance for produce, HACCP
regulations, and recommended codes -- ¢.g., Pasteurized Grade A milk code).

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

Inclusion within the scope would provide attention to the 1mportant role of processing
water in food safety; if food processing water is not addressed in the strategic plaxn, it will
niot cover all of the impomm challenges that need 1o be addressed,

lnciuswn wnthm the scape wcuid pmvn&e aztemzon w the zmpozmnt m1¢ of 1 zmg&nmz
water in food safety; the plan needs to address the role of water in food production for it
to have credlbzhty

Irrigation water and animal manures can be a pathway for contamination of food by
pathogens,; several acule disease outbreaks have ocourred from this route {e.g.,
Cryptosporidium in apple juice), and thus there is a need for coordination of sarveillance
and um;mctwns

Water is used it some food production, and use of potable water is a requirement of FDA
guidance (c.g., GAP/GMP guidance for produce)..

EPA is responsible for the quality of shelifish growing waters and provides guidance,
while FDA is responsible for the safety of shelifish meats grown in these waters; these
programs could benefit from coordinstion,

EPA develops fish advisories for loca!]v«caughz fish, while FDA dcveiopss action lcvcls
for commercial seafood; inconsistencies in the action levels/fish advisoriex might be
addressed through these joint efforts, ‘

The President’s Clean Water Action Plan has brought the impact of non-point sources of
polhution on the nation’s surface water into sharp focus for EPA, USDA, and the
Department of Interior {DOI), However, the impact on the nation’s food supply of
irrigation and manure application way not fully addressed.

There are gaps in Federal authority 10 ensure the safety of water used in food production.



However, there are also reasons why waterborne hazards should not be included in the “cors”
activities,

All Water Uses:

» The main purposes of EPA's water programs are to insure fishable and swimnmable
surface waters and safe tap waiter for drinking,.

. Inclusion of all water programs in the food safety initiative could divert EPA resources

from its primary responsibilities under the Safe Drinking Water Act (SDWAj} and the
Clean Water Act {CWA), including mecting statutory and judicial deadlines, and may
expand the scope beyond what is manageable,

. It will be extremely difficult, if not impossible, 1o separate EPA’s regulation/eniorcement
water program budget for food safery from the budget for the entire water program,

» '{‘ap wawa' that is safe fcr dnnkmg is also safe for food production, processing and
consumption, The SDWA regulates all water suppliers who service more than 25 people
or have more than 15 connections. The States £il in the gap for systems that service less
than 25 people/15 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 FSI. These synergies inchide source water protection and clean water
activities, and EPA’s two revolving loan funds that pay for infrastructure apgzades and

.. scwer systems.

* The distribution system for drinking water is different than for food products, so the kind
of response to microbial 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 microbial contamination threats, there is little to be gained by integration with food
safely risks.

. FDA's bottled water program and the Food Code for retail cstablishments relies on
STYW A standards,

. EPA s:iﬁes m}i reguiate water in food pmduatlon pmcessmg, preparation and
consumption any differently than it does drinking water; consumer safety from food
processing uses of waler has not been a primary concern for EPA

. iJSDA DOI and E?Aalready mmdmazc on re;,uiazorywsues ﬂzmagh the Pmmé&ai’
Clean Water Action Plan and through the Animal Feeding Operstion Strategy.

- Recommendation: Waterbome hazards should be considered "core” for those specific activities

reiated to on the farm food production and 1o food processing. This would include coordination

on research and development and on other activities related to:

- Production: Irrigation and other on the farm practices involving water application to
crops and application of manures or biosolids (i.e., sludge) to crops; and
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- Processing: Water uged in food preparation, shipping, and on-site handling, especially
with respect to small drinking water systems and unregulated water suppliers.

Assuring the safety of water used for drinking or other direct consumption, and of surface water
used for recreation or ecological protection, should be considered a “collateral activity™ which is
related to food safety but the priraary mission of which is not to reduce foedborne ilinesses.
Collaboration to aveid duplication of research efforts and ensure adequate EPA input Into
development of FDA and USDA guidelines for areas not included in the "core” {e.g., Food
Cade) is important, but can be ac,compiishc{i without the other arcas of the water category being
a part of the strategic plan,

4: Nutriti ams There are several HHS and USDA programs as well as publie-
pnvatc partncrsths dcszgrwd to define and educate the American people on the benefits of a
healthy, nutritious diet.  USDA and FDA have developed the food pyramid, which recommends
daily consumption of quantities of fruits, vegetables, meat and grains. Both agencies also have
labeling programs designed to inform the public on the caloric and nutritional content of food.
These programs are important in encouraging the consumption of a healthy, mutritious digt which
can help 10 reduce the incidence of both acute and chronic disease.

Some believe that these nutrition prograis are aligned with food safety and should be part of the

“core activities™ for the following reasons.

: The Federal govermument cannot ensure g healthy and affordable food supply, as outlined
in the draft vision, without considerstion of the nutrition programs.

» This would provide an opportunity to develop public health messages about both the
nutritional berefits and the infectious/toxicologic hazards associated with various foods.

. Nutrition information could send a positive, constructive message to the American
people, making food safety about mere than just food contamination and foodborne
illness. Food safety could also be about eating a wholesome, balanced dict to reduce the
risk of disease, particularly chronic diseases {e.g., some cancers), developmental offects,
and malnutrition.

On the other hand, the nutrition programs might not he considered “core activities” for several
IEasons.

. Inciusion of the nutrition programs could dilute F8I efforts on infectious and toxicologic
hazards to the point of ineffectiveness, and the nutrition programs do not need atiention
or funding.

* The intent of the nufrition programs 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
“collateral activities”, They can support snd help to implement the vision of a safe, healthy and
affordable food supply, but are not designed 1o ensure food safety. It iy recognized that sonwk
labeling has specific food safety goals (e.g., warning labels on untreated, raw juices and aliergen
warnings) and this Iabeling is included in the “core” activities.
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TABLE 2

FEDERAL ACTIVITIES RELATING TO FOOD SAFETY

Ivalved

- R o i
Other Activity )  Type of Activity Issues Cove or
Agencies T i Addressed Ca&i&teral

{ Food Safety & Inspection FDa Sets standards for meat, pouitry and epg products | Regularion, Patbogens
| Service EPA shipped interstate; acpects demestic apd imported | Inspection, Cheical
I ne mieat and poultry and saforces standards; recalls Enforcement, & residues |
: addulterated products. Educaion Physical hazards '
Food quality ;
Agricultutal Marketing EPA Pesticide data program W monitor and coliect Regaiatory Soppott, | Pesticides Come
Kervice pesticide residue information for BPA risk Monitoring, & Pathogens :

v assessment; microbial dats program surveillance Risk Assessmyent Food quality
and monitoring; vohmtary quality cevtification
program. |

Agricattural Rescarch EPA Intramural research an elimination, mitigation and | Research, Pathoyens Core
Service FDA detection of hazards Reguiatory Support, | Chemicals -
& Filuoation
Cooperative State Research, | EPA Extramural research, outreach, and education on | Research, Pathogens Core
Bdupation & Extexsion FDA climination, mitigation, and detection of hazards. | Regulaiory Support, | Chemicals
1 Servive & Education
Animal & Plant Health EPA Animal and plant health, regulation of Repgelation, Bmcbmlogy Core
Inspection Service FDA biotechoology and irradiation Inspection, & Irragiation
Enforcement
Econamic Research Service | EPA Erata eollsction, interpretation and cost-benefir Regulatory Support, | Pesticide uses Core
FDA analyses of foodborne jilnesses., Guidance, & Chemicals
Risk Assessmest Pathogens
i National Agricainrel EPA Data collection and mosioring Reguiazwy Support, | Pestivides Core
i Satistical Service FixA & Risk Assessrent :
Fba Monitors the acouracy of afllatoxin {esting services, | Monitoring Mycotoxins

Orain Inspecuosn, Packers &
Swwkyards Adeinizstration
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%

! " Respensible

Applied Nurition

Set standards, policy & paidance {0 epgure

o, kAt

minimal levads of microbial & chemical

Regulation,
Raseargh,

Qther Activity - Type of Activity
Federud Agency Ageocies .
1 involved
e

Offiee of Risk Assessment EPA Data inverpretation, guidanve, tochnical assistance | Reguiatory Suppon, | Pathogens |

& Cost Benefit Analysis | FDA and risk assessment - - Guidanie, & Pesticides
E T Education Chemical

- hazards

§ Office of Pest Manapessent | Data coliection, interpretation, guidance, and risk ! Regulatory Suppert, § Pesticides Core
| Policy assesempent

assessmeneS & risk priovitizations. Conduct
research on antimicrobial resisiance & methods for
anaiysis for pathegens & coniaminams. Monitor
wwcurrence of antibiotic resistance in pathogens in
food animals and animal feeds. '

ol ) contaminanys & physical hazards; sonitor foods Risk assessmeont,
BoC for those harards, Evaluate safety & approve use | Mogitoring Chemical tabeling)
HCFA of food ingredients, antimicrobials und certain fnspection, contaminants Collateral ‘
Stazes provassing techaiques {e.g., irradiaton). Enforce Enforcement, Pesricide {some
’ wlerances for pesticides in foods (including meat | Guidance, & resicues {abeling)
& poultryy. lnspect food establishments and Education Mycotoxing
imported foods, Comfust risk zesessments & risk Physical hazards
prioritization. Investigate major foodborne Labeling
oubreaks, except mear & pouiury. Monitor safery Nutrition
of special muittongls (e.g., distary supolements).
Admiinister cooperative federal/staie programs in
milk, sheitfish, food service and iterstote (ravel.
Ceanter for Veterinary Drugs | USDA Bvaluace safety & approve use of animal drugs & | Regulation, Veterinary drugs Core
CpC ingredients in agimal feeds, Set standards, policy  ; Research, Cheuzical
& puidance to ensure minimal levels of microbial | Risk assessmgnt, CoRiatminanis
& chemical contaminants in animal feeds and Monitoring, Regulated
minimal occurrence of antibiotic resistant Enforcepient, & substances
pathegens in {vod animals and feeds. Conduet risk | Edueation Pathogens
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Responsihle
Federal Agency

Other
Agencies
levolved

Investigates outhreaks of foodborne Hlnsgs;
monitors asd collects information on food- and
waterboroe Wlnesses: conduets aationwide
surveiliagee for food- and waterbome diseases;
designs and implements surveilience systeros; does
reference idemdification; perforsus rescarch on
disgnostic snd subtyping methods; asseases
prevention efficacy; assiste state and local healiks
agencies; and traiming and edogation,

Type of Actisity

Surveillaste,
Moastoring,
Ongbreak
invertigation,
Research,
Technicat
Assistance,
Trainivg, &

z &
*3

Ofice of Prevention, USHA Regulation of pesticide uses, residues infon food ch!xia;ion Pesticides Core i
| Pesticiies & Toxic FDA and antimicrobials for control of pathegens, Guidance, & {Chensicat |
j Substances e Supporis investigations of certain chemical Risk Assessmunt comtaminanis
i contamination incidents and regulates chemicals

gud metals pot covered by FIFRA, FQPA &
FEDCA. |
! Office of Water USBA Reguiates drinking waier quatity and blosolids, Kegulation, Patogens Core
“pe extablishes water discharge stangdards for facilities. § Guidanee, Chemicaly {weaier in food 3
FI3A Provides oriteria for ambient water contamination, | Research, & Animal wastes prochiction &
DO waiershed conwels, and other pathogen Risk Assessment Other processing} i
| eliminatiop/protection authorities. ' agriculiural Col]mcmi !
' wastes ) i
wawridtrem ‘
consBption, I
water for

13


http:establis1'J.cs

Bigis

41 FAA

HER] T W 4

S tal

[urs—

National Marine Fisheries
Service

Responsible Other Agtivity Type of Activity Issues
Federal Ageucy Agencies Addressed
Favolved
| AN
Offioe of Research & O5TP Respossible for research on pathogens in water, Research, Chemicals
Developimesns uspa pesticide st methods, chemical monitoring Guldance, & Pesticides {pesticides,
FDA mathods development, and risk assessment Isspey; 1 Risk Assessment Pathogens pathogons)
provides technical and sciomtific advice on risk Collawral
agsessmment, and wating and monitoring methods, {puthogens)
FDA Ensures dhat pestivides used on crops/food are Taspections, Product Core
LUSBA registered, are oot adulterated, and are psed Enforoemest, inspections {pesticides;
corveclly. Ensures that datz used w0 sapport Reforrals, Use inspectiong sludge)
pesticides registration is pot feandident, Referrals | Regulation, Lab Iaspections Collateral
for possible illegal residucs, Collects pesticide Risk Assessment Pesticide misuse (drinking
production Information. Inspecis & enforces or support, Recalls water/direct
pyersees State inspection & enforcement of CWA | Water discharge consumplion
& SDWA requirements, ) stangdards, & & water for
Tap water recreation)

FDA Volutary inspection program for seafood quality, | Inspection Food quality
Toxins
e — Pathogens?




¥

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,
states, universities, and the public, and reported back to the President. The Report, issued
in May 1997, was entitied Food Sufety from Farm io Table, 4 National Food-Safery
Initiative. Toimplement the report, USDA and HHS submitted joint budget requests for
pathogen research, surveillance, risk assessment, inspection, and education for FY98,
FY99 and FY 2000.

The report made a commitment to prepare a comprehensive S-vear strategic plan, with
the participation of all concerned panties. The President’s Council on Food Safety was
established in August 1998 under E.O. 13100 to: 1) develop a comprehensive strategic
Federal food safety plan; 2) advise agencies of priority areas for investment in food safety
and ensure that Federal agencies annually develop coordinated food safety budgets for
submission 1o the Office of Management and Budget (OMB); and 3} ensure that the Joint
Institute for Food Safety Research (JIFSR) establishes mechanisms to guide Federal
research efforts toward the highest priority food safety needs,

A coordinated food safely strategic planning effort is needed to build on common ground
and 1o tackle some of the difficult public health, resource, and management questions
facing Federal food safety agencies. The strategic plan will focus on not just microbial
contamination but the full range of issues that are discussed in the scope of the food
safety decision paper, It will also identify actions necessary to ensure the safety of the
food Ameéricans conswinie. The charge is to develop a comprehensive strategic long-
range plan that addresses the steps necessary 1o achieve a scamiess food safety system
neluding key public health, resource, and management issues regarding food satety., The
plan will be used to set priorities, improve coordination and efficiency, identify gaps in
the current system and mechanisms to fill those gaps, continue to enhance and strengthen
prevention and intervention strafegics, and develop performance measures to show
progress. Bach agency will incorporate the relevant parts of the strategic plan into its
Government Performance and Results Act {(GPRA) strategic plan, commensurate with its
budget,

In developing the stralegic plan, the Council will consult with all interested partics and
will consider both short-term and long-term issues including new and emerging threats,
and the special needs of vulnerable populations such as children and the elderly. -

W
Additionally, at the request of Congress, the National Academy of Sciences {NAS)
conducted a study of the current food safety sysiem to: 1) determine the scientific basis
of an cffective food safety system; 2) assess the effectiveness of the current gystem; 3}
identify scientific and organizational 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 Sufe Food from 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,

jav



Discussion Paper: Assessment of NAR Report “Ensuring Safe Food from Productionto .
Consumption”

Action Reguired:  Approval of plan to provide the President with an assessment of
: the NAS Report “Ensuring Safe Food from Production to
Consumption,”

BACKGROUND: In response to the Congressionally mandated Food Safety study, the
National Academy of Sciences (NAS) established a study commitiee and obtained input
from Federal agencies and other stakeholders of the Federal tood safety system. The
NAS issued its report on August 20, 1998, Conpgress viewed this study as part enc of a
possible two-part process. Had the NAS recommended that a single Federal food safety
agency be required to achieve adequate performdmc 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 g single Federal food saiety agency,
and funds for part two were not appropriated for fiscal year 1999, On August 23, 1998,
the President issued a directive tasking the Council on Food Safely 1w provide him with
an assessment of the NAS report in 180 days (by February 21, 1999}, Specifically, 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 cormment, including public
méetings, 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 1ake
into account the comprehenstve strategic Federal food safety plan that it will be
developing.”

Four public meetings have been held to solicit stakeholder input on the NAS report
{Qctober 2, in Arlington, VA; October 20, in Sacramento, CA; November 10, in Chicago,
H.; and D&umber 8§ in Dallas, TX).

Rf?COMh’iEVDA I'TON: The Interagency Food Safety Working Group recomumends that
the Council establish a task foree consisting of one representative from each of the
tollowing agencies: QSTP, HHS, USDA, EPA, OMB, and DOC, This 6 person task
torce will systematically assess the NAS repert by providing a) agency/department
specific analysis of the strengths and weaknesses of the report’s findings and
recommendations, including whether the agency/department agrees or disagrees and
why; b) an assessment of the cross-agency/depariment issues identified by the report;

and ¢ recommendations on whether to incorporate particular elements of the NAS report
into the Council’s comprehensive sirategic 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 force will be chaired
by OSTP and will provide a draft report to the Council by February 5, 1999, Once the
report is submitied 10 the President by February 21, 1999, the Council may seek
additional public inputf on ite assessment of the NAS report’s recommendations.
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Assistant 1o the President for Domestic Pohicy
2™ Fioor West Wing

The White House

Washington, DC 20502

. &} - F )
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Safety
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[n addition to the agenda, there is a background paper and papers that address the Charter of the
President’s Council on Food 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.
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.f October 20, 1998

Mr. Bruce Reed

Assistant to the President

Office of Policy Development
Executive Qfﬁce of the President
1600 Pennsylvania Ave, NW
Washington: DC 20500

Dear Mr. Rﬂ{-ed:

On behalf of CSPUs one million members, [ am writing to thank you for the efforts of
you and your staff o restere funding to the National Food Safety Initiative. The final agreement
to fund over; three-gquarters of the President’s request represents a significant victory for
consumers, and it would not have happened without the active participation of your office.

Frzm‘} the tme that it first became clear that the funding was in trouble, your staff worked
tirclessly to ensure that we knew the White House’s commitment to the funding was unwavering.
Tom Freedman, in particular, coordinated between nomerous government agencies and
constituencies and provided strong leadership and support for those of us working on the front
lines 1o get the funding restored. The Administration’s efforts were crucial to the victory when
the Senate voted to increase the funding {or the Initiative from $2.6 million to $68 miilion. In
addition, when the final agreement was negotialed, the White House again requested full
funding, which resulted in an increase in the Agriculture portion of the funding from 552 million
(the Conference Committee recommendation} to 375 million. Inmy 10 years as a lobbyist and
consumer advocate in Washington, it is the first time I can recall such active involvement from
the White Fouse 1o restore food safety funding.

I %zop!e that next vear, we can use this experience to make sure that future requests for
funding ol the President’s Initiative meet less resistance in Congress. On this poiat, members of
the Safe Food Coalition, coordinated by Carol Tucker Foreman, will be seeking & meating with
vou to discuss next vear's food safety budgets and our opposition to the inclusion of deficit
reduction user fees,

|

We %}Qpe to eontinue 1o work closely with vour office 10 ensure that Congress understands
the importmice of {ood safety 1o the American public. Thanks again tor your tremendous food
safety lzadership..
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
ard .

(.8, DEPARTMENT OF AGRICULTURE
Washington, D.C.

06T 2 1o

The Honerable William Jefferson Clinton
The White House
Washington, DC 20500

Dear isir President:

Attached is our report, as requested 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 Institule,

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. Afler 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 governments,
consumers, producers, industry, and academia. .

We are confident our proposal will further the goals of your National Food Safety Initiative as
well as more efficiently coordinate the Nation’s Federal food safety research among Federal

agencies and academia to meet the needs of regulatory agencies and the privaie sector,

Donna E, Shalala an Glickman
Secretary of Health and Human Services Secretary of Agriculture

Enclosure

+
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EXECUTIVE SUMMARY

On July 3, 1998, President Clinton directed the Departuent of Health and Human Services
{DHHE) and the Department of Agriculture {USDA) 1o report back within 90 days with a
plan to create 2 Joint Institute for Food Safety Research ("the Institute™). The Institute is to
(1} coordinate planning and priority setting for food safety research among the two
Departments, other government agencies, and the private sector and (2) foster effective
translation of research results into practice along the farm-to-table continuum. Enhanced and
more efficient national investment in food safety research witl do much to lower incidence
of foodborpe 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 1o expand and coordinate food safety
research also emphasizes the companion needs to expand and strengthen public-private
pannerships and to augment collaboration among state, local, and other Federal agencies,
thereby providing effectively the scientific information required to help achieve public health
goals. '

This document articulates the concept of the Institute, describes goals and the administrative
principles underlying its organization, 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 Executive Summary from the May 1997 Food
Safety Initiative Report to the President, the Executive Order creating the President's Council
on Food Safety, a listing of the 12 Federal Agencies involved in food safety, and a glossary
of acronyms. These materials will help define the history of Executive Branch Directives
on food safety and the interagency consultative efforts that have contribuied to the
establishment of the Institute, Enhanced and more cfficient food safety research will do
much to meet the needs of Federal food safety regulatory agencics.

The u}nmate goal of the Institute is to coordinate food safety research, such that the
incidence of foodborne illness is reduced to the greatest extent feasibie.



L. INTRODUCTION

On July 3, 1998, President Clinton directed the Secretary of Health and Human Services and
the Secretary of Agriculture to report back to hum Wwithin 90 days on the creation of a J omt
Institute for Food Safety Research (*Institute™). 'l"he Institute will:

“(1) 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
pnvatc sector and academia.”

As the Pregident’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 -~ guch as the
Environmental Protection-Agency, the National Partnership for Reinventing Govermment,
and the Office of Science and Technology Policy -- as well as State and local agencies
focusing on research and public health, and consurers, producers, industry, and academia.
The Institute will make efforts to build on ongoing private sector research, through the use
of public-private partnerships and other appropriate mechanisms. ‘

This document articulates the concept of the Institute and provides a proposed structure,
operating principles, goals and outcomes, and an implementation sthedule for the Institute.

The ultimate goal of the Institute’s research agenda is to reduce the incidence of adverse
human health eficcts associated with the consumption of food. The objective of creating the
Institute - and all other Administration food safety activities = is 10 reduce the incidence
of foodbormne iliness to the greatest extent feasible. Scientific information about prevention
of foodborne illness and detection of organisins that may cause it is critical 1 further reduce
the incidence of foodborne illness.

This report will serve as a starting point for development of the Institute. The report will be
published in the Federal Register for comment during October/November of 1998 with a
public meeting in November/December of 1998, A detailed draft proposal, based on the
public comments received, will be developed by January of 1999, The finat proposal will
be submitted to the National Science and Technology Council of the Office of Science and
Technology Policy (NSTC/OSTP) in March 1999 for final review. A final report, which will -
serve as the detailed blueprint for the Institute, will be announced in the Federal Register in
April of 1999,
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11. BACKGROUND
The National Food Safety Initiative

In his January 25, 1997, radio address, President Clinton announced he would request
$43.2 million in his 1998 budget to fund a nationwide carly-warning system for foodbome
iliness, 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 of Agriculture, and the Administrator of the Environmental
Protection 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 in'90 days. The
- President emphasized the need to explore opportunities for public-private partnerships to
_improve food safety, particularly in the areas of surveillance, inspections, research, nisk
assessmient, education, and coordination among local, State, and Federal health authorities.,
Through a series of interagency and stakeholder meetings and consultations, the May 1997
Report to tthc President entitled *Food Safety from Farm 10 Table: A National Food Safety
Initiative” was developed and 1ssued. (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 year millions of Americans
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 1999 budget, President Clinton
requested an increase of $101 million in support of food safety activities. This request 1s
currently under consideration by Congress. To ensure that current research investments are
adequately supparting the five key sctivities identified by the ¥S1, 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 resources that support the research. DHHS and
USDA, in collaboration with NSTC/OSTP, will use this information to identify additionsl
priority food safety research areas that are not currently addressed in the FSI and will
develop future food safety initistives and their budgetary requirements for consideration by
the Office of Management and Budget.

The FSI identified five broad areas in which significant knowledge gaps require a concerted
interagency research effort:

« Improving detection methods;



« Understandin g microbial resistance to traditional preservation technologies;
» Understanding antibiotic drug resistance;

s Developing prevention techniques for pathogen aveidance, reduction,
and elimination; and

» Understanding the contribution of food handling, distnbution, and storage
ho pathogen contamination of food and developing preventions.

The FS! also identified the research goal w develop methads and scientific data that would
enhance ‘the ability of Federal agencies to conduct microbial risk assessmemts: Two
additional research areas, critical for addressing this goal, are:

» Developing and validating microbial exposure models, based on
probabilistic methodology: and

« Developing and validating dose-response assessment models for use in nisk
assessment.

When the FST was developed in 1997, these immediate needs were given priority within the
research and risk assessment agenda because microbial contaminstion of foods by pathogens
has increasingly been linked 10 increasing incidence of foodbome illness and to high rates
of morbidity and mortality. As these research and risk assessment activities progress and
improvements in preventative measures are developed, the Institute will provide leadership
for identification of other research and risk sssessment priorities, which wili receive
increased attention from Federal food safety research agencies in future years.

H
3
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III. STRUCTURE OF INSTITUTE

The Institute will report to The President’s Council on Food Safety {see Appendix C), which
is chaired by the Secretaries of Agriculture and Health and Human Services and the Assistant
to the President for Science and Technology/Director of the Office of Science and
Technology Policy. The Institute will be led by an Executive Director, who will be a highly
recognized food scientist, jointly recruited, appointed, and supported by the USDA and
DHHS. The Executive Director will supervise a small, permarnent Institute staff of no more



than 10:employees, and existing stafl resources of USDA and DHHS will support the
Institute and its operations.’

The Executive Director will report to an Executive Research Committee, and the Executive
Research Committee will report to the President’s Council on Food Safety. The Executive
Research Committes will comprise three senior research efficials appointed by of the three
co-chairs of the President’s Council on Food Safety. The Executive Direcior will facilitate
the work of the Federal budget and policy committee, which will be chaired by the Executive
Research Commitiee.
!

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 will 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 Commitiee to ensure the goals of the Institute are achieved. This
committee also will be the vehicle for consuliation and coordination across 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
Adviscry Committee, which will have 16 stakeholder members (6 members appointed by the
Secretary of Agriculture, & members appoinied by the Scerelary of Health and Human
Services, and 4 members appointed by OSTP/NSTC). Members of this committee may be
chosen from existing advisory committees to the USDA, DHHS, and OSTP/NSTC. USDA,
DHHS, and OSTP/NSTC will jointly support the Advisory Commuttee.

The waork of the Institute will be accomplished through temporary interagency task forces
that form and close as specific issues are resolved and through a small, permanent Institute
staff, which will provide techmical, administrative, ¢lerical and computer support, The
Institute will focus initially on microbial pathogens, in keeping with the President's National
Food Safety Initiative, In future years, based on the direction of the President's Food Safety
Council, advice of the Joint Institute for Food Safety Research Advisory Committes, and on
other public input, the Institute may expand its scope progressively to include other known
or potential contributors to foodbome illness and/or food safety, such as chemical
contaminants, natural toxing, pesticide residues, animal drug residues, food additives, and
nutrition. All of these topics already arc foci for mportant food safety research activities that
warrant coordination by the Institute. With this scope, the Institute would develop broad-

1 Funding of the Institsie"s operations and staff will be consistent with relevant restrictions on the use nf
Federal funds for interagency activitiss,
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based strategic planning with input from stakeholders and coordinate the rescurces

administered by the numerous Federal agencies that participate in food safety research. (See
A;}pendm D.}

IV, ORGANIZING PRINCIPLES

The DHHS and USDA have developed the following principles as the foundation for
establishing and operating the Institute,

A, Opgimize Current Investment and Infrastructure

The Institute’s mission includes optimizing the effectiveness of current food safety research
investments and infrastructure to maximize funds going to conduct research, rather than for
construction or.maintenance of additional research facilities. For this reason, the President’s
directive is not intended to resull in construction of new research or adrministrative facilities.
The Institute will focus on coordinated planning for research programs and budgets and on
enhanced communications among existing organizational entities working within existing
facilities, The Institute will be supported by a small staff and will draw on current resources
within the responsible food safety agencies. The Institute will assist in fulfilling the
Administration’s farm-to-table strategy by relying on access 1o existing Federal research
labomwpcs throughout the country.

B. Provide Centralized Communization with Stakebolders

Effective communication between the Federal food safety research providers and the users
of the knowledge gained is critical o establishing prionity-based research programs that are
responsive fo national needs. More than a dozen Federal agencics actively contribute to food
gafety research efforts. Food safety researchers have numerous critical constituencies:
{1) regulatory agencies that rely on seientific information for the protection of public health;
{2) industry and producers, including retailers, who design and iroplement effective food
safety programs; and (3) consumers. While each agency makes & critical contribution,
providing their unique expertise, perspective, and infrastructure, this array of activities can
be daunting to stakeholders. Effestive interchange — not only among Federal laboratories
and the managers of Federally supported extramural research programs, but also their
counterparts in industry and academia -~ is critical to developing casi»cﬁ’ecnve programs that
maximize the benefits to public kealih. Therefore, the Institute will serve as a centratized
focal point for communication between stakeholders and the appropriate members of the
Federal research community by facilitating public input into priorities through public
- meetings and advice from the Joint Institute for Food Safety Research Advisory Committee,



C. Use Current Intramural and Extramural Research Programs in Innovative Ways

Leveraging Federal research dollars for maximum public health benefit is critical to effective
implementation of the FSI farm-to-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 of raw foods.

D. Mobilize Resources to Minimize the Impact of Current and Emerging Food Safety
Problems

Food safety concerns are usually complex, involving 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 of new food safety problems related to threats 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 of resources 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. Increase Accountability for Federal Research Priorities and Implementation of
Strategies to the Public

One of the Administration’s highest priorities has been to make Federal agencies more
responsive to the needs of the nation through transparent 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 of Federal food safety research efforts, to better assure the public
that Federal investments are strategic and not redundant.
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V. GOI:ALSIOUTCOMES OF THE INSTITUTE
A, Caafrdination in Research Planning, Budget I}evelopment, and Prioritization

The ultimate goal of the Institute’s research agenda is to reduce the mcidence of adverse
human health effects associated with the copsumption of food. Research planning, budget
development, and pricritization 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, DHHS and USDA will cooperate to lead
this 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 of this efforf are: (1) to maximize the public
health benefit to the American people for resources devoted to basic and applied research,
by assuring that the information acquired 18 applicable to the development of effective food
safety guidance, policy, and regulation; (2) 10 maximize the retum-on-investment to
producers, processors, and the public for resources devoted 1o research by developing cost-
effective prevention technologies; (3) to effectively communicate and operate togsther with
Federal, state, and local public health, agriculture and research agencies and Government
pariners; and (4} to develop partnerships among the Federal, State, and local Govemments
and industry or academia to identify and solve, scientifically, food safety issues. The
Institute will not only develop coordinated budgets for submission 1o OMB, but also it will
coordinate and monitor Agency activitics to further these goals and 10 provide periodic
assessments of research accomplishments.
t

B. Scientific Support of Food Safety Regulation

The Nation’s collective food safety research capabilities must be responsive to the nsk-based
public health prionities of the food safety reguistory agencies. Science and technology are
required to develop effective food safety guidance, policy, and regulation. The Institute will
identify research needs to: (1) achieve public health goals; (2} support gutdance, pathogen
reduction regulation, and hazard analysis and critical contre! points (HACCP) systems
gpproaches to regulation (e.g., meat, poultry, seafood, fresh juice), and compliance strategies;
and (3) shift rescarch orientation to a risk-based approach, Through the Federal paiwy and
budget committee, which advises the Institute Director, food safety regulatory agencies will
play an integral role in the Institute’s operation and its development of research strategies to
foster public health goals.

C. Communication/Links with Other Food Safety Agencies

Through participation in the Instltutc, ell Federal food safety research agencies will
coordinate, complement, and bolster ressarch efforts on related and multifaceted food safety
issnes. The Institute will coordinate the use of exigting mechanisms, such as interagency
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agreements, contracts, and the development of scientific conferences, and the development
of new mechanisms, such as jointly funded program announcements and other innovative
approaches to further the achievement of the Institute’s goals.

D. Communication/Links with Industry and Academic Partuers

The Institute will encourage the development of public-private partnerships with industry and
academnia to efficiently develop and transfer new information and technologies, Technology
transfer mechanisms for cooperation between Federal 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 of interest, which are of particular concern within regulatory agencies. The Institute
will foster and build on existing technology transfer mechanisms.

Several 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 perform
stronger and more cost-effective research programs in food safety than can a single entity.
The USDA and DHHS resecarch agencies will continue fo use grants, contracts, and
cooperative agreements in partnership with academia.

VI. IMPLEMENTATION SCHEDULE

October/November 1998 Announce report in Federal Register for comment and notice
of public meeting

November/December 1998 Host public meeting

January 1999 Analyze comments and develop a more detailed proposal for
’ the Institute
March 1999 Submit proposal 1o National Science and Technology Council
for review
Aprif 1999 Announce final report in the Federal Register
May 199(9 Recruit Executive Director for the Instivate and

- Joint Institute for Food Safety Research Advisory Commities
} Members are appointed by Secretary of Health and Human
Services and Secretary of Agriculture and Office of Science

and Technology Policy .
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Appendix A

THE WHITE HOUSE
WAS M INGTOM

July 3, 1898

MEMORANDUM FOR THE SECRETARY OF HEALTHE AND HUMAN BERVICES
. ‘ THE SECRETARY OF AGRICULTURE

SUBJECT: Joint Institute for Food Safety Research

Americans enjoy the wost bountiful and safie food supply in

the world., My Administration has made substantizl improvements
in the food gafety system. from modernizing meat, seafood, and
poultry inspections to creating & high-tech early warning systewm
to detect and control outbreaks of foodborne illness,

Qur success has been built on twe guiding principles:

{1} engaging 21l concerned parties including consumers, farmers,
industry, 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 illnesseg that still cocur
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 agenda is essential to continued improvements in the
safety of America’s food. We need new touls to detect more
quickly dangerous pathogens, like £, coli 01$7:H7 and campylo-

bacter, and we need better interventions that reduce the risk
- of contamination during food production.

Food safety research is a critical piece of my Piscal Year

1899 food safety initiative; and I have urged the Tongress to
revise the appropriations bills it currently is considering to
provide £ull funding for this initiative. I alsc have urged
the Congress to pass two critical pieces of legiglation to bring
sur food safety system into the 21st centurxry: (1) legiglation
ensuring that the Pood and Drug Administration halts fmporte

of fruits, vegatables, and other food products that come f£rom
countries that do not meet U.85. food safetly requirements ox that
do not provide the same level of protection as is required for
U.8. produnts; and (2) legislation giving the Department of
Agriculture the authority to jiwmpose ¢ivil penalties for viols-
tiong of meat and poultry regulations and to issue mandatory
recalls to remove unsafe wmeat and poultry from the marketplace.
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At the same time, we need to make every eifort to maximize our
current rescurces and autherities. One very importani way Lo
achieve this objective is to improve and coordinate food safety
research activities across the Federal Government, with State |
snd local governments, and the private sector. 8olid research
can and will help us to identify foodborne hazards more rapidly
and accurately, and to develop more effective intervention
mechanisms te prevent food contamination.

I therefore direct you to yeport back to me within 50 days on
the creation of a Joint Institute for Food Safety Reggarch’ that
will: (1} develop 2 strategic plan for conducting food safery
research activities consistent with my Food Safety Initiative;
and {2) efficiently coordinace all Federal food safety reseayxch,
including with the private sector and academia. This Institute,
which will operate under your jeint leadership., should cooperate
and consult with all interesred parties, including othex

Federal agencies and offices -- particularly, the Environmencal
Protection Agency, the National Partnership for Reinventing
Government, and the Qffice of Science and Technology Policy --
State and locval agencies focusing on research and public health,
and on consumers, producers, industry, and acadewmia. The
Institute should make gpecial efforts to build on efforts of the
Pprivate sector, through the use of public-private partnerships
oy othar appropriate wmechanisms.

These steps, taken together and in coerxdination with our pending
legislation, will ensure to the fullest extent possible the
gafety of food for all of aAmerica’'s families,

AP d‘ .
) Cluctou,
_—*—- mcroeserd



http:within.9o

APPENDIX B
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 stricken by iliness every year caused by the food they consume, and some 9,000 a
year ~ mostly the very young and elderly - die as a result. The threats are numerous and
varied, ranging from Escherichia coli {(E. col) O157:H7 in meat and apple juice, to
Salmonelia in eggs and on vegetables, to Cyclospora on fruit, fo Cryptosporidium in drinking
water - and most recently, to hepatitis A virus in frozen strawberries.

In his January 23, 1997, radio address, President Clinton announced he would request
$43.2 million in his 1998 budget to fund 2 nationwide early-warning system for foodborne
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 of the
food supply. He directed them to consult with consumers, producers, indusiry, States,
universities, and the public, and to report back to him in 90 days. This report responds 1o the
President's request and outlines a mmprshenswc new initiative to improve the safety of the
Nation's food supply.

The goal of this initiative 1s to further reduce the mncidence of foodborne illness to the
greatest ‘extent feasible. The recommendations presented in this report are based on the
public-health principles that the public and privaie sectors should identify and take
preventive measures to reduce risk of illness, should focus our efforts on hazards that present
the greatest risk, and should make the best use of public and private resources. The initiative
also seeks to further collaboration between public and private organizations and 1o improve
coordination within the Government as we work toward our common goal of improving the
safety of the nation's food supply
3 .

© Six agencies in the Fedmi Government have primary responsibility for food safety: two
agencies under the Department of Health and Human Services (HHS) ~ the Food 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, Bducation, 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 greatest public-health risks and design
strategies 1o 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 partherships with private organizations. As directed by the President, the
agencies have explored ways to sirengthen systems of coordination, survelllance,
ms;}ectwrzs, research, risk assessment, and education. ‘

This report presents the results of that consultative process. It outlines steps USDA, HHS,
and EPA will take this year to reduce foodborne iliness, and spells out in greater detail how
agencies will use the $43.2 million in new funds requesied for fiscal vear 1998, It also
identifics issues 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 Performance Review (NPR), the agencies have encouraged the widespread adoption
of preventive controls.  Specifically, the NPR report urged impiementation of Hazard
Analysis and Critical Control Point (HACCP) systems to ensure food manufacturers identify
puints where contamination is likely to occur and iroplement process controls to prevent it.
Under HACCP-based regulatory programs there is a clear delineation of responsibilities
between industry and regulatory agencies: Industry has the primary responsibility for the
safety of the food it produces and distributes; the Government's principle role is 1o verify that
industry'is carrying out its responsibility, and to initiate appropriate regulatory action if
DECESSArY.

The Administration has put in place science-based HACCP regulatory programs for seafood,
meat, and poullry. In late 1995, the Administration issued new rules to ensure seafood safety.
In luly 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 encourage the use of KA{ZC? principles
throughout the foed industry.

The need for further action is clear. Our understanding of many pathogens and how they
contaminate food is limited; for some contaminants, we do not know how rauch must be
present in food for there to be a risk of illness; for others, we do not have the ability to detect
their presence in foods. The public-health system in this country has had a limited ability
to identify and track the causes of foodbome iliness; and Federal, State, and Jocal food-safety
sgencies need 1o improve coordination for more efficient and effective response to outbreaks
of iliness. Resource constraints increasingly limit the ability of Federal and State agencies

¢
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to inspect food processing facilities (e.g., years can go by before some plants receive 2
federal inspection). Increasing quantities of imported foods flow into this country daily with
limited scrutiny, Some food processors, restavranteurs, foad-service workers, supermarket
managers, and consumers are unaware of how to protect food from the threat of foodbome
contaminants. These and other deficiencies will be addressed by key Administration actions
outlined in this report and described below.

Enhance Survelliance and Build an Early-Warning System

As the President announced in January, the Administration will build a sew National
Early-Warning System to help detect and respond to outbreaks of foodborne illness earlier,
and to give us the data we need to prevent future outbreaks. For exarnple, with FY 1958
funds, the Administration wili:

Enhance Surveillance. The Administration will expand from five fo eight the
number of FoodNet active surveillance sentinel sites. Personnel at these sentinel
sites actively look for foodbome diseases. Existing sites are in Oregon, Northern
California, Minnesota, Connecticat, 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 casc-control study of hepatitis A to determine the proportion of cases
due to food contamination, FDDA will strengthen surveillance for Vibro in Golf
Coast oysters, and CDC will strengthen surveillance for Vibric in people.

Equip FoodNet sites and other state health departments with state-of-the-art
technology, including DNA fingerprinting, 1o identify the source of infectious
agents and with additional epidemiologists and food-safety scientists to trace
cutbreaks t0 their source.

{reate 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 to allow the rapid sharing of information

and to quickly determine whether outbreaks in different states have a common
- FOUrCe,

Improve Responses to Foodborne Ontbreaks

At the Federal level, four agencies are charged with responding to outbreaks of foodborne
and waterborne iliness: CDC, FDA, FSIS, and EPA., Siates and many local governments
with widely varying expertise and resources also share responsibility for outbreak response.
The current system does not assure 8 well-coordinated, rapid response to interstate outhreaks.
To ensure a rapid and appropriate response, with FY 1998 funds, agencies will:
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Establish an intergovernmental Foodbome Cutbreak Response Coordinating Group. Federal
agencies will form an intergovernmental group, the Foodbome Outbreak Response
Coordinating Group, to improve the approach to interstate outbreaks of foodbome iilness.
This group will provide for appropriate participation by representatives of state and local
agencies charged with responding to outbreaks of foodborne illness. It will also review ways
to more effectively involve the appropriate state agencies when there is 2 foo:ibome_
natbreak _
i .

Stmngﬂg en the infrastructure for surveillance 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-surveillance programs, and other
ass:szanc;e to better investigate foodborne-disease outbreaks.

‘

Improvie Risk Assessment

Risk assizssmeflt is the process of determining the likelihood that exposure to a hazard, such
as a foodborne pathogen, will result in harm or disease. Risk-assessment methods help
characterize the nature and size of risks 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 capabﬁmes with FY 1998 funds, the
agencies will:
i
Est}ablish an interagency risk assessment consortium to coordinate and guide
overarching Federal risk-assessment research refated to food safety.

Devclop better data and modeling techniques to assess exposure to microbial:
contamxnants and simulate microbial vanability from farm to table. Such
techniques will help scientists estimate, for example, how many bacteria are likely
to be present on a food at the point that it is caten {the end of the food chain}, given
an initial level of bacteria on that food as it entered the food chain. :

Develoé New Research Methods

Today, many pathogens in food or animal feed cannot be identified. Other pathogens have
devclopcd resistance to time-tested controls such as heat and refrigeration. With FY 1998
funds, the agencies will focus research immediately to:

Develop rapid, cost-effective tests for the presence in foods of pathogens such as
Salmonella, Cryptosporidium, E. coli G157:H7, and hepatitis A virus in a variety
of fm::fs, especially foods already associated with foodbornpe illness.

Iinhanct understanding of how pathogens become resistant to fmd«»presm ation

techniques and antibiotics.
i

:
!
H
}
t

£
]



f ,
I}cvélop technologies for prevention and control of pathogens, such as by

develaping new methods of decontamination of meat, pouliry, seafood, fresh
produce, and eggs. »

Improve *Inspectimﬁis and Compliance

With FY 1998 funds, the agencies will pursue several strategies fo increase inspections for
higher-risk foods; the agencies will, among other things:

Implement seafood HACCP. FDA will add seafood inspectors to implement new
seafood HACCP regulations, and will work with the Commerce Departnient to
integrate Commerce’s voluntary seafood-inspection program with FDA's program,

Progose preventive measures for fresh fruit and vegetable juices. Based on the best
science available, FDA will propose appropriate regulatory and non-regulatory
options, including HACCP, for the manufacture of fruit and vegetable juice
products.

Propose preventive measures for egg products. Based on the best science available,
FSI8 will propose appropriate regulstory and non-regulatory options, including
HACCP, for egg products.

Identify preventive measures 10 address public-health problems associated with
produce such as those recently associated with hepatitis A virus in frozen
strawberrics and E. coli Q137:H7 on lettuce. These measures will be identified
through a comprehensive review of current production and food-safety programs
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 F8IS will provide technical assistance to countries
whose products are implicated in 2 foodbome iliness.

Further Food-Safety Education

Foodbotne illness remains prevalent throughout the United States, in part because food
preparers and handlers at each point of the food chain are not fully inforrmed of risks and
related safe-handling practices. Undersianding and practicing proper food-safety techniques,
such as thoroughly washing hands and cooking foods to proper temperatures, could
significantly reduce foodborne illness. The Administration — working in partnership with
the private sector - will use FY 1998 funds to, among other things:
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Establish a Public-Private Partnership for Food-Safety Education. FDA, USDA,
CDC, and the Department of Education will work with the food industry, consumer
groups and the States to launch a food-safety public awareness and education
campaign, The Partnership will develop, disseminate, and evaluate a single
food-safety slogan’ and several standard messages. Industry has pledged
$500,000 to date to support the partnership's activilies and plans fo raise additional
funds.

Educate professionals and high-risk groups. Agencies will better educate
physicians to diagnose and treat foodbome illness; strengthen efforis to educate
producers, veterinarians, and State and local regulators about proper animal drug
use and HACCP principles; and work with the Parmership to better train retail- and
food-service workers in safe handling practices and to inform high-risk groups
about how to avoid foodbome iliness, e.g., in people with liver disease, illness that
may be caused by consuming raw oysters containing Vibrio vulnificus.

Enhance Federal-State inspection partnerships. New Federal-State partnerships focused on
coordinating inspection coverage (particularly between FDA and the States} will be
undertaker, in an important step towards ensuring the effectiveness of HACCP and ensuring
that the highest-risk food plants are inspected at least once per vear.

Continue the Long-Range Planning Process

Through this initiative, and through previcus sctivities, HHS, USDA, and EPA have laid the
groundwork for a siategic planning effort. There is 2 broad recognition of the need to
carefully implement the initiative's programs, and io consider how to apply preventive
measures in other areas of concern. A strajegic-planning effort is needed to build on this
common ground, and to tackle some of the difficult public-health, resource, and management
questions facing Federal food-safety agencies, The Federal food-safety agencies are
committed to continuing to meet with stakeholders, ultimately to produce a strategic plan for
improving the food-safety system.

L e e ame e
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Presidential Documents

e

Title Foem

The President

Executive Urder 13166 of August 25, 1968

President's Council on Food Safety

Hy the authorily vested in me es President by the Constitution and the
laws of the United States of America, and in order to improve the safety
of the foud supply through scieacs-based regulation and well-coordinated
inspection, enforcement, research, and education programs, it is hereby or.
dered as lollows:

Section 1, Establishment of President's Council on Food Sofety. (a) There
is established the President’s Council on Food Safaty {*Councii”]. The Coun-
¢if shall comprise the Secrsteries of Agriculture, Commerce, Health and

 Human Services, the Director of the Office of Management and Budget

{OMBI, the Administrator of the Envirenmental Protection Agency, the Assist-
ant to the Fresident for Science and Technology/Director of the Office of
Science and Technology Policy, the Assisiant (¢ the President for Domestic
Policy, and the Director of tire Nationa!l Perinership for Reinventing Govern-
meént. The Council shall consult with other Federal agencies snd State,
local, and tribal government agencies, and consumer, producer, scientific,
and indusiry groups, as appropriate,

(b} Ths Secretaries of Agricullure snd of Health and Human Services
and the Assistant t¢ the President for Science and Techaolagy/Direcior
of the Office of Science and Technology Policy shall serve ss Joint Chairs’
of the Gouncit, .

Sec. 2. Purpose. The purpose of the Council shall be t6 develop a comprehen-
sive strategic plan for Feders) food safety activities, taking into consideration
the findings and recommendations of the National Academy of Sciences
report "Ensuring Safe Food from Production tu Consumption”™ and other
input from the public on how 10 improve thes efectiveness of the current
food safety systems. The Council shall make recommendations to the President
on how 1o sdvance Federal efforts o implement a comprehensive science-
based strategy 1o improve the safety of the food supply and to enhance
coordinstion smong Federsi agencies, State, local, and tribal governments,
and the privaie sector. The Council shall advise Federal agencies in sstting
priority aress for investment in food safety. .

Sec. 3. Specific Activities ond Functions. {a) The Council shall develop
& comprehensive strategic Feders] food safety plan that conleins specific
recommendations on needed changes, inciuding measurable outcome goals.
The principal goal of the plar should be the establishment of 4 seamless,
science-based food safety system. The plan should address the staps necessary
to achievs this goal, including ths key public heslth, resource, and manage-
ment issuss regardi:zz§ food safety. The planning process should consider
both short-term and anfuiem issues including new and emerging thrests
and the special needs of vulnerable popuiations such as children and the
elderly. In devsloping this plan. the Council shall consult with ail interested
parties, including State and local agencies. tribes, consumers, producers,
industry. snd ecademia.

{b} Consistent with the comprehensive strategic Federal food safety plan
described in section 3{a) of lgis order. the Council shall advise agenties
of priority areas for invesiment in food safety and ensure that Federal
agencies annusally develop coordinated food salety budgets for submission
o the OMB that sustein and strenpthen existing capacities, eliminate duplica-
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 annuslly develop
2 unified budget for submission (o the OMB for the President’s Food Sefety
Initiative end such other food safety issues as the Council determines sppro-

priate.

{c) The Counci] shall ensure that the Joint Institute for Food Safety Research
{IFSR], in consultation with the Nationa! Science and Technology Council,
establishes mechanisms 1o guide Federal research afforts toward the highest
priority food safsty npeeds. The JIFSR shall report 1o the Council on e

regular basis on s efforts: (i} to develop & strategic plan for conducting.

food safety vesearch activities consistent with the President's Food Safety
Initiative and such other food salety activities as the JIFSR determines appro-
priste; and (ii) to coordinate efficiently, within the executive brench and
with the private sector and scademia, all Federal food safety research.

Sec, 4, Cooperation. All actions teken by the Council shali, &5 appropriate,
promote partnerships and tooperstion with States, tribes, snd other public
and private sector sfforts wherever possible to improve the safely of-ihe
food supply.

Sec. 5. Genercl Provisions. This urder is intended only to lmprove the
interna! management of the sxecutive branch and is no! imtended to, nor
does i, creste any right or benefit, substantive or procedural, enforceable
st law by a party egainst the United States, -its agencies, its officers or
sxy person. Nothing in this order shall sffect or alter the statutory responsibil-
ities of any Federa! sgency charged with food safety responsibilities.

THE WHITE HOUSE,
August 25, 1888



APPENDIX D

Federal Food Safetv Agencies

o = m memhmed o

Tweivc Federai agencies have food safety z‘cgp{:szzszbzlmes

AgnmimzaE Marketing Service, (AMS), U.S: Department of Agriculture (USDA)

Animal and Plant Health Inspection Service, (APHIS), USDA

&gx‘;caim Research Service (ARS), USDA

Centers for Disease Control and Prevention (CDC), Department of Health and Human
Szzwces (DHHS) '

Coopmuve State Research, Education, and Extension Service (CSREER), USDA

ﬁcommzc Research Service, (ERS), USDA

Environmental Protection Agency, (EPA) )

Food and Drug Administration, (FDA), DHHS

Food Safety and Inspection Service, (FSIS), USDA

Grain Inspection, Packers and Stockyards Administration, (GIPSA), USDA

National Institutes of Heahth, (NIH), DHHS -

National Marine Fisheries Service (NMFS), Department of Commerce

[T



APPENDIX E

Glossary of Acronyms

AMS Agricultural Marketing Service

APHIS Animal and Plant Health Inspection Service

ARS = Agriculrural Research Service

CDC Centers for Disease Control and Prevention

CRADA Cooperative Research and Development Agreement

CSREES Cooperative State Research, Education, and Extension Service

DHHS ¢ Department of Health and Human Services

EPA Environmental Protection Agency

ERS Economic Research Service

FDA | Food and Drug Administration

FSI National Food Safety Initiative

FSIs ' . Food Safety and Inspection Service

GIPSA . Grain Inspection, Packers and Stockyards Administration

HACCP Hazard Analysis Critical Control Points

JIFSR ¢ Joint Institute for Food Safety Research

NIH National Institutes of Health

NMFS National Marine Fisheries Service

NPR National Performance Review

NSTC/OSTP National Science and Technology Council/Office of Science and
: Technology

OMB Office of Management and Budget

USDA U.S. Department of Agriculture
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2 Clinton Administration Accomplishments In Improving Food Safety

The Administration has put into place improved safety standards for mest, poultry, and seafood
products, and has begun the process of developing enhanced standards for fruit and vegetable
juices. The Administration also has expanded research, education, and surveillance activities
throughout the food safety system.

*August 1998, President Clinton signg an Exceutive Order creating the President’s Council on Food Safity,
which will develop a comprehensive strategic plan for federal food safety activitics and ensure that federal
agengcies annually develop coordinated food gafety budgets.

1
*July 1998, President creales o Joint Instituie of Food Safety Research which will develop a strategic plan
for conducting and coordinating alt federal food safety research activities, moluding with the private sector
and academia. )

*Fcbruary 1998, Administration annpounces its proposed food safety budget, which requcests an approximate
$101 million increasc for food safety iniliatives.

i
*May 1997, Admimstration announces comprehonsive new initiative to suprove the safety of nation’s food
supply --"Food Safety (rom Farm to Table” - detailing a $43 million food safety program, including
measures 1 improve surveillance, outbreak response, education, and research,

l *
*lanuary 1997, President announces new Early-Warning System 1o gather eritival scientific data 10 help stop
foodborne disesse outbreaks quickly and to improve provention sysiems,

*August 1996, President signs Sefe Drinking Water Act of 1996. The law requires drinking water systems
1o protect agamst dangerous contaminants Jike Cryptosporidium, and gives people the right to know about
contarinanis in their tap water,

*August 1996, President signs Food Quality Protection Act of 1996, wiuch streamlines regulation of
pesticides by FDA and EPA and puts important new public-health protections in place, ¢spocially for
children. ‘

*July 1996, President announces new regulations that modernize the nation’s meat and poullry tspection
system for the first time i 90 years. New standards help prevent E.coli bacteria contamination in meat.

*December 1995, Administration issues new rules to ensure seafood safety, utitizing HACCP regulatory
pragrams (o require food industries to design and implement preventive measures and increase the industries’
responsibility for and control of their safety assuranee actions.

*1994. CDC embarks on strategic program to detect, provent, and conirol emerging infoctious discase
threats, some of which arc foodbome, making significant progress toward this goal in cach successive year,
#1993, Vice-President’s National Performance Review igsues report recommending governmient and industry
move toward a system of proventive controls.



PRESIDENT CLINTON SIGNS EXECUTIVE ORDER
CREATING COUNCIL ON FOOD SAFETY
‘ August 24, 1998 -

President Clinton today will sige an Executive Order 1o create a President’s Council on food
Safety, which will develop a comprehensive strategic plan for federal food safety activities and
ensure that federal agencies annually develop coordinated food safety budgets. The President also
will sign s directive to the Council to review the recently issued National Academy of Sciences
{(NAS) report, “Ensuring Safe Food from Production to Consumption,” and to report back with
its response to the report, including appropriate additional actions to improve food safety.

President’s Council on Food Safety. The President signs an Executive Order establishing 2
President’s Council on Food Safety (Councit). The Councit will have three primary functions,
including: (1) developing a comprehensive strategic federal food safety plan; (2} advising agencies
of priority areas for investment in food safety and ensuring that federal agencies annually develop
coordinated food safety budgets; and (3) overseeing the recently established Joint Institute for
Food Safety Research and ensuring that it addresses the highest prionty 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 fooud safety system, The plan will address the steps necessary to
achieve thig improved system, focusing on key public health, resource, and managenent
issues and including measurable outcome goals, The planning process will consider both
short and long-term issues including new and emerging threats and the special needs of
vulnerable populations such as children and the elderly. In developing this plan, the
Council will consult with all interested parties, including state and local agencies, tribes,
consumers, producers, indusiry, and academia.

» Coordinated federal Tood safety budgets. Consistent with the comprehensive strategic
federal food safety plan, the Council will advise agencies of priority areas for investment
in food safety and ensure that federal agencies annually develop coordinated food safety
‘budgets. This coordinated food safety budget process will sustain and strengthen existing
activities, eliminate duplication, and ensure the most effective use of resources for
improving food safety.

, Oversight of federal food safety research efforts. The Council will ensure that the
Joint Institute for Food Safety Research addresses the highest priority food safety research
gaps. The Institute will repont, on a regular basis, 1o the Council on its efforts to conduct
and coordinate food safety research activities and will receive direction from the Council
on research needed to establish the most effective possible food safety system.

Review of NAS Report, The President will direct the Council, as one of its first orders of
business, to review the National Academy of Sciences (NAS) report, “Ensuring Safe Food from
Production to Consumption.” Afler providing opportunity for public comment, including public
meetings, the Council will report back to the President within 180 days with its response to the
NAS report. The Council’s report will consider appropriate additional actions to improve food



safety, including proposals for legislative reform of the food safety system.

Public Meeting to Develop Comprehensive Sirategic Plan for Federal Food Safety
Activities, The Clinton Administration will publish notice of the first public meeting, to be held
on October 2 in Arlington, Virginia, to begin development of the Council’s comprehensive
strategic plan for federal food safety activities. The meeting will engage consumers, producers,
industry, food service providers, retailers, health professionals, State and local governments,
Tribes, academia, and the public in the strategic planning process.
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Presidential Documents

Tithe 3—
The President

Executive Order 13100 of August 25, 1998 ‘

President’s Councll on Food Safety

By the authority vested In me as President by the Constitution and the
laws of the Unlted States of America, and In order to improve the safety
of the food supply through sclence-based regulation and well-coordinated
Inspection, enforcement, research, and sducation programs, # i hereby or-
dered as follows:

Seetton 1. Establishment of President’s Council on Food Safety. (8) There
Is established the President's Council on Food Safety {"Council”}. The Coun-
cil shall comprise the Secretaries of Agriculiure, Commerce, Health and
Human Services, the Director of the Office of Management and Budget
{OMB}, the Administator of the Environmental Protection Agency, the Assist.
am to the President for Sclence and Technelogy/Director of the Office of
Science and Technology Policy, the Assistant to the President for Domestic
Policy, and the Director of the National Partnership for Relnventing Goveree-
ment. The Councll shall consult with other Federal agencles and State,
local, and tribal government agencles, and consumer, producer, sclentific,
and industry groups, as appropriate.

{b) The Secretaries of Agriculture and of Health and Human Services
and the Assistant 1o the President for Sclence and Technology/Director
of the Office of Science and Technology Policy shaill serve as Joint Chalrs
of the Council,

Sec. 2. Purpose. The purpose of the Council shall be 1o develop a comprehen.
stve strategic plan for Federal food safety activities, taking Into consideration
the finddings and recommendstions of the National Academy of Sciences
report “Ensuring Safe Food from Production to Consumption™ and other
Input from the public on how to improve the effectiveness of the curremt
fued safety system. The Council shall make recornmendations 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 governmants,
and the private sector. The Council shall advise Federal agencies in setting
priority areas for investment in food safety.

Sec. 3. Specific Activities and Functions. {2} The Council shall develop
a comprehensive strategic Federal food safety plan that containg specific
recommendations on needed changes, including measurable out¢ome goals,
The principal goal of the plan should be the establishment of a seamiess,
science-based food safety system. The plan should address the steps necessary
o achieve this goal, including the key public health, resource, and manage-
ment issues regarding food safety. The planning process should consider
bath short-term and long-term issues including new and emerging threats
and the special needs of vulnerable populations such as children and the
elderly. In developing this plan, the Council shall consult with all interestad
parties, including State and local agencies, tribes, consumers, producers,
industry, and academia.

&) Consistent with the comprehensive strategic Federal food safety plan
deseribed In sectlon 3{a) of this order, the Council shall advise agencies
of priority areas for investmernt in food safety and ensure that Federal
agencles annually develop ¢oordinated food safety budgets for submission
to the (UMBE that sustain and strengthen existing capacities, eliminate duplica.
tion, and snsure 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
Indttative and such other food safety Issues as the Council determines appro-
priate.

{¢) The Council shall ensure that the Joint Institute for Food Safety Research
{JIFSR}, in consultation with the National Scitence and Technology Councll,
establishes mechanisms to gulde Federal research efforts toward the highest
priority food safety needs. The JIFSR shall report to the Council on a
regular basis on Its efforts: {1} to develop a strategic plan for conducting
food safety research actlvities consisterst with the President’s Food Safety
{nitiative and such other food safety activities as the JIFSR determines appro-
priate; snd {i] to coordinate efficiently, within the executive branch and
with the private sector and academia, all Federal food safety research.

Sec. 4. Cooperation. All actions taken by the Council shall, as appropriate,
promote partnerships and cooperation with States, teibes, and other public

and private sector efforts wherever possible to improve the safety of the
food supply.

Sec, 5. General Provisions, This order i3 irtended ondy o lmprove the
intermal management of the executive branch and is not intended to, nor
doss i, create any right or benefit, substantive or procedural, enforceable
at law by a party agasinst the United States, its ageacies, its officers or
any person. Nothing in this order shail affect or alter the staustory responsibll-
itles of any Federal agency charged with food safety responsibiiities.

N

THE WHITE HOUSE,
August 25, 1888,
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HOTICE: The project that is (e subiecs of ihis repot was appraved by the Ooverning Board of i Nationai Besearch Council, whoss memberg sre drawn from the
ceunciis of the National Acsdemy of Sciznces, the Naticna! Academy of Engincering. and the Institute of Medicios, The members of the commines msponsible for
the report were chosen for thedr special counpetences and with regant for appropriate balamse,

The Natianad Avademy of Sciences is 3 privase, nonprofit., seif-perpenssting socicty of distinguished scholars engaged in sclontific and engincering mssanh, dodimaned
1o the furtharance of sciense sad tachnulogy and o titir e For the general welfare. Upun the authority of ghe churver grantad 10 4t by the Congress in 1583, the
Agademy hos 5 mandzse thas seguires it 1o advise the fadenal governmens o seientific and technical matters. Br. Broce Albents is presidem of ihe Nationad Academy
of Stienves,

i
The Netivnal Academy of Engineering was established tn 19564, under the chaner of the National Academy of Sciences, a2 o parallel orgaission of cuistanding
engineers. 3t is satonomous in it administration and in the selostion of its members, shering with te Netonsl Acaderny of Scizncas the responabifity foe edviging ihe
federal governement, The Nadonal Avsdeayy of Sngineering a5 sponsors engissering programs simed af meoling national seads. snsourages sducation sd ssearch,
and recognizes e superior achisvements of sogineers, Tie, Willtam A, Wil Is president of the Nadoas] Academy of Engineering.

The natitug of Medicine was escablished in 1970 by the Nutional Academy of Sciences o enligt dislinguished meombers of the approprize professions in the
exmmagtion of policy masters peraining to the healith of the public. In this, the Institste st under both the Academy's 1883 congressional chartar responsibility 16 be
% advisee 1o the federnl goversmest and its pwn anitiative in identifying issues of sedical cam, resetrch, and educadone. Dr. Kenneth § Shise is prasident of the
institute of Medicine,

The Nations! Beseareh Council was orguaized Sy the National Academy of Sciences in 1916 to Hnk the broad commgniy of sciense and technology with e
Academy's purpeses of furshering knowiedge and advidiag the fedend govemmen, Funglioning in sccordance with general policies datermined by the Acadermy, the
Council has become the principel opersling agency of both the Nationel Academy of Ssiences and the Nationgd Acaderny of Bngineering i providing stevites 1o the
goverment, the public, sad the scientific and enginteding sommunities. The Council is administered jointly by bods Acadensies s the Insdiane of Medicine, D,
Bruge Aldeets and Dr, wzam‘_x. Wolf we chairman s vipg-chairman, respectively, of the Rationsl Resserch Coanell,

v
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Ensuring Safe Food

From Production to Consumption

- Executive Summary

Adequate, nutritious, safe food is esseatial 10 humar survival, but food can also cause of cORYEY risks to health and even lifs iself, Although
estimates vary witely, (here i5 agresment that foodborne Hingss is a serious problem, In the United States, as many a3 §1 million ilinesses (Archer
and Kvenbezrg, 1988 and up to 9.008 deaths {CAST. 1994 per year have boen sitribuied 10 focdceited hazards, Estimates of the annual cost of

medical meatmeat sl Jost productivity vary widely, from $6.6 billion 10 $37.1 tallion from seven major Foodborne pathogens {Buzby and
Roberts, 1997,

The nugion’s agriculiure and food marketing sysiens have evolvad to provide food to & growing and increasingly sophisticarsd population,
- Complex processes built o0 advances in soitnes and iechadiogy have teen developed o evaluate il tianage the risks sssociated with the
changing nature of the food supply. Walb-esablished systems goatral many foost rigks, but serious harsrds Lo public bealth mmain,

PURPOSE AND SCOPE OF THE STUDY

As a rssuli of tie continuing soncern about the food safety sysiem in the United States, Congrass commissioned the National Acudemy of
Scigages, thrqugh the Agricuiturat Research Sereice of the US Depanment of Agriculture (USDA), to undenake the study thar resulted in i
repont. The chargs 12 the commitize wat twofnid, The commitien wis asked {2 {1} assess the effectiveness of the currert system to ensure sale
faud, and {2} provide recommendations an scientific and organizational changes needed 10 intrease the effectivanass of tie food safery sysiem,
{rver a 6 month pecied, the commitiee held three mectings as wedl as two open forums where ageacy repsesentatives and relevent stakeholders

discussed the food safs:zy sysieny, The comemises reviewed many docurmams, including reptms an how other countries are reshaping their
sysems,

This report summarizes the comnsittee’s seview of fo safety in the United States by (1) describing the curment US system for food safety aad the
changing nature of concems which it encounters, (2) cutlining an effective food safoty system, £3) identifying the ways in which the currers foad
. safety system is inadequare, and (4) providing recommencanians 16 move Ioward the scientific foundation and organizational stnscture of & more

Prateciing the safety of {m requires anteation o 2 wids range of potantial hazards, Bood safety is not limited 10 corcemns related 1 foodbame
pathogess. (axichy of chem:ca% sabstances, or physical hazards, but may atzo include issues soch as autrition, food quatity, Jabeling, and
-edugatisn, While the sccpe of this study includes 3 of these somponents, this commities’s brunediste concern focuses oa food-related hazards.

1, The Current US Food S@f&ty System

The US food supply is abundant and affordable aad is judged by many io present an accepiaile level of risk {0 haaith. The system has evolved
from one that provided consumers with minimally procsssed basic commontities that were predominantly for home preparsiion @ (oday’s system
of highly processed products designed sither 1o be eoady-ta-2at or 10 require minimal preparation in the home. As a sesuit of many techoclogicad
advances, the faod system has progressed deamaticaliy front waditional food preservation processes such s salting and curing o today's
marketplace with frozan ready-10-eat meals and take-cul foods. Likewise, distribution systems for feods have changed greatiy.

While these developmenty have provided (he Amesican consumer with 2 wids array of food priducts with: a high degres of safety, 3 more diverse
foot supply carries additions] risks a8 well 25 banefiis. The availability of new food choices such as "minimally processed” vegetabie producis
{for exampie, prebagred and chopped feal Tettuce minas) presents new risks for microbial comaminaion. The globalization of the food system
brings food from all pans of the workt into the US markeiplace, and with i the potential for foodbame infection o sther hazards aot normally
found in the United Siates,

The curpert US food safery system has many of the atiributes of an effeciive system. The sawmre of food safery concerny has changed due to pasi
successful efforts o sontrol the ase of unidentified or misrepresented food ingredients and problems with e appearance and wholesameness of
foond products; microbiological and chemiced hazards apw present new snd in some cases incraasingly serious chalienges which cannst be
deteczed using traditonal inspection methods. The istreduction of Hazard Analvsis Critical Contrp! Poiat (HACCF: monitoring systems in meat,
poultry, and seafood products 1% ar example of the istredacdon of scignce-based pracess contrad methpdology into foad safely regulation and
enforcement.

Many Americans sow el in ways thal insresse fsk, including sonseming more maw or minimally processed frults and vegeisbios and eating
fewer home-preparcd mials. A smaller number of foad processing and preparation facilities provide food to increasingly Yarger mumbers of US
consumers, eahancing the extent of harm that can arise from any ane incident. Simultancously. iocreasing numbers of Americans have
compmmzwzs immune systems becauss of age, iliness, or medical treziment, The development of geasdcally modifisd focds and modified
mactonuttianms ars two examples of aew products or technologies that reguire new ways of evaiuating the safety of substances sdded 1o the fond
suppty,

- [
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The federal government has vsuadly addressed these deveiopments by ndding new strotures and processes or adiusting old ones, These
ncrenensl adjustments have ceoated a sumber of inefficienciss and apparent conflicts within the system, Some have been addeessed #or
exarrple, pesticides have been exampied from the Delaney clause’s ban on earcinogens}, but others remain, DA is ohlipaisd by statuie to
maintain the system of coninnngs an-site factary inspection by govemmest isspectars that ez been tie hallmark of mes and poultry regulation,
The Food sad Drog Administration (FRAL meanwhile, with 5 more varied indosiny 10 regulate, has selisd oo selective menitoring, in which far
fewer inspectory periodically visit setings where food is produced, rocessed, of stored 1o verify compliance with or to uncover violations of its
tequirements, A resuil is $hat in some Cases Inspeciors from these swao agencies overses Tood processing in the same processing faciity st the
same time due to the different oaabling statutes. Agancios are an timies freciuded by statute Trom fmplemeniing monitoring or enforcemen:
practices that ares baged in selence, -

The sire and compiesity of the US food system require sigrificant invalvement of goverament at all Jevelswfederal, State, and focal; of the food
industry-eanging from the groducer 1o food servern of univerdties: of the apws media; and. mostimportaly, of the conspmer, 10 aidress
adecuately the multitute of issuss that arise in ensusing safe food, Af the federal leved, the 2ffpas are curremtily fragmented, with st Jeast 12

agenciest involved in the key fuscrions of safety: monitoring, surveiliance. inspection, enforcemant, outbweak management, research, and
sducation, Efforts to coordinate federal activities have intenséfied over the last twis years with the Nationa! Feod Safety Initintive. There arg over
50 memaranda of agreement between vardous agencies related 1o food safety, The reeent praposal to eredte s Jolat Food Safety Research Institute
between USDA and FUA is an ohvious outprowth of such efforts, Notwithstanding these relatively recent astivities, however, Thers stilt gxist
sigrificant bammiees to full integration.

: Surmmary Findings: The Current US Systam for Food Safety

« has many of the attribuies of an effective sysicmy;

Tisa wmgﬁax,' inter-related activity invelving govermmesst ai 2} levels, the food industyy from farm aad sea to 1able, anjversities, the media,
and the consumer; .

N ‘
«is moving towid a more seience-based epproach with HACTP and with risk based axsessmeny,
« is limdresd by statite in implementing practices and enforcement that are based i eience;

«is {ragmcmcd by having 12 primary federal agencies invoived in key functions of safety: monitoring, servetilance. inspoction, eufoement,
outhreask managemeni, reszareh, and education; and

+ is {azing tramendous pressuees | with regard to:
— stverging pathogens and ablilzy i detect them;
— pmsneaining adequate inspection and monitoring of the increasing volume of imponed foods, especially fruits and vegetabies;
- mainiaining adequaie inspection of commercial food services and the incressing numher of larger food processing plants; and

- ihe growing sumber of people at high dsk for foodborne Hitnesses,

2, An Effectlve Food Safely System
Mission

The commities defines safe food s food that is whalesome. that does not exceed an accepiable feved of risk associsted with pathogenic
arganisms of chemical and physical hazards, and whose supply is the msult of the combined activifies of Cangress, reguistory agencies, mulipie
Isdustrics, universities, private organizations, and consumers. The mission of a food safety system should be staled as an operational chargs that
uses and seflces that definition, ARer ovitwing te massions presanted by some of the lead fadar) agencies involved in the US food safery
sysiem, the cumminec defined a5 overall mission 25 follows:

The mission of an affeciive food safety sysiem is i protect and improve the public health by ensuring that foods mees science-based sufery
standards fhrwg}: the intagrared activities of the pubiic and private-seciort.

1

Attributes of an Effective Food Safety System

Fhe anibutes of 3 moded food safety system can be summarized in five major components, Fiest, i should be ienge-based, with 3 strong
emphasis on risk analysis, thus allowing the greamst priofity in mrms of resources and activity to be placed on the rizks deetned o have the
greatest potential impact (sce Box ES-1). Adjusting effart 1o risk depends on being able 1o identify hazards, gvaluate the dose-tespotise
charsctesistios of ths hurards., estimate of measure exposurss, and then determune the likely {requency and severity of sffsets on health resulting
from estimaled exposure. Harards are propesties of substances that can cause adverse consequences, Hazards associated widh food inelude
nusrobiological pathogens, naturally occusring taxing, allergens, inentional and unintentional additives, modified food componests. sgriculest
rhemicats, environmental contaminants, asimal dreg eesidues, and excessive consumption of sarme dietary supglemants. Tn addition, improper
meshods of food handling @nd preparation in the tome can contribute o increases in other harasds,

The limited mmm?& gvailable to address foad salety issues direcs that regulatory pricritics be based on risk analysis. which includes evaiuation
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of prevention sirategies where passible. This approach caables reguiniors to sstimate the probability that various categories of susceptibie
perions {for example, the ldsrly, or'aursing mothers? might acquire iflness from eating specific foods and thereby allows regulators to placs
greater emphass aset direct resources on those foods o hazards with the highest #isk of causing human illagss, Risk analysis provides a
science-based appraach 10 address food safety {ssues. Comprehensive human and anieal disease sarveiliancs must be an integral part of any sk
analysis in order 10 €stimate expasure.,

The second compunent in a model system is (¢ have a national food law chat is clear, sational, snd compreheasive, as wall as scientificaily based
on risk. Scientific understanding of risks changes, 3¢ faderal food safety offorts must be canvied out within a flexible framework. US regulatory
agencies are moving 1oward science-based HACCP programs®. This is 2 major step toward 5 science-based systers, but ather steps remain
eritical. An ideal systerns would be preventive and anticipstory in naturs, and thas designed with integrated national suresillance and montioring
sleng with education and research cequired to supgorn these activities woves intg the fabric of the system. A reliable and acourate sywiem of data
collechion, pracassing. evaluation, and sransfer is the foundation for scientific fsk analysis. Reszarch shonsd have both applied and baske
companents and be targeted at the aceds of producers, Processors, conskmers, sod regulatory decifon-makers and other scintists,

" #

Box ES-1. What iy ihe Meaning of Science-Based?

A scierct base for snsuring safe food entompasses many elements. When atilized. hese clemants improve the ability to identify, reduce, and
manags yisks; minimize occurrnnes of fondborne hazracds; gazher and sailizg information; salsnce knowledge: and imarove overi food
safety. Several examples of science-based actions that have been inplemented in the US food safety system that are evadily recognized ax
pesitive slermenes of the system inchude:

 implementation of low-agid canned food progessing lechaology, which reduces the sk of botulism;

= implementation of HACCP systerms and risk assessment in decision-making:

* approval of inradiadon wchnology far uss i spices, pork, beef, pouliry, fruiss wnd vegetables;

+ profdbition of the use of lead-based paims on utensils thit come in contact with f50d;

+ sxtimation of maximam aflowabls exposore fovels o ge;;ici des;

* develogmment of s;:;ndards for allowable practices associated with transport of foods followang tmnspert of peslécidcs in the same containers;
= st of lebeling a3 a device is iym consumers who are seasitive (0 potential food aliergens of the content of the allergen; mad

+ reguiremnents that meat and pouliry prodacts at the retaif level carry consumes infornsation related 16 safe foad handling practices,

While the approaches above are important sucoessful science.based tonis in food prodaction and processing, these are only £xampies of
implementation of Bie scizntific basis for food safery. An effective food safely system also integrates science ang risk analysis at aji isvels of

the sysien, inclnding food safery research, informaton and techaniogy wansfer, and sonsumer sdasation,

3 .

Third, a modded food safety syswmés?m:id #lso tave 3 unified mission and o single official wha s mapinsibie for food safaty at the federal fevel
arxd who has the authority and the resources to implement sciencebiased policy in 2l federal activites related (o food safesy. This would atlow
for effective and consisient regalation and enforcement. Sinsidar dsks require similar phasining, action. and résgtaise, Thus the intensily, Rature,
and frequency of inspecsion should be similar for fonds pasing similar risks. A central voige is critical 1o effenive marshaling of 231 aspedts uf the
food safety system o crears a coordinsted resparse (o foodborse diseass onthreaks. Control of resources 13 aiso oritical in peder 1o encourage
movemens towrd seiesce-based food safzty provisions and te ensure that research end educatian are targeted oward efforts that will peogduse the
greatest benefit for 3 given cost of improving fosd safety.

The foanreh essential feature of g ideal federad food safety system is that it be organized 0 be responsive 10 and work in woe pantnership whh
nonfedsral parners. These inciude uate and local governmants, the food industry, and consumers. The food safety system eust function as an
integrated enterprise. Bt must be sgite, fuid, connoced, integraied, and wansparent, with weil.defined accuuntability assd responsibility for each
partner in the system, It mus frame apprcaches 10 risk management that recognize the importance of publis percepton of disks as well as
assessments sonducted by saperts.

Finally, an effective food safety Systen must be supponed by funding sdequate to carry out its major functions and missio—an promots the
publis Bealth and safety. Moving towid seisnce-based risk analysis 5 the underpinning of the system sheuld altow reallocation of resources o
areas identificd as celtical 1o an integratid, Focused offortro ensure safe food.

Summiry Findings: An Effective Food Sufety System

* shouid be science based with 3 sirong emphasis o5 risk analysis and prevestion thus allowing te grezl.csl priority in terras of resources and
activity 13 be placed on the rzsks doemad (o have the greatest potential inpact:

* i based on » national food gaw that is claa:, rational, s selentifically based on risk;
» includes comprebensive surveillance snd monitoring activities which serve as & basia for risk analysis;

‘ *
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+ * has ane cerral veice o the federal level which is responsibie for fand safety and has the suthority 204 resources W impleman soiense-based
T poticy in all federal aeiivities eelated o food safety:

* recognizes the responsibitities and central vole played by the nov.federal partners (state, Jooal, indostry, consumers) in the food safety
systm; srud

* receives adequase funding w caery out major hmetions reguirad.
i

] 3. Where Current 1S Food Safety Activities Fall Short

Starmory revision is essential 10 the development and implementation of 2n effedtive and efficient scienoe-based food safety sysien. Major
aspects of the curvent system ame i sritical need of sosrion in Geder 1o move wward a more effective food safety sysiem Food safety inthe
Unitad Staies lacks integrated Congressional oversight, aliocaian of funding based on science, and sustained political support, Stattory
impediments intgefers with impiementation of 2 more effeciive food safery system. More than 38 primary stetutes regulnie food safety, Stanitory
revision is esseatial wo the development and implementation of an sffective and efficient science-based food safety system. The meat and poultry
inspection laws mandate s form of compliance monitoring that is jargely varelated to the wagnitude or the types of risks thal are now posed by
those fpods. This diverss ¢ffons and perhaps resousces from acossd risks mnd other hagseds. Inconsistent fod statutes ofien inhibdt the use of
scienee-based degision-malking in activities related to food safety, incloding lack of Jtmséactzez: 1 svaluate foud handling practices in counisies
of origin for some types of impddsd foods,

The federdl government esponse o food safety issues is oo often crisis-driven, Management decisions, emphiasis, and agency culiuve are driven
by the primary concgems of ach ageney and spocial initiatives. One result is fragmentation, which causes a lack of cocrdination and consistency
among agencies in mission, food safelty polictes, regulation, and enforcement. The Bagt that some agenciss have dual responsibilites regulation
of the quality of food produets while murketisg them via prombgional activities) makes heir actions more vyinerabie io criticism regarding
pussible contlicts of interest and may bias their spproach 10 food safely.

In addition to fragmented and Gverlspping anthorities. federsd acivities are aot well-integmied with staie and local activiies. This results in
overlapping responsibilites, gaps in responsibilities, ang nefficiencies, Althongh FDA recommiendsd sminimum food hangiing standurds in 3
Fomt Code tssued in 1993, the Code has not been adopted in iss entirely by most state and local autherities. Surveillance efforts eurrently in place
{such as Foodiet} have bean designed 1o grevide daty representative of nationat treads with regard o seven indicator foodborne pathogens yet
are anot designed o identify wends withis smalier geographic weas or communities. Similardy, there are conflicts berween US msquirements and
tiose of other nations and intemational bodies. These inadequacies have secious implications for both food imponts and food exporis,

The multi-faceted federal Framewor of the US foed safaty system lacks dirsetion from a single lesder who can speak for the government when
confroning fuod safety 1ssues and peoviding answers & the public. Thers & no single voice i th¢ govemment to citenussieats with stakehoiders
regarding food safely issues. The lack of clear Juendership st the federal [eve! impedes the federal riie in the managemens of food safety,
Laadership is needed to set priorities, degloy resources, and integrale a consisient policy into af) levels af the sysiem.

A ggnificant impediment 1o moving towand & seience-based fookd safety system is the lagk of adequare £miphasis on and integration of
survsiilance activities tha provide dmely information oo current and potsndal foodborne discase and relawed hazards. This timely information is
critical if the food safery systen is 10 move from 2 mods of reaction 1o prevention, FIDA' fack of ressurces fo maintmie adequaie inspeciian and
monittriag of commercial food facitities and of frosh fruits and vegetables, both domestic and importad, using statute-driven rcthods of
menitoriag and eafarcement, increases the theeat of focadbormse disease and refsted Bazards in 0w food sapply,

The sommittee Found that the resource bass for research and survelilance was ot adeguate to achieve the goaly identified as aeesssary for an
eifective system. Furthermare, there is ot an adequately coordinaed effort on the scale required to analyes risk and respand «o tie challenges of
the changing natuse of American food harasds relsted 10 increnses i consumption of imported foods and of foog eaten outside the hoawe,

With respect 1 mnsumer sducation, the commitize fosnd two major problems’ in some instances, consumer knowledge i inadequate or
erroncous; and e.vm where knowhsige Is adequats, it sften fadls to influence bebaviac.

+

; Summary Findings: Whare ibe US Food Safsty System Falls Short

» inconsistent, uneven and af times archale food statutes thut inhiti use of s¢ience-based decision-making in activities mlated 1o food safety,
including zmpmu:d foods: .

« & Tack of adequate integration smong the 12 primasy federal agencivs that ace involved in implementing the 35 pimary statutes thal regulate
food safety;

* inadaquate imegration of federal prageams and activities with siate and focal activites:

+ phsence of focusest leadership: no single fedemal entity is bath reaponssble for the governmen’s effurts and given the avthority o implement
policy ardd designate sesources tvward food safery activities:

+ lack of similwr missions with regard 10 food safety of the varions agenciss reviewed;
* inadequate emphasis on surveiilance nesessary 10 provide timely information on current and potential foodbome hazards;

* rescuross corrently identified for research and surveillznce inadegaate to support science-based systemy;
i
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» timmidad consumer kniewisdge, which does not sppesr to have much smpact an foodd handiing behavior; and
» tack of naticowide adherence 10 sppropriate rmineman sandards,

4. Conclustors sad Recommendations Needed to Iroprove the US Food Safety System

Given i concems outlined sbove, the commitice came ta three primary canclusions:
L An effective and officient food safety system muast be based In sclence.

H. To sehiieve # fond salety systern hased on science, current statutes poserning food safety reguintion and management spust be
revised. ;

1IL To implement 2 sclence-based system, rearganization of federal food safety efforts {8 requiced.

Ta accam;ziz&?! these objectives, the committes recammends thar the foliowing measures be taken regarding the scsmzzﬁc and organizaionsl
changes neaded (o improve the LIS food safuty sysiem:

?
Reeomuendaton I

Base the food safety system on sclence.

The United States has enjoyed notable successes in improving food safety. One sxarapls is the joint goverament-indusizy deveiopment of
tow-acid canned food regulations, based an contingency microbialogy and food engineering principles, thar has almost elingnated botulism
resliing (rom improperty srocessed sommersial food. Simitarly, the passage of the 1958 Food Additives Ameadment (o the Food, Dirug, and
Cosmetie Act of 1938 was a "technology forcing” event thit impeoved the evaluation of the safety of added and satry) subsiances 2858 reduced
the risks zssocinted with the uze of food edditives. in a like manner, the Delaney clause of that smendment resulted in increased afiention 1o
carcinogenic subsiances in the food supply. With increasing knowledge, oy mtional, science-based regulatory philosophies have been adopied,
some of which rely on quantitalive rsk assessment. Adoplion of surh 3 scignce-based regulatory ;:?ziieao;;?zy has been sneves and difficuili o
gusure given the fragmentation of food safery activities, and e differing missions of the varigus agencies responsible for specific campaﬁem& of
food safety, This philosophy mmst be integrated int all aspects of the food safety sysiem, from fedecal o state and lacal,

Kmmdaﬁml Ila:

Congress should change lederal sixtuies 3o that inspection, enforcement, sad research efforis can be bused on sclentifizally supportable
assexsmenis of rkks 16 publie h«%’t&.

Limitsiions an t.hc eIoumes avajlablc 0 adidress food safety issues requite that food safery activides operafe with maximal efficiency within
ihése Jimits. This does not require full-scas, cost-benefit analysis af sach issus, but it does zequire that co3ts, isks, and benefits be known with
sume peecision. Thus, where feasibis, regulatory priontizs shonld be based an risk anslysis which includes evalvation of prevention stemzgies
where passible. The greatest strides in ensuring Tood safary from production 10 consumption can b made through & stience-based system that
ansures that survailiance, cegulatory, sndd research rostusces are alfocated Lo maximize effectiveness. This will require identification of the
greatest pubitic health needs through surveitiance and risk analysis, and evalunton of prevention strategies. The siate of knowledge and
wehnology defines what is achitvable through the spplication af cuererd sciencs. Public resouress can have e greatest favorabie effeet on publie
heaith i they are aliocated in sccardance with the combined analysis of risk assessment and technical feasibility. However, limitng allocation of
fescurcas o oniy those sreas whers high priority hazards are known can creaie 4 significant problem: gther hazards with somewhal lowser pricrity
but with & much grester probability of eeduction or shimination might not be sddressed due o hmmxi resources. Thas oth the marginad risks and
marginal benefits must also be considered in allocating rescurses,

Notall agencies responsibie for monitoring the safety of ported food are authorized 1o #nter into agreemisnts with the goversiments of
exponting countries in order ta reciprocally recoimine food safery standards or inspection results. Uniform or harmonized food safety sundards
and practices should be eaiablished, and officials allowed to undertake resgarch, monitoring, surveiliance, and inspection adtivities within other
couniriss. This should permit isspection and moritaring efforts to be aflocsted in accordance with soimnee-based assessments of risk and bonelit,
Changes in federal stanue that would foster and echance scienss-based sirmregies are shown in Box BS.2,

!
Box £8-2. Changes in Federal Statute that Would Foster and Enbance Sclence-based Strategles:

+ ¢lieninare continuous inspection system for meat and pouliry and replace with a seieace-based approach which is capable of detecting
hazards of concerm;

* mandaie 8 single set of science-based Inspection regutations for all foods: end
* wndate l!hat all fmported foods come from only countrizs with fosdd safely standards deemed squivalent & U8 standards.

>

Recommendation i
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Céngms std the administration shoutd requive development of o comprehiensive nations! food selety plan, Fuads appropriated for food
safety programs (including research and sducation programs) should he sliocsted in wecordanes with scence-based assessments of risk
and potential beneflt,

Changes in statutes of Grganization should be hased on & miionad, well-developed astional food safery plan formulated by carrest federal
agencizs chargad with food safety efforts snd with sepresentation from the many stakebolders invedved in ensuring safe food. Such a plan, as
shown ia Box B3, should serve as the blueprint for strmegies designed to determing priorities for funding, to determing what the needs are, and
1o ensure thiat they are iwomported into activities and owcome evalurion.

Box ES-3. The Nattonal Fo;d Safety Plan should:

+ include 1 unifted, science-hased food safary mission:

» itcgrate federad, state, am;iéoca% food safety activities;

= aliocate funding for food s;{xy in aocondance with science-based assessments of rigk and potential benefit;

. gtfwiéc sdeguale and identifiable suppart for the research and surveillance needed 10
-« manitor changes in tifsk orf potential hazards created by changes in foad supply or.consumpﬁon patievas, and
— improve the capability to predict and dvoid new hazards: I

« increase monitoring and surveitlance effarts to improve knowledge of the ingidence, seriousness, znd cause-offert :‘ciatzmsths of
foodborne diseases angd related hazards:

~ asdress (ie additional and distinctive efforts required 1o ensure the safety of imported foods;

« reoognize i burdens imposed on state and focal suihocities that have primary front-Jine responsibility for mgulation of food sarvice
esusblishmens, sand

» include 4 piag (0 address consumners’ behaviors related 1o safe food-handling practices.

Recommwndation [

. To Implemnent ¥ science-based sysiem, Congress should establish, by siatule, 8 unified and central framework for managing federsl fond
safety programs, one that is headed by a stegle officinl and which bas the responihility and control of resources for ol federal food safety
sctvities, lacluding cutbreak management, mm}m&tﬁm inspectan, moenitoring, survelllance, risk aseegsment, coforcement, research,
and e&mﬁam

The commiuee was ssked to consider organizazions] changes that would improve the safery of food in the United States. During the 6 months of
achve review of infoomation end deliberalion, the commities identified characteristics needed in an orgasnizational stractuze that weuld provide
fof an improved focus for food safety in the United States. The committee found that the cureent fragmented regulatoty struciurs is agt
weli-equipped & mieet the current challenges, The key recommendation in this regasd is that in oxder for thers o be successfal siucure, ont
official should be responsible for federal efforts in food safery angd have control of resources alincazed 1o fookd safsty.

This recornmendution envisions an identifiable, highoanking, presidentiaily-appointed head, who would direct and cocradinate foderal activides
and speaX (o she nation, giving foderal food safety offors 2 single voice. The strutture created, and the person heading i, sheuld have contrel
over the resources Cangress aliocates 1o the food safoty effort; the structure should also have a firm foundation in statute and thus not be
lemporary and sasily changed by political ageadas or exscative directives, I is also important that the person headmg the structure should be
accountable o an officinl o lower than a cabinet seoretary and, uitimately. o the President.

Many members of the {:mm are of the view that the most viable means of achieving these goals would be to crears a single, unified sgency
neaded by 3 single sdministretor—an agency that would incorporate the several relevant functions now dispersad, ard In msny instances
separately organized, anong thme departments and 1 department-levsl agency. However, designing the precise structure and assessing the
associated costs involved are not possible in the time frame given the commitice, nor were they included in ix charge. The oomunities did discuss
other possible structures; while it ruled out semne, if certaindy did not examine ait possible configurstions and thos the éxamples provided in Box
ES-4 are ondy iHusirative of possibde overall struchures tiat tould be considered,

Box ES-4, Some Exammples of Possible Organdzstions) Structares to Create s Single Federal Voice for Food Safety:

* 2 Food Safety Council with representatives from the agencies with 2 central chair appumw:l by the President, mpomng to Congress and
having control of resaures,

+ designating one curvens sgency as the lead agency and having the head of that agency be the responsidle individual,

« a single agency reposting 1o ene current cabinet-ievel saerotary, sad




v an indepzadent single agency at sabane: beved, - ’

Noie: These examples are providad for Hlastrative purposes and many olher soafigucaions am possible. & & strongly recommmended that fature wcxjvities be
i prwurd identifying 8 facibls siucture thid muett the eriteiis setlined

The conurities does not befieve that the typs of centralized focus envisioned can be achieved through sppointment of an individual with formal
coondingting responsibility bat without legal authonty or budgetary costrod for food safety, a model similar 1o o White House-basad ‘csar’. Ner,
i the commities’s view, cun thit goal be achisved trough 2 coordisating committes simiiar to that cusrently provided via the Natiosal Food
Safety Initative. In cvaluating possible structuess, the commites realized that past esperisnce with other struchizses o reorganizations, including
the creation of new agencies, ich 53 the Eavironmental Prokection Agenacy (EPA), shexld inform any final fudgment. Funtber, it Is guite possible
that sther models may pow exist in government that can serve as templates for structural reformn. Whether or not 3 single agency emerges, the

ultimate strocture mast provide for not just delegatad responsibility, but slse for contrat of resources and suthority over feod safety activities in
the federal government,

Recommendsiion Hib:

Congrezs should provide the agency vesponsibie Tor food safely at the Tederal Tevel wilh the tools necesgiry to fntegrate and unify the
sfforts of suthoritles at the state and locul levels ta enhance food safety,

This report specifically addresses the faderal role in the foad safety system, Dut the roles of state and focal governmant entities are erqually
critizal. For integrsted operation of a food safery sysies, officizls a2 8l foveds of governmsent must work togethes in sepport of common gonis of a
science-based system. The federal government must be sble to ensure natonwide adhecence o minimal standards when it is deemed appropriate.
The work of the states and localivies in support of 1he feders! mission deserves impraved formal recogrition and apprapriate Snancial suppod.
Statutory toels required w0 intograte state and local activities regarding food safety inio an effective nations! syddem are chown jn Box ES-S5.

F

Box ES.S. The Statntary Tools Reguired to Integrate Looel and State Activities Begarding Food Safety indo wn Effective Natlonal
Bystenn

+ authorisy 10 mandate adherence © minimal federal standards for products or processes,
« cominued suthonty 10 deputize state and Tocal officials to serve a5 snfordens of federal law,

+ funding 1o suppart, in whale or in pare, serivities of s and local officials that wre judged necessary or approgriate 10 enhance the safety of
faod, ; '
i .

* mithonity given o the fesderal official responsible for foodd salety (0 dissct action by other agencies with asssssment and eonitoring
capabilities, and

= suthority (0 convene working groups, creats pantnerships, and direct other forms and means of collaboration to sehizve integrated protection
of the foed supply:

MOVING TOWARD A MODEL SYSTEM

W ig recognized that these recomsaendations will need significant review and discussion. The ¢ommitee focused on the seed for 4 cencrally
managed federsf systent o sasitre coondination angd divscrion in food safety progrims and policy. and 1o serve A% » siigle voice with sulhority snd
resounes to suggest and implement legislation. Tt had insufficient time to revicw ali the possible srganizational strucwsres that could sccomglish
this goal. A sugcessdr study could focus o this, OF critical importance, though, are the fin two recommendations: the first. 10 bass thas system
om scienee, and e secand, that of rewriting the current patchwork of federal food statutes that in many cases do not serve 1o ensure a
sciendfically supportatile and risk-based food safety system, and certsinly prevent it from beitig more cost effective,

Hegardiess of the erganizatonal stracksre chosen, a covamped federal food staute is oritiest o being able o realiocate resources woward risks shat
have or will have the greatess significance 1o the public's health. Implementation of these mcommendations shauid ant be looked at as a
cost-Culting measure, but mither as a way 0 design o well-defined integrated system to onhige safe food. Thin system may well be able to
demangtrate effectively 5 need for addidenal resonrces to address important and specific problems, Aithough the Matioas] Food Safety laitintive
propesly seeks to aileviaie problems inderent in the present decentralized strveture, experience indicates that any ad boc administrative

adinstments and coaviineats (o coordination will nof sulfice & brisg about the vast cultural changes and coilabarative offorts needed t create
an inegrated systen.

Changing hazards associated with food and changing degress of aceeplance of tisk are fixiors that impat the natien's gbitity to protect public
heaith and ensure safe fooud. Risk avosprance aad fondbame hazards will continue ta charge and evolve with new techrologies and consumer
demands, Pederal food safety stforts must be designed 1o deal with those changes, This roport i ol 8 comprehensive aod ail-inelusive discussise
of these issues, Adopton of the recommaendations in dis report will nar emf the effort te make foxd safer. They showd, however, contribuie 1o
ensuning e safety of our food white providing & blucprict for s truly integraied system,

NOTES
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SUMMARY: The United States Department of Agriculture (USDA), the ¢

Department of Health and Human Services (HHS), and the Environmental B SR
Protection Agency (EPA) are announcing additional public feetings, under the ' T
auspices of the President’s Council on Food Safety, to discuss and begin

development of a comprchenswc stratégic Federal food safety plan. The purposs

of the strategic plan is t0 reduce the annual incidence of acute:and chronic

foodborne and waterbomne illness by further enhancing the safety of the nation’s

food supply. The Council is also soliCiting comments on the recent National -

Academy of Sciences’ report, “’Ensuring Safe Food from Productionto |

Consumption.”” The USDA, the Food and Drug Administration (FDA), and the

EPA have established public dockets 1o 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 Deccmhcr 8, 1998. Comments_ shmzid be submitted by, Ja.auazy Ay 1999 o

wbﬁESSES 'I‘he meetings will be held at:

’“'; Nm'—-"" teow g g *twﬁ - ‘;:f‘ »
Moeting Address, Pate and Tirme
Radisson Hotel Sacramernto  © & \ Tuesday, October 20, 1998, 9:30 a.m. - 4:30 p.m: PET-
500 Laisure Lane ) Reono . A - .
Sacramento, CA 95815 * RS S . o o o
Talephone: {916} 922-2020 - 1 -




' Mesting Addrass . Date and Time
Schaumburg Marrioft - ) ) - -+ 1| Tuesday, Novernber 10, 1968, :30 a.m. - €30 p.m. CST
H0 North Martingala Rd. . . .. “n .l o e e . A e -
Schaumburg, i1 60173 _ - - S e
Tulephone: (847} 240-0100 - P A T et "

Hotiday Inn Select LE.J, Nodhesst. | ..~ .. | Tuesday, Decémbar 8, 1996, 0:30 8.m - 4:30 pm. CST,
11350 L.B.J. Fmewagcmoma e S 2t

Dallas, TX 75238 £ -‘«i» wSTLL AT TN I e, D Sl DU g
Toleptione; (214) 341-5400 3t 1:“.,‘ fihes .i:“.“‘;xi's"‘.i Tange Ty em o g ow s
For instructions on the submission of writien and clactrozw: oomments z'efer L
o t}mt II {}{ {his 60(:“1“6&{* N T - LA o ;.:3,:,"::- w . n.'fv.j.,\ e
FOR FURTHER :ﬂfoﬁmmn CONTACT:To mg:sm for the meetings, mmacz Mg e T
Traci Phebus, of USDA, af (202) 501-?136 fax (202) 501-7642, e-mail: ", .7 B k_“* o
foodsafetymeeung @uséa gov. Pamwpams may reserve. time for p_z_z?;,; Commems o

when they register. Space will be allocated on & first come, ﬁz\st served basis. -; 5 7‘:”;.'___;;?{?f”;-{-‘:;
Participants are encouraged to submit a disk along with theif writien, s:azaments L afrm e
in Wordperfect 5.1/6.1 or ASCII file format, . .- ... 17 o oted e e [

Questions regarding general arrangemmts and logistical | matters s}muld be _“{fiv""“-* o

addressed 1o Ms. Jennifer Callahan. Additionally, pmzcnpants who require 2 sign
language interpretet of other Specxai accammoéatwns should t:antact Ms: Jennifer -« 7 -
Callahan, of USDA, oo later than 10 days pnor to the méeting, 8t (202) 501-

7136, fax: (202) 501-7642, e-mail: Jennifer. Callahan®@usda.gov.

Information about the National Academy of Sciencés’ reporton *‘Ensuring
Safe Food from Production 10 Censmnpunn" can bc fmmd at the following wab

¥ owew . Y

site: hnp!/wwwnasadu M, : -

R au,, vy % ‘

For questions about the meetmg or to obtam c&pzcs of the mport, “Fooé SN
Safety From Farm to Table: A National Food Safety Initiative,’’ contact Ms.”. . = ° ~uo s
Karen Carson, of FDA, at (202) 205-5140, fax; (202) 205-5025; ¢-mail: S
kcarson@Bangate.fda.gov. Copies of the report also are available from the
following web sites:

FDA at http.!fww ¢fsan.fda. g{;vf«dms.ffsrcpm.hmﬂ LTt e ety
CDC at bitp:Hwww cdc. gevinc:dodffoodsafefmpo:t.hm R -

EPA at htip: fz‘ww epa govfopptsfmhmncfgfs??pt,hm o 3 : 1‘ : L ; ‘:

Food 'Safety a,nd Inspection Servzcc {FSIS) at hztp,ffwww fsis. asda gov Coime D
SUPPLEMENTARY zuroamm I B - o
I.Bat:kground :: ’ -‘ con T i,.? '“1-,1'-\,“ o }:%:i ;:i Y . UV SR o

On Jazmary 25, 1997, me Prcsrdam 1ssued a duwt:vc: to the Smtams of .
USDA and HHS aazd the Administrator of EPA to work with copsumers, . .- . . .o .
prodducers, industry, States, Tribes, universities, and the public to identify ways T .
to further improve the safety of our food supply, ‘and to report back 1o him in.
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90 days. The Federal food safety agencies, working with their colleagues in the
States, in the food industries, in academia, and with consumers, initially focused
on the goal of reducing iliness caused by microbial contamination of food and
waitzr. This goal was to be reached through systematic improvements in six key
components of the food safety system: foodborne outbreak response coordination,
surveillance, inspections, research, risk assessment, and education. The plan for
meeting this goal was presented to the President in May 1997, in*'Food Safety °.
From Farm to Table: A National Food Safety Initiative.”” In October 1997, the:
President issued an additional directive 1o ensure the safeXy of domestic-and.
imported fresh produce and other iniporied: foods. This second directive, was -

incorporated into the National Food Safety Initiative (NFSI).  _ e
In less than 2 years, the agencies have takcz: significant smdcs forwazﬂ tn ’_,

building a stmngthcacd national food safezy sysm Building blocks for the
infrastructure are in place increased and targeted surwcziia.aec zhrough Fooc!th
and PulseNet; coordination of Federal, State and local’ msp-:mses 10 outbreaks’
by the Foodbome Outbreak Response Coordinating Group (FORCG); expandcé
reliance on preventive controls. .(such as ‘the Hawd Analysis’ and (:nﬁcal Control
Points (HACCP) based inspection systems for meat, peultry aiid ssafood, and
Good Agricultural and Good-Manufacturing Practices gmdaxzcc for produce); .«
coordination of Federal food safety research; cooperation on-risk assessment s -
through the interagency Risk Assessment Consortium; leveraging inspection e
resources; and innovative public/private education partnerships, These effonts =

provide a common ground for moving farward v rderal Jegiter ot s 270709

e

On July 3, 1998, the President created a Joint Institute for Food Safcty

BETAF S I

Research (JIFSR) to coordinate Federal food safety research efforts. On' Augusz o

25, 1998, the President issued an Executive Order cstablishmg a President’s
Council on Food Safety to develop a comprehensive strategic plan for Federal

food safety activities, ensure the most effective use of Federal resonrces :hrough '

the development and submission of coordinated food safety budgets, and oversee -

the Joint Institute for Food Safety Researchi: At thie same time, the President '~

directed the Council to, after providing opportunity for public comment, report
back to him within 180 days with its views on the recommendations of the NAS
report.

The food safety agencies had already-made a commitment to prepare & 5-
year comprehensive strategic plan, with the participation of all concerned parties.
The President’s Council on Food Safety will now be responsible forthe . s,
development of this strait:gzc Federal food safety plan. A coordm&tesd food safety
strategic planning effort is nwde:d to bzzzid 6n the common ground, and to tackle. .
some of the difficult pabhc health, résource, and management quesuens 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
pecessary to ensure the safety of the food and water Americans use and consume.
The charge is to develop a strategic long-range plan that can be used to help
set priorities, improve coordination and cfficxcncy. identify gaps in the current
system and mechanisms to fill those gaps, continue to.enhance and strengthen
prevention and intervention strategies, and identify measures to show progress.
In developing the ‘plan, the Couni¢il will consider the conclusions and
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recommendations of the NAS report on **Ensuring Safe Food from Production
to Consumption™” and the review of Federal food safety research currenty being
developed by an interagency workiog group under the auspices Qf the National
Science and Technology Ccmaml

The food safety agencies have aimad}f taken the ﬁmt sxcps 10 iay thz
groundwork for development of the strategic plan, which the Council will pow -
dcs*aic:np by participating in interagency strntcg:c p]anmng sessions. The msult
is the following draft statement eocompassing the agencies’ vision for thc us..
food safcty system and :hc mles of all zixc;sc mmlved in food samy P .

:3%»,.,..‘., - “h er mmm Ay e k

3 . oy . .
‘4 ; h.... s«x wt ‘xx- . C R PR nt ki .
-

- Draft Vision Statemint <} oo et e o Cepaiy

Consumers can. bc wnf dent that food is safe, healthy, and aﬁorﬁabie: ‘Wc wmt
within a scamless food saféty Systein that uses farm-to-table preventive strategies and

integrated research, surveillance, ipspection, and eaforcement: We: are vigilant to new; . < 4

and emergent threats and consider the needs of vulnerable populations.-We use science- -
and risk-based approaches along with publiciprivate pamcrah:ps Food is safe bec
everyone uzzdcrsmnés and mpis thclr wspons;bzimcs Bl LI RO g o T e

m - .

L

The next step is 0 ctzgage w:zsumafs pmducars* mdustry fcsod scm::e a

providers, retailers, health professionals, State and local governments, Tribes, = = 7 ik

academia, and the public in the strategic planning process The first public
meeting on the strategic plan will be held on October 2, 1998, in Arlington,

VA and was announced in the Federal Register of August 27, 1298 (63 FR
45922) (FRL-6019-8). The series of meetings announced today, in addition to.
the October 2nd meeting,;will:assist the Council with development of a long-
term strategic plan that addresses the important food safety challenges and makes
the best use of the agencies” limited resources. They will also assist the Council

in responding to the President on the NAS' mcommcndatwns Adchtzo:aa} public .. i e

meetings may be heid Iater in the xzratcg;c planmng Process and will be
announced in the Federal Register prior to the date of each meeting, |

The purpose of these mee:irzgs,"a.l;}:xg with the October 2ud meeting, is to
obtain the public’s view on a long-term vision for food safety in the U.S. and
to identify a strategic planning process, goals, and critical steps as wellas. -
potential barriefs to achieving that vision. The Council is intercsted in cczzmm:nis
on the draft vision statement, suggestions for goals and how they might be
achieved, and comments on how 1o best structure a strategic planning process
that involves all interested parties. The Council is also soliciting comments on
the conclusions and recommendations of the NAS report, *‘Ensuring Safe Food
from Production to Consumption.” Somc questions to help frame the discussion
follow.

1. Does the vision statemnent 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?



5

3. To make the vision a reality, what changes are needed for: (a) government
agencies al the Federal, State, and local level; (b) mdustz'y, {(¢) public health
professionals; (d) consumers; and (c) others? *

4. What should be the short-term goals 1 and critical sz:ps 10 realize this S e

vision? What should be the long-term goals and st:ps"*

aw"‘- -

5. What is the bcst way 16 ifivolve the' pubi::: in dcvaiopmcm of 8 k;zxg«
term food safety szmtcgu: pim" ‘%’hat adcimonai stcps bcszdcs pubhc meaangs

mTre 4 4 .n-.\.» -,¢ ,’,’ x.* fu q«.a v.é.-, Beran s dwden
A ' 'g“i Mgy ‘-omtva‘.M&"‘ o bx

6. What are ycu: wmmcnis on the conclusions and mmendauoas ef
the NAS report ”Ensnnng Safe Food fmm Production t& Consumpur;m ’?

N ...4-4«..,.,....‘ S e

I1. Public Bockets and Submlssioa of Camments et

The agencies have established public dockets about the Food Safcty -
Initiative Strategic Plan and the NAS report, “'Ensuring Safe Food from
Production te Consumption.”” Comments submitted to the dockets are io be
identified with the appropriate docket number. For those comments directed to
USDA, use Docket No, 98-045N, and for comments directed to FDA, use Docket
No. 97N-0074. Commenters are encouraged to submit a disk along with their
written commenis in Wordperfect 5.1/6.1 or ASCII file format. Submit written
" comments (in triplicate) to cither:

USDAFSIS
USDA/FSIS Hearing Clerk, 300 12th St., SW., Rm. 102 Cotton Annex,

Washington, DC 20250-3700
FoA .
Dockets Management Branch (HFA-~305), Food and Drug Administration,
12420 Parklawn Drive, Rm. 1-23, Rockville, MD 20857

Electronic Commants

Comments may also be submitied electronically to:
oppts.homepage @epa.gov. All comments and data in electronic form must be
jdenufied by the docket number ““OPP-00550."" Electronic comments must be
submitted as an ASCII file avoiding the use of special characters and any form
of encryption.

L -

L3 B TN
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Transcripts

Transcripts of the public meetings may be requesied in writing from the
Freedom of Information Office (HFI-33), Food and Drug Administration, 5600
Fishers Lane, Rm. 12A-16, Rockville, MD 20857, approximately 15 working
days after the meeting at & cost of 10 cents per page. The transcripts of the
public meetings will be available for public examination at the FDA Dockets
Management Branch (address above) between 9 am. and 4 p.m., Mondzy through -
Friday, excluding legal bolidays: Transcripts of the meetings will also be
available on the internet at: bitp://www.f fda.gav!aiumsfdmke&sfdcfaui&hzm and
hup:/fwww.epa. gﬁvioppxsfmfhcmdnf sszzppt.htm

Electronic Docker 75777 =7 ma el P T (Lt
The public docket in its entirety will be available on the internet at

PO TR A -

hup:/fwww.epa. gov!apptsfm’hamcfrulesl;ﬁn@dmkct.

) . .. - .
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List of Subjects
Environmental protection, Food safety.

Daed_Cotonrie  SNLell S 24 10
Catherine E. Woteki, |
Undersecresary for Food Safety, United States Department of Agriculoure.

Yk K
5wl

s A, (T SEP 24 1
James A. O'Hara, :
Depury Assistant Secretary for Healih, Department of Health and Human Services.

: ” @’%‘MAA_—_ ‘
el © 24 0

Lynn R.
Assistant Administrator for Prevention, Pesticides and Toxic Substances, Environmental
Protection Agency.
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ACTION: Notice: pubhc: mccung* umbhshme:u af pubhs: dockets

SUMMARY: The United States Departmear of Agriculture (USDA), the

Department of Health and Human Services (HHS), and the Environmental

Protection Ageacy (EPA) are amnouncing & public meeting o discuss and begin ..o sowee
development of & comprebensive suategic Federnl food safety plan. The purpose .

of the strategic plan is (o reduce the annual incidence of acute and chronic .. . o .
forxdbome and waterbarne illness by furthex enhancing the safety of the nation’s . .. -~ . .
food supply, USDA, the Food and Dmg Administration (FDA), and EPA are - - =». .
also establishing public dockets to receive comments about zh: Food Safczy B LI S
Initiative's strategic planning process znd!ise.glm o ,-;*—“ e

DATES: The meeting will be held on October 2, 1998, {mm 9 36 810, 10 3 p.zn
Corpments should be mmm by [insert date 90 days afm da:c of pﬁbhmuun .
in the ¥Federsl Registtr} s B Eaay ,_:“«::,, L e ;.-.f.;-:\;, & phyr BRSO e r
ADORESSES: The meeting will be held at: National Rurai Elecmc Coopv:mvc T
Association, 4301 Wilson Boulevard, Arlington, VA, fo o e

Mv‘ ,‘.-,..'.‘- P o ‘\w««» %

-
,....(gy o, Fo -

For instructions on tie snbmxssmn—of wnm anzi ::Ecctzmxzc cammcazs, zx-:fa
te Unit IL. of this document.. ;. .. o e T T ek T e

FOR FURTHER NFORMATION mgw To1 mguw :Iw the mnng. mmz m .t s
Traci Phebus, of USDA, at (202) 501-7136, fax (202) 501-7642, c-mai):’ g o ;“'-,‘: St
foodsafetymeeting@usda. gov, Participaii(s may reserve time for public commmts S e
whea they register. Space will be allocated on a first comc, “first sc.rved basis!.© .. .7 .. L
in Wordperfect 5.1/6.1 or ASCII file format. .. ... .- . "% .70 7 .
9EP 1351 ’ -


mailto:foodsafecymeering@US'd.Lgav,Pariicipaiiiimay
http:INFORllAnoN:cxiNTACT:.To
http:Regist.er
http:Reoeardl;.Bduc:.Ii

R N L T

09nz/us  *Ew 14:43 FAL LT ) STIIN N s "

; 2

Questions regarding general arrangements and logistical matters should be
addressed to Ms. Torrie Matss, Addisonally, participants who require 2 sign
language intecpreter or other special accommodations should contact Ms. Torrie
Mattes, of USDA. no later than mdayspiertatbemﬁng af (202)3&%»-
7138, fax: (2{12} 581-’1642. &mml. TMM@MW
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mwomm:wmmmmmdum 'Fuod < =7 :

~ Safery From Farm 10 Table: A National Food Safety hitiative, " contact m e TR AL
Karea Carson, of FDA, at (202) 205-5140; fax: (202) 205=5025; e-mall: *+:t0:4 fo= -3 S
kcarsm@ﬁangatc.fda.gavg Copca of the: mpozt tlso ] avai[abic from zbes B AL e
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Food Safety and Inspection Service {FSIS) a £ httpfsrars s usda gov.
Informaticn about t;bc Rmaasi &cadmg af Smmces ‘Wgﬂm uE T i

pray iy

Safe Food from Production to] C&ﬁsamptam” can. bcfmind at e fc&lowmg wz?g "f;,{ ,,_ e
site: hzq)ffwwwmm B S

pa FoEater e Bl AT YTa mmgegen
e by g\ HETL S T R O e O e A

,{1

wppmusuww mmamm )

NFORKAT N

L Sackg;muné - e
On J&nuary 25, 1997, the Pmsxdmt wmadmuvcwtbc Scaetamsa&
USDA 2nd HHS and the Administrator of EPA to work with consumaers, - - -
producess, industry, States, Tribes, universities, and the public 1o ideatify wuys
to further improve the safety of our food supply, and to report back to him in - ;.
90 days. The Federal food s.afcty ageocies, working with their colleagues in the
States, in the food industries, in academia, and with consuroers, initially focused . .
on the goal of reducing illness caused by microbial contamination of food and
water. This goal was to be reached through systematic improvements in six key - ~
componeats of the food safety system: foodbore cuthreak response coordination,
surveillance, inspections, research, risk assessment, and education, The plan for
meeting this goal was presented to the President in May 1997, i “*Food Safety
From Farm to Table: A National Food Safety Initiative.”! [ Omba 1997, mc Farie e el
President issued an additional directive to ensure the safety of domesticand - -, 7. - -
imported fresh produce and other imported: foods. This swoad directive was - ::—.—-?::-.t.-}; -
incosporated mw the Nsdonai Fef:x! Safety Iniaazzw (HFSI) e ;r«a?"a-: i oremid
In less tizan 2 ycam, tbc, ag::nmcs &awa talwn sxgmﬁcam stmias fmrd ::z e
building a strengmmd saticnal food gafsty system. Building blocks forthe . . <, - .
infrastructure are in place: iaausadmdmguedmtmﬁmthmaghf?wn i
andd PulseNer; mﬂw&ﬁmd%ﬂ.&gjgwﬁlm&lmmau@m et
by the Foodborne Outbreak Response 'C Group (FORCG); expanded
reliance on preventive coptrols {such as the Hazard Analysis and Critical Control -
Points (HACCP) based inspection systems for meat, poultry and seafood, and ™ + = "
Good Agricultural and Good Manmufacturing Practices guidance for produce);:

T T oot fa.oaww
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eoardination of Federal food safety research: cooperation on risk assessment
through the interagency Ritk Assessment Consortium, leversging inspection
resources; and innovative public/private education pannuskupa These efforts
provide & common ground for moving farward. :

In the May lwmmcfwdhfmma&ammtw*” o
prepare a S-year comprehensive strategic plan, with the participatiopofali
mmmu.mmm@mmmmw T
aPrwd«ntsFoodeayConnalwmchmmeem&kfa&wmz“
dammﬁvc:mmcwfmduprmammfmwm'::.
strategic planning effor is needed to build on the common ground; and 0 tackle .- ot
some of the difficult public health, resoarce, and management questions facing
Federal food safety agencics. The strategic plan will focus on Dot just microbial - -
cemtamination, but the full fange of issues and actions necessary to ensure the v: oo oo
safety of the food and water Americans use Zod coosume. The charge o °~
develop 2 strategic long-range plan that can be used w belp 52t priorities, | m&mw
m&mm;&cﬁcﬁmcy,x&whfyg&psmﬁmmt;ymw
those gaps, eohance and 3 , prevention snd intefvention straieglés,
identify measures W0 EHow progress. Indcveiopmgthcpun,thmgcmicsmn
consider the conclusions and recommendatians of (he National Academy of
Sciences’ report on *‘Ensuring Safe Food from Producton 16 Consimption®” and
the review of Federal food safery fesearch and the resésrch plan currently being  **~

dcwwpedbymwmwywomgmu m@:ﬁmupmofﬁwﬂgnm EUIRE P L A P

Science aad”!'echmi&g(’fwmﬂ = _"_ ﬂ"; }'J -H A ﬂ:uw;f:w*w“‘w, "““‘“"“‘? bt
The food safefy agencies havc alrcady taken the first m-,ps to lay the .

groundwork for dcveiopmnt of the strategic phn. which the Council will now

dwe,im?, by participating in imteragency stratcg:c planmng sessions. The result

is the following draft staiement encompassing the agencics’ vision for the U.S.

food safety system and the. roles of all those 1nvolved in foxxi safa&y
Cmmmmcanbemnﬁdcntthufwdu sa.tc,hnzmy and affordable, szn:k

within a seamliess food safety system that uses farm-to-tabls proventive strancgies and

integrated yesearch, surveillance, lnspection, and eaforcement. We are vigilant w gew

and ¢mergent threats and consider the needs of valnerable populations. We use Scicace -

and nisk-based approsches aleng with public/private partaerships. Food is safe because

. everyone undersiands and ascepts their sesponsibilities.

T’hemzsmpiswcngagcmmmpmdmm&zsuy food service
providers, retailers, bealth professionals, State and local governments, Tribes,
academia, and the public in the strategic planning process, beginming with 8 . ,‘,fi'« T
discussion of the draft;vision staternent and how. 10 structure 4 strategic planning NN
process that involves.all interested parties andbes{adémsmthclmpemtfood R e
safety chalienges and makes the best use of the agencies’ limited resources. This
Ociober Zud mesting is the first of several public mectings to assist with
development of a long-lerm strategic plan. Additional public meetings wili be
announced in the Federal Register prior 1o the date of each meeting. :

The purpose of the October 2nd meeting is to obtain the public’s view on

a long-tenn vision for food safety in the U.S. and to identify a suategic plansing
. process, goals, and critical steps as well as potential bamiens to achicving that

. ‘*! LML g ..-nft;”fnf.
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vision. The Council 15 interested in comments on the draft vision statement and
suggestions for goals and bow they tmgb! be nckm::d Some qaasucm o beip

frarae the discussion follow. . . e
1. Docs the vision Statement amtciy depict an wkzcvabic fmd iafcty
system vision? W moézﬂcaﬁm ifa aay, ‘would you mskt.? A

B Y

2, What are the bmsm 1o pursuiig this vision? %:u cmmtly emt""

in the food safety zmmm&ammaf&kvm@?‘ o -

g ements s dedids s Stewn R A W e APl AT
G e b AN g 4

3. To make ﬁmma mhty.wha:chmgummwm for: (&) govcmmnt
agencics at the Federal, State, and loca] Jevel; (b) mdusu-y* (¢) public health
professionals; (d) amsam ‘and (¢} othens? . 5

s

w—— e s AR ki

4, Whashcaldbethcm—w:mgammdmwwmmhzcm:s
vision? What should be the long-term goals and steps?

5. What is the best wiy to involve the public in devclopnm of a long- -
wrm food safety strategic plan? What additional steps besides public mectings
would be bepeficial?

IL Public Dockets and Submission of Comments

The agencies are announcing the establishment of public dockets about the
Food Safety [nitative Strategic Plan. Camments submitied to the dockets mre
to be identified with the sppropriate docket number. For those comrmments directed
to USDA, uss Docket No. 98-045N, and for comments directed to FDA, use
Docket No. 9IN-0074, Commenters are encobraged to submit a disk slong with
their wrirten comments in Wordperfect 5.176.1 or ASCTI file format. Subrmit
written comments (m trplicale} to:

USDA/FSIS L
~ USDA/FSIS Hearing Clerk, 300 12tk St, SW,, Rm. 102 Cotton .&anax.
Washington, DC 202503700

FDA
Dockets Management Branch (HFA-303), Food and Drug Administation,
}2420 Parklawn Drive, Rm. 1-23. Rockville., MD 20857

Elzcrronic Commenis
Comments may also be submitted electronically o
oppts homepage@epa gov. All comments and data in electronic form must be
identified by the docker number “QPP-00550." Elecronic comments must be
subminted a5 an ASCII file aveiding the use of special characters and any form

of encryption.
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Transcripts

Transeripts of the ;mbhc meetings may be requested io writing from the
Freedom of Information Office (HF1-35), Food and Drug Administration, 5600
Fithers Lane, Rm. 12A-16, Rockville, MDD 20857, approximately 18 working
&ayxxf:cnhemanguamstofmmtxpamc The wanscripts of the
public mestings will be available for public cxamination at the FDA Dockess
Mansgement Branch (address above) between 9 e.n. and 4 pm., Monday through
Fnday,cmhxdmglegnlhci:dm Trmsmpuefmcmmywmmbc o
availsble on the miertict at hitp /e fda. Wi&mﬂdm&aﬁdcfmﬁth& aazl

hepuitwww, ep&gvvioppufrdhcminfxmppt,hm

Electronic Docker Ce ot T ES
The public dockst in xzs emuery will be available on the Internet at: bup/

Forww, ep&govioppuﬁﬂho@ﬁmImhmﬂdmm
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List of Subjects
Environmental protection, Food safety.
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thgd:

Catherire E. Woteki, ;
Undersecretary for Food Safety, United Siates Department of Agriculnire.

Dueg. A8 20 B8
T A

Jamegb "Hara,
Deputy Assistand Secretary for Health, Department of Health and Human Services.

Dated: 2O Avsn F199¢ *

bt Y

Axxistans Administrator for Preversion, Pemcz&s ard Toxzc Substances, Enwmwnmf
Prosection Agency. o

[FR Doc. 9811777 Filed 7—77-98; 8:45 am|
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I FOOD100.258

TALKING POINTS FOR FOOD SAFETY
PUBLIC MEETING

I'm 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

L Proposed legislation that will give the FDA greater authority to halt the

imports of fruits and vegetables that do not meet our safety standards

Thfe.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:t we need help in improving our Nation's food safety system. That is why
we 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.
LI The other public meetings are:
Octoher 20 in Sacramento
November 10 in Shaumburg, [llinois {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.
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To: Bruce N. Reed/QPD/EQP, Thomas L. Fresdman/QPD/ECP

Lot Cathy B. Mays/OPRIEDP
Gubject: Tomorrow's Public Meeting

iy

FOODI00.288 )5t 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 Nesl 1o show the White House's
commitrment to food safety,

But here are some talking points anyway, just in case you fesl like making a few very brief remarks.
Let me know if you nead anythirg elss. Thanks, Mary

]
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TALKING POINTS FOR FOOD SAFETY
| PUBLIC MEETING

Pm 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 fnut and vegetable
. juices
. established the Joint Institute for Food Safety Research that will coordinate all
federal food safety research activities
. Praposed legislation that will 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 cemtury.  The way that consumers eat has changed
over the last century, More and more of our food 15 imported. Nowhere better do we see
that we are pari of the global economy than in the food safety area To keep up with the
changes in the way American’s cat, the President is committed to improving mspections,
prevention, and the education of consumers.

But we need help in improving our Nation's food safety system. That 15 why we 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 4 series of public meetings to get input from consumers, producers,
ndustry, food service providers, retailers, health professionals, state and local
governments, tribes, academia, and the public in the strategic planning process.
v " The other public meetings are:

October 20 in Sacramento

November 10 in Shaumburg, [Hinois (just outside of Chicago)

December 8 in Dallas

[ want to thank all of you for coming today. The President and the Administration are
very interested in what vou have (0 say. We are al 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.
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President’s Council on Food Safety
Food Safety Strategic Plan

8:30
8:30

10:10

October 2, 1898
Arlington, Virginia

Hegistration

Welcome

iy, Neal Lane
Assistant to the President for Science and Technology, Birectar of the Office of Science
and Technology Policy

Importance of Food Safety, Accomplishments and Successes

Donna Shalala ,
Secretary of Health and Human Services

Richard Rominger
Deputy Secretary of Agriculiure

introduction of Panel Members—pr. Nesl Lane

Dr. Catherine E. Woteki, Under Secretary for Food Safety, USDA

Jarmes A O'Harg, Deputy Assistant Secretary for Health, HHS

Pr. Lynn R Geldman, Assistant Admimistator for Prevention, Pesticides and Toxic
Substances, EPA

“Fhamas J. Billy, Administrator, Food Safety and Inspection Service, USDA

Joseph Levitt, Director, Center for Food Safety and Apphied Nutrition, FDA, HHS
Dr. Morris Patter, Assistant Director for Foodbomne Discases, CEXC, HHS

Agency Visions

A Safe & Affordabie Food Supply—Br. Lyon R, Geldorun

Assuring Food Safety Reguires Everyone to Play a Rolew-James A, O'Harg

Prateciing the Food Sapply Must Be Grounded in Sound Science-Br. Catherine E. Woleki

BREAK



10:25
15:25

HE-A

11:45
12:30

§12:30
1;18
‘ 130

2:30

4:15

Discussion of the Vision/Strategic Plan

[ Does the vision staternerd accurately depict an achievable food safety sysiem vision? What
maodifications, ifany, would you muke?

2. What are the barriers 1o pursuing s vision? What gaps cuarrently exist in the fondsafety system
that impede achievemens of this vision?

3. To make the vision a reality, what changes are needed for: a) government agencies at the
Federal, State, and Tocal level; b industry; €) public health professionals; d} consumers; and
¢) others?

LUNCH

Discussion of Vision

4, What shouid be the short-term goals and critical steps to realize this vision? What should be
e long-term goails and steps?

5. What is the best way te involve the public in development of a long-tesmn food safety strategic
plan? What additional sieps besides public meetings would be beneficiai?

6. What are your comments on the conchisions and recommendations of the National Academy
of Bciences’ repont, “Easuring Safe Food From Production to Consumption™?

Public Comment

Closing Hemarks



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 1o 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,

Questienis:

1. Does the vision statement accurately depict an achievable food safety system vision?
What modifications, if any, would you make?

2. What are the barriers to pursuing this vision? What gaps currently exist in the food
safety system that impede achievement of this vision?

3. To Make the vision a reality, what changes are needed for; a)government agencies at
the Federal, State, and local level; b) industry; c) public health professionals; d)
consumers, and ¢} others? :

4. What shouid 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
Academy of Sciences’ report, “Ensuring Safe Food From Production to
Consumption”™?



Comment Requests

" Cargline

H

Tuysday, Scprember 19, 1994

Reguest Nune e ailin Crpanizution Phone Fax
fo Dare Nunsher Number
vomment
Yes :
Bob Garfieid 826798 Amencan Frozen Food 703.821-077Q T0I-829.1350
instiute
Susan McNight 828/98 Gualty Flow Inc. B47-291-7674 B47-291-7679
?‘amck: Boyie 972198 AMI 703-841-2400 703-527-00%8
Jiho Hollingswarth 9/2/98 Food Mar{(eting Institute 202.429.8238 202-429.8272
“Theresa  Streten 913198 C-FAR (2172444232 217-244-85%4
Barbaa Stowe @RI08 Borden Human | Q25754511 202E784812
. Sciences .
Tim Hammonds 41198 Food Marketing Institute 202-452-8444 202-424-8282
i
Joseph' Corby 8/14/898 Association of Foad %518-457.5382 518-485.8686
and DCrug Officials
{AFDO}
Tom Deving §/14/88 GAP 202-408-0034 202-408.9865
Jesse Priveft 914168 LUBSDAFSIS 808-838-3188 806-838-2148
Smuth Dewall 9/44/98 CSPI 202.232-94118 2022884084
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Regirest N Catl-in Organization Phone Fax
fes Baty Number Nusher
gpnunent !
Randy Wurtele 117768 National Joint Coungil  503.728-3814 §03-728-4782
of Fond Inspecior
Locals
Felicia Nestor 9/21/98 GAP 202-408- 202-408-8855
{(1)3sex 132
Rasetlta Newsomne 8721198  Ingbtuste of Food 312-782-8424 3127828348
Technologists
Randy Warhaw B2148 Cornell ut}%zzef‘sity 3187872279 315-787.2284
Lisa goral 23188 ELASTIC 610-438-4801 810.436-1158
Nancy Bontey G238 B. 7. 0.9, 718-246-2739 7186244267
Heather Klinkhamer 512398 8. 1. Q.P. 718.246-273¢ 185244267
Reth Resnick 6/27/98 NACCHO 202-783-5850 202-783-1583
Lester ~~ ““Friadlander "0/28/88 Vetesnanan 7 T TAT-T46-3072  717-746.7734
Kelly Johnson 928/98 Nationai Food ~ 202537.8060  202637.8476
Processors Association
B Mlentgunecy wfi {nkdEeg Avsecalteas 2/ FHE 2345



october 2

Last Name First Nome Organization Namse Phone Number Fuax Number
Allison Richard  Food Safety Councl . .301-530-7052 R
Alonso-Zaldwar - Ricardo Los Angeies Times, 202-861-929%
Washington Bureauy .
Andersen Donald DWA . 916-541.5804
Anderson © Steve American Frozen Food - 703-821-0770 .. 703-821-1350
institute
Batwir's cen Diana. Marytond Department of -410-841-5769. | 410-841.2765
Agticuiture ‘
Best Wanda  USDACSREES 2024013357 2024015176
Boral  Usa ELASTIC 6104364801  610.436-1198
Boyle ‘Patrick o 7. 703-841.2400  703-527-0838
Carroll Kathy Amencan Dietetic . 3728994860  312-B99-7458
Association
Cates Sheri DWA 913-541-5804 D
Clap : - Steve Food Reg, Weekly 703-295-8837
Corby . Joseph Asseciation of Food and  518-457-5382  §18-485-8988
Brug Officials {AFDQ)
Datoc Marylynn  FDA | 301-827-0413  301-827.0482
Datoc’ Marylynn  FDA 301-827-0413 | 301-827-0482
Device | Tom GAP 202-408-0034 .. 202-408-9855
Disteman Kathryn Shandwick Public Affairs  202-383-9700  202-383-0079
Dimafies Catherine  Organic Trade 413-774-7811  413-774-8432
Association )
Donley Nancy S.T.0.P, " 718.248-2739  718-824.4267
Earl Roben international Foad 202.296-6840  202-288-8547
informational Council
ot . P - P-4
Fingll Mary -Humane Sociely 301-258-3068  301-258.3081
Feng Gaorge Florida Depanment of 850-4£8-8870  860-922-83110
Agriculture A
Friediandsr Lester. - Velerinaran. | « = 717-746-3072 717-746:7734
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Last Name

First Name Qrganization Name

Phone Numbher

Fax Number

Garfielt :

George
Gould
Grove \

Grover
Hahn

Hammonds
Hodges
Hoflingsworth

Holmes

Huffrman

tescheid

iwanicki
Jatib

Jehnson ;

Jolly

Kantor =
Klinkhamer
Kosty

Lautingr

Lee

Leonard

Lister . ;

Locher-Hyssard

H

Bob

Harnat
Chris

Ting

. Sleven
_ Robert

. Tim

Jimn
R R
Marty

Dale
Keith

Stan

- Maria

Kaly

B

Heather

Lynn

. -Beth

Hebecca
Rodray

Barah

Connie

American Frozen Food
nstitute

HOA
Safe Food Coatition

T 202-822-8080
Tat-Environ' i

Nationat Resturant -

Association

Publiic Voice for Food &

Health Policy

AMI

Food Marketing Institute »

g

Narth American Meat
HIOCessors -

Autumn University

Embassy of Chie

-

Agrilink Foods, 1ac,

jica

" Nationai Food
Processors Association

New Zeatang Embassy
University of Maryland -
S.TO R

NGBA

National Pork
Processors Council

USDAFBAIPDD

Coramision o Nutrafion -

institute

Senator Thom Harkin,

Senate At Committee
C-FAR o 3

7038210770

202-458-6955

703-516-2304
202-331-5886

£ P

202:347-6200

Food Marketing Institute . 202-452-8444

73-841-2400

202-428-8238
3034435181

e e £y

" 3338213648

202-285-
1745ext.124

718-264-3192
TO202-ABR-AIBT

262-637-8060

202-328-4881
o ,

718-248.2738
202.347-0228

. 515.223-2623

202-680-2534

202-T76-0595
202-224-5928

217-244-4232

703-821-1380

202-822-9088
703.518-2380 .
202.973.3671

202-347-6261

i

202-429-8282
?{}3-52:250938
202-426-8272
202-758-8001

324-502-6171

716-383-1281
202-458-8135
202-637-B478

202-332-4308
301-314.9327
718-624.4267
202-638-0607

515-223-28486 .

202-630-1809
2027760550

202-224-3287

217.244-5594

?«es;iﬂ(}*, Septesmber 29, 1998
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Last Name First Name COrganization Name Phane Number Fax Nupiber
McEivaine | Michael USDA . 202-720-8123
MoNight Susan Quality Fiow inc. B47-201.7674  B47-291-7679
Melnick - Amy American Society for -... 202-942-6298. » 202942-9335 -
Microbiokogy
Mennacier .. Paul Embassy of Frange 202.644.6358 2029448303
Mifter - Peter Australian Embassy 202:797-3319 - 202-797:3049
Mantgomesy Tom United Egg Association ’ 202-842-23458 2026820778
Natraian " Nandini Keystone Foods 610-534- *610.586-1685
| . s So. . 5316ext 229 L
Nestor . Feiica GAP o 202-408- . 202-408-9855: -
- A034ex.132 ...
Newsome Rosetta  Institute of Food | 3127828424  312.782.8348
. - Technologists = S
Ontko David Walt Disney World 407-934-6697 407:828-6015
_— Com;:any .. . . v
Phillips Terry Jahns Hopking University 240-228-4831 240-228-8383
Pretanik | Stephen  National Broiler Council® #202°262-2662  202-2934005
Privett Jesse USDAFSIS ' 805-839-3185  80:839-2146
Prout Terry SMC Corporation 202-956-5213  202-956-5235
Ralph Andrew Meat & Livestock 212-486-2405  212-355.1470
L Australia ] Co.
Resnick “Betn NACCHO 2027835560  202-763-1583
Rice Kirm A 703-841-2400  703-527-0338
Hobbins Rabyn {infted Food & 202-46B-1508 2024861882
Commergial Workers :
International Un. X
Roberts Cindy USDA/AG Library 301-504-6409
Sadib faanc Argentina Embassy 202-238-6446  202-332-1324
Sanders Lee American Bakers 202.789-0300 L
Association : R e
Santos Edwardo  Embassy of Chile 202-785-
) 174Bext. 124
Sarasin * Leslie American Frozen Food " 7038210770 703-821-1350

institute e

?aexday‘ September 79, 1998
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Phone Numiber

Last Name First Name  Organication Name Fux Number

Schwemer Brew Qlson, Frank & Weda 202-518-6359  202.234-1580

Sell Kyla Sunkist Growers 20R2-878-92586  202-628-8233

Serade Kirk " National Pork Producers  202- 34?~366& 202-347.5265

, ] Council

Sharal - Amilia USDAFSIS/SOB ’ 202»?20410{ 202-205-0080

Sheehan .- Maty Minnesota Department - 661-2150861  6561-215-0877 - -
of Heafth ‘

Stent Patiia  Johns Hopking University. 24@22&4331‘ | 240-228-5353

Smith Dewall .. Caroline <8P - 2023328110 . 202-285-4954 .-

Smolenski Mark SRt Intarnational 703.247-8472 703-247-8564

Soowden - Jift - Egg Nutrition Center 2&2333 8850 2024830102 °

Stowe Babara  Borden Human Sciences - 2026754511 2026754512

Streteh - Theresa CFAR : 2372444332 . 217.244-85%4 - -

Takeginchi Ciyde Phoenix Regulatory 733.406-0806 743-406-48813
Associates

Tute Hichael Tate-Francheca 7038675502 703.507.5565
Cornpany

Thayer Dennis Nationat Rasturant 202-331-5686  202-973-3671
Aszociation

Thormas Cargl USDAFSIS/SDE 2027200107 202-205-0080

Trasenfeld fagke HOLE Foods Market 3012639688 3M.2B3-9685

Tacker-?orerﬁaa fearal Safe Food Goalition 202.822.8060  202-822-9088

Turetsky : Joan LSDAAMS 202.725-4488

Veallos Juan lica 202-458-3767 202 -458-8335

Vit Danng CRS$ Congressional 202.707-7285  202-707-7000
Research Service

Walsh Hedy ‘Meat & Livestock 212-486.2405  212-355.1870

' Austratia

Ward Elise Community Health in 3018865706 301.856-2683
Focus

Warhaw Randy Corneall University 3156-787-2278 315-787-2284

Wenning Tom Natiohal Geocer's 763-437-5300 7034377768
Association
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Last Name

First Nume

Oreanization Namye Phone Number

Fax Number

Waillard
Wilson :

Wilson

?ai;{mski

Yamade ;

Lawel ‘

Tim
Gegffray
Hobart

Chiris
Randy

Cindy

Al

Siacey

Nationat Food 202-837-8060
Pescassors Associalion

John Hopking Applie 240-228-458314
Physics Laboratory

CIFT 202-835-1571.
202
EPAJOPPEPPD 7038050513

National Joint Councit of  503-728.3814
Food Inspactor Locals

Internationat Bottled 703-883-5213
Water Aszociation

Fepgh Produce 202-206-4484
Association of the

Amencas

Grogery Man, Of Amerca 202-2485-3843

202-637-8476

202-298-2736

743-308-7028
£03.728-4782

7036824074

202-263-3060

202-337-4508

Tuesday, Seprember 29, 1998
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