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Subject: Food Safety Budgets

Here is what | was able to learn about the FDA and USDA food safety passbacks. USDA and HHS
together asked for i g over the FY9 --

$109M for HHS. USDA received about half of its request in its passback. FDA received none.in its
passback. The reason for this disparity is the different situations the two PADs, TJ and Josh, were
in. Josh, overall, had to dig himself out of an almost $28B hole just o reach last year's level of '
spending, and then food safety had to compete against some heavyweight programs including NIH,
CDC, and Ryan White. TJ had the flexibility to increase USDA's budget.

As you may know, the situation changes when the food safety budget is sent to Congress. At the
White House, USDA and FDA compete for funds from different allocations. In Congress, USDA and
FDA are in the same allocation -- the agriculture appropriations subcommittees. OMB, however,

does expect the disparity will be straightened out before the budget_is sent to the Hill through the ]
Presidential priorities process.
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Initiative: HBES03.01 -- Legislation should be enacted to create a . F
" single food safety agency rasponsible for administering a uniform get of 74 & 55 V
acientifically based food safety laws. The President and Congress - i

should work togather t¢o create a single focd-safety agency. e s = F
Status Codet’ 96 = Qvertaken by events - no further action expected. A H
Status Narrative: HHS has taken steps to improve food safety W .
regulation, including issuing scientifically-based regulations on

sgafood. USDA haa implemented HACCP regulations for meat and poultry. EM}#&
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HHSO03:

DEVELOP A NATIONAL,
- UNIFORM INSPECTION
SYSTEM TO ENSURE A SAFE

Foob SurpLy

BACKGROUND

' "~fhe Centers for Disease Control

, atljzgl’rwendon (Cl?(}:i)e:!ihth:nd
Human Sezvices (HHS)

esdrmnaces that ar least 9,000 Amenicans die
from foodborne illness each years another
6.5 million become sick from eating conta-
minated foods.! Because many of these -

bj’ diagnosed, the aczual figure is

ly much higher than the:

comnvec:nmmofG Smllwn.Aa
estimare by the Food and Drug
Admisiswation (FDA) um&am
higher; a;:l_mmmu.m of 24 million casex

per yean .

Mos:casofﬁ:odbomeﬂlns in
the United Stares coday can be '
meat, ponlrrmg.muk.and.ham.l
Shellﬁsh

o =
ﬁ' tdcrrbemm 1978de 19873
Foodscanbemnnmmam:lm:hhmnful

. pesticides, animal flavor and colos.
addidves, or industrial chemicals); and

narural poisons (such as the toxins in some
ahdl&hg?m"si;&ms.mummsmm

=
S
=
=
)

m?-ﬁﬂmﬂdhlghlypubhmd
outbreala foodbomenllnmmmedby

with Listeria, milk
mab“l"mﬂmwdwﬂh&lmoneﬂa.
cznmdlmnhmm contaminated with che

contami with E. ooli
0O157:H7. [n addidon o these acuee
ourbreaks, chemicsl conmmination of foods
with snimal and pesticide residues may
contribure o increascs in cases of
capces and birth defecrs
Some increases in foodborne
dhﬂ’m?beambu lel:o:mprov!d

a outgowrhofmodun
foodpmmngmwmdm
consumer habiss.

Much of what Ameticans eat coday is
rocessed ar centralized facilities geared o
EI@H m:oducuon.mmm
andmd:chome.Morefoods
m?ordmd::mummdmpom
from other countries..
hl%&mmuxdymyhgmemd

“’P"‘dhm repasing food, but instead eat -

on the run. buy from carry-ours, ear ar
fast-food chains, and cook in microwave
cvun.Mu:hmoreofou:foodnsbough:pm-

prepared and pre-cooked.
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RECOMMENDATIONS AND ACTIONS

Also, consumers &5 2 group are physiolog-
ﬂﬂ?diﬁ'uentdnndrymi.ndtl:h:xlyog
19005, when most of our' current food safety
Lowered g an aging US. populedan.

' mi“ﬂﬂmﬂlp:'tmof:hg

4 unyey is past

o divass ncluding
foodhmiﬂm’bugpmlzdm d.. .
voday’s consumers are living mmm
mmdywﬁnﬁﬂ,wﬁfnm
such as cancer and acquired _
immunodeficincy syadrome (AIDS), dus

' ‘ﬂih:m Sommwl i el'

Salmonella, have been associared with
‘h"’,l'!”dmsuch d:h"“d,mn'd‘ ¢ The
site Toxoplasma l Pﬂﬂ‘m
canneduncnm;gmm iduals with compro-
o of dexpentacocaring i AIDS pasens
may be of foodborne otigin.’
| The preveation sod canol of foodborme
c“'b“'hmﬂﬁﬂﬁ'hnormbrfo:m
who become ill, but for sodiery at large. An
Ap 1583 el o Fd P i
Unired Scazes berween $1 billion and $10
billion anawally: This figure includes direcx
recall. The arricle

stated, “Any moncy spent on research,

. surveillance and public education wouild be

only a small fraction of the cost otherwise
bome by the economy when disease occurs.
.. In most instances food supplier losses in
the form of recalls, lost business, legal fees,
paticnt-relared cost estimans.™ Several
mmmw imnil

The Now Evglendfunof Modicne f

ow §/ .

Augmt1978pubﬁshedgcnaésmdymm
losis. The study showed thar “Salmonellosis

iimudlmo;:rmm‘ : . . icis
oo : .
and | ‘d!ompofﬁv:aom
0s$1n ups, Dol
Fist infane and che ldecty” The gudy o
’nnzuthﬂlf...ﬂmgcngggf “bﬁthﬂl |

salmonellasis must be messured the
unnecessfy medical and los-of-

- g'.odmzi_”‘?mwhichmybemm,

dollars & year. [emphasis added)™
The t&ﬁmdimpmpn

consisting of as many as 35 different -
i mnsi
iy f“‘miﬂ’ Em FDA s
responsible for the of most foods.
Wichin the US. P oF Aicslnure
NSDMI&M mAMOn .
Sezvice (FSIS) is for e the
Agricultural Markeei o o
: ; b Federal Grain
roducs. The tofComm“g:’sm
azional Marine Fisheries Service (NMFS) is
primmartly fos grading seafood

 producs, but also provides volunmry food

safety inspecrions at the request of the: -
it T
aboutr 95 CEnt
in-'openiﬁnsmdawdbyp;,_m
e e o ¢
es, procedisres
m&cmtm&oﬁqmmvz:m
processing plants are inspected and the
actions 20 enforce 1y sand
for safecy are determined by the le ichion

that governs the i“’?ﬂnhsencyanddu
‘curvent allocation of resources among the
agendies, and not by the relative risk the
Eistmrmetints
WO .
hazonoomiswudmmmm
to ensure safety and would have different
Jevels of inrensity of inspection, reflecting the
degree of public health risk ar various stages
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aar Sy e,
ARSI T

Oua:hmbhshmmtmtheﬁoodmd::
present inspection system dearly
not meer these criteria; neither does HACCP
alone. HACCP only addresses process
mg;,:m onmnalcon:alol
points in process
ﬁ&mmkmﬁmm&
MOAIMDINLE SYSIEM OF an accusate
m?ﬂauhmryoﬁnodmbluhmu.
aurrent ULS. food safety inspection
Feqasy of i by
similar risks. FDA i mponn'bhefor
:hemontfoodmppfy
o e g o
maﬂm&_ Due m kmised
resources, medical-suppore
usually ase assigned a higher priority dan
food progessing phns
foods (such as id canned and
Mdmngh mpgmmgna
tofoodsby them as
d
inspection is inconsisent
m.Anihbilityisoﬂmcnnmﬂedby
the exiscence of 3 “crisis” in che
e Aok (e o s ““:"‘-'nﬂg
narion’s supp crises
demand that FDA concentrame it
- resouzces on the crisis issuc and reduce its -
inspection of food fimms. ! A
recent General Accounting Office (GAO)
‘teport indicared thar, on average, FDA
inspecrs food esmablishments only once every

' Mm&mwmw-w 1993
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ywlssl.rﬂsemdahours,ooom&‘
_ oversee an estimazed 53,000 food
-eseablishments.”¢ (This statement referred
. menms id norindude i

,on}ya&wmmplsofmmmm‘he

'mspecnons ™0 Use their resources more

thre:mﬁveyém.u

The Federal Meat Act of 1907 and the
Pouhymmmﬁaof1957
ture to

mr meat

mdpouluywmsmmkmddonm |

allow FSIS to vary iws frequency of
inspections w concentraze i13 resources on
risk and issues & t o the public's
healdh, as recommended in the Narional

Academty of Sciences report of 1985.12
The same GAO report stares, “.

yeass w oversee about 6,100 esmablishments,
whﬂgFDAd:vomdaboudSSmﬂ"?mm

w0 the i of domestic food esrablish- H

di import
:-ngm)mmmahohﬂm
risks, For E inspected
d,ﬂybyps]swhﬂephnsm
chicken broth may be inspected by FDA
once cvery three to five years. Meacand

Pgu]nyptoducumwd"lybypsm

whhshdl&hmnomﬂymby‘

small number of scre §

be devermined by a form of
k ?dmrwﬁmpmdua.-hc
assodiated wi process
by which it is manufactured, and the
history of the establishment

the 17 This could allow

power
supply. FDA must prove actual or pocential |
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md‘erngoffmds.Iuhowmddhm

archabl:mom system and an acourate

m(god each establishment in
indusuy:

mdosmtmeugmmm&tm

Poul derodumlmpuonAc:.anTodt
oulery
foods&vmmmmmd.l’hu
mehod, called " apcion.”

'ﬂmplymﬂm the

inspections are a critical step in the elimina-
tion of dead, Mw%ly
otherwise unwholesome

Qon'

mear and poulzry from the food

supply. For example, in 1989, organoleptic

inspections

of poulrry; 140,000 cardle, and 181,000 pigs

ﬁomdaefooddnm.
Hmr-'ubhchahhcpemnuwml-

ize thar the most setious outbreaks of

foodborne illness in this decade arc due to
pathogenic microorganisms dﬁ:mynotbe

. detecred by the five senses
qu;ﬂmlkom;ggﬂ

dal cisks from l'&dna—@m
hmdschumtbedcmdbyorgmo-
alone. Sciendfic inspections,

'md“dechmalmdmlaobldogdm

or other
gﬁnbcdw;mmwm
ing illness.
microbiological and chemical diagnostic resa
are needed o keep pace with the daily food

* production volume. Process control must be

a priority t prevent product contaminzrion

and ensure a safe product
FDAsenfn:cunm:smregy.whichi.

grounded in the Food, Drug, and Cosmetic

HHS03: Deveror Nntam!tm
SBIB(T:MA Foop

Aa.emphasuend-prod. ucr testing. Periodic
mezdzon!yampshotofwhn

m&mduagencfsmmm

andlevdofnmphng, this strazegy simply

cannn: COV!I’ :hg
universe of food products Mﬁ&uﬁwm

Aym-ptoosscomrolmbeapnomyw

ensure a safe product.

anhmothlsmfore&'ecuvepm
control. In 1971, the National Aeronaurics

- and Space Administration (NASA), the U.S.

Areay Narick Labaratories, and the Pillshury .
tthzrardAnalyus

Crideal cint (HACCP) app: .

meconuolford:epmducnonoffood

The

wamdedm

ptognm
that duced by Pilisb

essenthally pa

. Pillsbury demon-

mdrlmndequamwnuo!smd:emu- .

degree

. wmﬂdbenfe.
ns eliminared about 70 million head -

dm:h:md-pﬁcu

In 1985, 2 National Academy of Sciences
Committee on the Scientdfic Basis of the
S,
i itree on ogical
Criteria of the Comminee on Food Protec-
tion embraced the HACCP concept asan

d‘e:uveandeﬁum:appzmch

o manufac-

ﬁ‘uy‘ﬁdthen&tyofi bw-ud*mea

HACCPpnnap!ea:edeﬁnedd&enﬂy '
by different users, making it imperative thata

clear and consistent

definition be undensmod  _
by the food industry: If regularory

its own specific HACCP plan for
cach Garegory of products it
l'lACCPwou.ldlﬂowdumdusuymuh'

healch hazards under its conerol. .

":EE““'M“Y for identifying and conurolling
¢
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" product conmminadon or escablish tha  +

findings of adultergtion or unsanitmry condi-

tions or practices are resolved through volun-

ury compliance. FDA does not have direce

prndn;yt'o ‘ ﬁ&:d | of

its inspectors must take conrro.

suspect produces through fedetal court

- wamns, oftena process. While an
inspector is obaini tbewlmnt.l:beﬁxod-

ucz may end up in ;

the stare uses its guthority o seize or detain

ld;c’ﬁmd:nfDAllsohdndumﬂnﬂtym
edulterared products from markerand

mmlgnpanynfhyand quality-control

FDA lacks a mandazory cegisuation
requirernent. Esmblishmenrs thar are not

identfied by the agency go uninspected

i ,&.{”’ “&&‘ﬁ""“m :E‘” '
can

l?n;“;cnd. .wlnr:tdw many

owever,
authosides thac FDA lacks, FSIS annor sexze
or prevent the shipment of known infecred
anirmals to mariket for skughtet. ‘

incentives can be positive or negative. A
negative incenrive would be an increased
. inspection cost for less chan desirable compli-

ance.

* driven by the varying missions of some 21
agradies. A January 1993 report by the
Commireee on i and

. enforcing all federal food inspection Leurs and
.etim

HHS03: Drvmora !
MNB&%

ot ™ acsdemis and the
mmﬁum of research indude
S

efforns for food safety research, diiven by a

ingle mission and accountable o a single
ity. This would eliminare the duplica-

nmofmmchpmmd

communicarions and qur- ‘.

ACTION

it oo
aﬁaﬁu-%#quﬁwﬂ:_..
S

regulasions, and all and
; used by such

m o zhe mew agency. (See

IspECTION
SurrLy

' Tabled fora e offood sefey repomlbilisir
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thar should be sransferred o this mew ment effors due.ro

due 2o repented noncompliance.

. ageny) . Laboratory vsting conduéted to release
. . detained or recalled producs in s of
Oﬁﬁugzﬂtmuugno& . known or potential conmmination cduld be
inspection should be reviewed immediacely subjected to & user fee, a3 could other testing
to identify areas in which changes in the - Bﬁﬁu&égﬁuﬂ%
laws ase needed to base food inspections on~~ sampling. User fees also be considered

S&Eﬂoﬂfﬁtﬁgm . au

begin & revi - o - g T .

. :.Wm&ﬂ:o&ﬁwaﬂon r the purpose ..EE&E..KWM.E&&%E
of producing uniform require- - LTS, agency f to Freedom of -
ments, taking inw consideration inherent Bbﬂmusnﬁenﬂ.ﬁuo&n
risk in products and production methods, .special services as appropriase.
and the unique nature of che foods and the The single food safecy agency would elim-

An immediage study thould be made by coordinaring inspecton activides between
the new agency of current s;ff and résources - agencies, as well as duplicasive inspections
informarion obrined should be used to : &nﬂ&&gg
and rescarch program axpable of meeting (1) The new should provide a

This new food safety agency must serve as .inspection system.

a reinvention model. [ts peimary mistion The agency must have an adequate food-
ust be consumer protection and food borne discase outbreak ing system.
safery. It should be customer-driven, meetiog  This sypem would the daa needed
consumer needs wichin the boundaries of to determine risks asociated with different
sound science. Consistent prevention of types of food products. This would be an.
foodborne ilines and poor snitmtionand integral part of the foundarion of a sciendlfi-
, . [nanagement should be in place " HACCP or sn equivalent sysiem could be
%gwgﬁ e another important component of a scientific
. ous reduction of risks of foodborne illness. ermmqu.ﬁw amu&n_ F&m ;
reduction in the sumerical regulatory Tgia.rnwnﬁ%ﬂw lan for
sandards for sunimron, microorganisms, each caregory of food produers it produces.
and resichies tha assist In reducing risks. nae verificaton t=sting would be an
an Eﬂagﬁ (2) The 3gency would have an automated
BBWQE.&B. of-command reporting sysem to ald in determining
simplify decisionmaking in the field and inspectio frequencies.
’ .Bm.ﬂncu ¢ unroamrn the ‘An automared ing system Can assist.
suthoity 1 impoue uiet fies priue . in idenifying food esabli tatare
“, . . " garvices WErTgratalpr rhaale " consistently our of compliance with federal
. on processes, User — : _
B " considered for food amblishments that deterznine inspection frequency for each

) . ire eddidonal i . farce establishment based on the type of product
: e:___ : pections and Bﬁgﬁsrnﬂnﬁwﬂma.ﬁm
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Table 1
FoodSafetanponn‘bdmambe'n:mfmdinmthc
' Food Safery Agency Within the Food and Drug Administration

.. :
Fead Sy sud lupasinn Sexvien Mo and Piniry Safexy Faam) M Inspucricn, Am. w sasded (21 US.C 501 | my)
Foulcry Prackoss baspumlen Act, s manded 31 USC 451 « )
* TotwadgeAfion A of 1362 O US.C {0 @ am)
gl Madmteg Sevian Syl Fouchoa Sy Eax Pl npasion A, & mwmndad G US.C. 1081 wam)
Foud and Ouzy Adnisiecunion -Sinfary of All Fouxdy, Bnaipe T Fudeal Fond Dy vax] Canmatie Ax (FFDCA),
Max, Pitry, and Bep o ammded Gt USC 301 @ any)
Safiey of pgimal Drgpnd Demb Puninisls Mamiming Mapnowmnswe A of 1988 31 USC 1401 axxd
. ' hmmu--—umu&cmum
' el Drloking Wan Ac, = sweasiel 01 US.C M9) -
Indhet Pormuls A of 1930, s sl Q11 US.C 3305)
Feduni Ami-Tampuing Ax (18 1J5.C. 1365)
) Fuleral tmpent MEk Acx, i asesdl 21 US.C. 141)
. Comnem For Dipey Conrel inexignioss o Tovdwon Ninmps  Publis Hoskh Sevim Ax, & vnanded (42 USC, 201 « )
o Powmcien ond Fendimtns Disws Osstrmin
LA Degnacasnof Copemm .
Nasiyanl Maslnw Fisharies Sorvics Vehuntaty Subhed AgEshuml Madeging At of 1946, @ ampudel 7 USC 167 @)
. [aguats Pegan Fiky ond Wadllip Am of 1936 (16 US.C. 7 @ ay}

Ly Am, womeded (16USC. 55 g} | -
Magmyes Fidwry Conurvgion snd bsmgumens Acy,
mampdal (16 US.C 100) mag)

Mucheasl O Pellucinn Resmesh and Doselopeu wd
Metimring Plansing Acs of 1973 (33 USC 1701 & a)

Nox The fond afity amspunss of te Esvicossnmenl Pusasine Agery (EPA) s ame indenas e pasticices in Shach sold slm by considenl =y
a-p-dundqhﬁdcﬁyq-wlnhid-tpq-qi-iiqudnt---ﬁﬁ--cun-mmgh-uﬁ-d-'

ovudix adweloml, -

ﬁmandmtpwmwudd
continue; many
.mherm:na mdmégyagnqwould

FIsCAL IMPACT

All funds mpmmdformfood
afuym:ggvouldbemm&mdmm
FDA. Savings associazed with chis consolida-
tion might include those from idati
FDA and FSIS field officss and inspection
actividies, administragive activities such as.

management, and duplicarive management

Addmona!one-umemcmddmin

ﬁeld
inspectoss who now may perform di
asks. Specific savings or
addmﬂ cnnot be determined ar dhis
time; this report assumes that the savings and

. addidonal costs will balance, with a neurral

b

“ﬁ jected torl budger authority for
ﬁscalyem I”S&td:cPDAmdﬂnUSDA
(FSIS and the food safety componens of
AMS) is $817 million.
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AUGUST 22, 1997
UPDATE ON HUDSON FOODS RECALL

USDA is continuing its investigation of the Hudson Foods recall. The team of FSIS and OIG
investigators is examining records of shipments from slaughter plant suppliers of raw product to
the Hudson Foods’ Columbus, Nebraska plant in an effort to determine the source of the E. coli
0157-H7 bacterium. As a part of the investigation, FSIS is also checking the records of the
slaughter plant suppliers to the Hudson Columbus, Nebraska plant. The review of records will be
conducted by FSIS officials who are not regularly assigned to the plant.

The Hudson Foods® Columbus, Nebraska plant has suspended operation. Today, FSIS Field
Operations officials contacted Hudson’s corporate management to offer assistance to the
company in developing a plan to institute new procedures to ensure the safety of product and to
enable the company to reopen, Hudson officials expressed appreciation and are considering the
offer.

ESIS is continuing to work with Centers for Disease Control and the Colorado State Department
of Health to gather information on the illnesses associated with Hudson product. However,
illness data available from the states indicate no widespread outbreak. In fact, CDC believes the
problem has been pretty well contained.

A total of 4400 callers contacted the Meat and Poultry Hotline between 7:30 p.m., Thursday,
August 21 and noon, today.” Most callers inquired about the names of the fast food restaurants
which received the Hudson product. Other callers stated that they had purchased Hudson product
and had discarded the packaging, but still had hamburgers in their freezers. These callers were
instructed to return the product to the point of purchase. A number of callers stated that they
‘were experiencing illness and were referred to the Hotline’s resident nurse for follow-up
information.

Interviews conducted:

8/21/97

Dan Glickman, Catherine Woteki, and Thomas Billy were filmed during a press conference by
CNN, NBC and CBS.

Catherine Woteki and Thomas Billy were interviewed by Newsweek, USA Today, Columbus,
Nebraska Telegram and the Los Angeles Times. '

8/22/97

Y

Dan Glickman and Thomas Billy were interviewed by the New York Times.

Thomas Billy was interviewed by CNN on a live morning broadcast.
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET
WASHINGTON, D.C. 20503

ADMINISTRATOR AUG 20 1997

OFFICE OF
INFORMATION AND
REGULATORY AFFAIRS

MEMORANDUM FOR ERSKINE BOWLES

FROM: Sally Katz%

SUBJECT: Heads-up on FDA’s Notice on Unpasteurized Fruit and Vegetable Juice

We are about to conclude review of a Notice that sets forth FDA’s plans to address
several outbreaks of foodborne illnesses (primarily from e-coli bacteria) from consumption of
certain unpasteurized fruit and vegetable juices. The Notice outlines FDA’s intent to propose
two rules -- a rule requiring certain producers of unpasteurized fruit juices to institute a HACCP
(Hazard Analysis and Critical Control Points) program designed to control hazards that may
occur during processing; and a rule requiring labels warning consumers of the risks associated
with drinking unpasteurized juices. In addition, the Notice encourages unpasteurized fruit juice
producers to voluntarily and immediately place warning labels on fresh juices such as apple cider
in anticipation of the 1997 apple cider season (only a few weeks away).

This Notice is not binding at this time. It will nonetheless attract some attention.
Consumer groups will applaud the plans, but may comment that FDA is not acting swiftly
enough in this area; industry, including particularly small apple growers who specialize in
unpasteurized juices, will likely be wary of new mandates that are perceived as costly and
difficult to implement. If you have any questions, please call my Special Assistant, Michael
Fitzpatrick (5-1247), as soon as possible.

cc: Maria Echaveste
Rahm Emanuel
Thurgood Marshall, Jr.
John Hilley
Ann Lewis
Sylvia Mathews
Bruce Reed
Chris Jennings
Elena Kagan
Victoria Radd
Barry Toiv
Michael Waldman
Josh Gotbaum
Larry Haas
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"We have built a solid foundation for the health of America's families. But clearly
we must do more. No parent should have to think twice about the juice they pour

their children at breakfast, or a hamburger ordered during dinner out. ”
- President Bill Clinton, Radio Address, January 25, 1997

Today, Vice President Al Gore accepted a major report -- "Food Safety From Farm
to Table" -- on how to reduce the incidence of foodborne ilinesses from Health and
Human Services Secretary Donna E. Shalala, Department of Agriculture Secretary
Dan Glickman, and Environmental Protection Agency Administrator Carol M.
Browner. The report, requested by President Clinton in January, sets forth new
steps the Administration will take this year to strengthen food safety and details
how we will use $43.2 in new funds the President has requested in his 1998
budget. :

Working with consumers, producers, industry, states, universities, and the public,
the Administration has developed measures to reduce foodborne illness from
microbial contaminants; the Administration will:

o] Improve inspections and expand preventive safety measures: FDA will use
$8.5 million of the new funds, in part, to hire additional Food and Drug
Administration {FDA) inspectors for seafood plants and to expand the Hazard
Analysis and Critical Control Point (HACCP) approach to the fruit and
vegetable juice industries. U.S. Department of Agriculture {(USDA)} will
propose preventive measures, including HACCP, this year for egg products.

o Increase research to develop new tests to detect foodborne pathogens and to
assess risks in the food supply: The agencies will target $16.5 million to
critical research needs, such as giving federal, state and local food safety
officials new tools to detect these pathogens, some of which -- like the
Hepatitis A virus and cyclospora -- cannot now be detected in many foods.

o Build a national Early Warning System to detect and respond to outbreaks of
foodborne iliness earlier, and to give us the data we need to prevent future
outbreaks: With $13.7 million of the new funds, USDA, FDA, and Centers
for Disease Control and Prevention will increase the number of active
"sentinel sites" across the country from 5 to 8 {current sites are in Northern
California, Oregon, Minnesota, Georgia and Connecticut; new sites added
this year are in New York and Maryland, and the eighth will open next year)
and will equip these sites with new technology to identify the diseases and
their sources and to communicate these findings nationwide rapidly.

el Establish a national education campaign that will improve food handling in
homes and retail outlets. FDA, USDA, CDC, and the Department of
Education will launch a new public-private partnership with industry,
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producer and consumer groups, and states to raise public awareness of safe
food practices. Using public and private funds, the partnership will develop,
disseminate, and evaluate a single food-safety slogan and several standard
messages. USDA and FDA will use $4 million of the new 1998 funds to
support this and other education activities.
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Strengthen coordination and improve efficiency: USDA, CDC, FDA and EPA
will form a new intergovernmental group to improve federal, state and local
responses to outbreaks of foodborne illnesses. Working with all
stakeholders, the agencies will develop a strategic plan to further improve
coordination, use resources more efficiently, and measure progress toward
our common goal of reducing foodborne.

Building on Our Accomplishments

Food safety is a major public health challenge: millions of foodborne illnesses and
thousands of food-related deaths occur annually. From the beginning, the Clinton
Administration has made improving the safety of the nation's food supply a top
public health priority.

o]

Building on the recommendations of the Vice President's National
Performance Review, the President put in place new science-based, hazard
prevention systems for seafood, meat, and poultry. In late 1995 the
Administration issued new rules to ensure seafood safety. In July, 1996
President Clinton announced new regulations to modernize the nation's meat
and poultry inspection system for the first time in 90 years. The new Early
Warning System will gather critical scientific data to further improve these
prevention systems

In August, 1996 President Clinton signed the Food Quality Protection Act -- a
comprehensive overhaul of our laws that regulate pesticides in food putting
in place reforms that the Clinton Administration had urged since 1993.

These reforms will ensure health and safety for American families through a
more protective, more stringent health-based standard plus special new
provisions to protect the health of infants and children from pesticide risks.

Last August, President Clinton also signed a new safe drinking water law
that strengthens protections to ensure that American families have clean safe
tap water -- improvements that the Clinton Administration has called for
since September 1993.

-30 -
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May 7 draft 9 am VPOTUS PRESS RELEASE

CLINTON ADMINISTRATION ANNOUNCES NEW FOOD SAFETY MEASURES

The Clinton Administration today announced new measures to
increase the safety of the nation's food supply. Stricter safety
precautionsg for fruit and vegetable juices, improved seafood
inspectiong, increased investment in research, risk assessment

"and surveillance, and a new national public education campaign

top the list of initiatives included in the Administration
report, "Food Safety From Farm to Table."

"Our families must be able to sit down at mealtime without any
worries about the safety of their food," President Clinton said.
"We can give them that peace of mind, but we have to work harder
and smarter using new technologies and educating people to ensure
that food travels safely from the farm to the table."

In his January 25 radio address, the President announced he was
requesting $43.2 million for food safety in his FY 1998 budget
and requested a report detailing recommendations on ways to
further improve food safety. The Departments of Agriculture and
Health and Human Services, and the Environmental Protection
Agency, working with state and local officials, the food
industry, scientists, consumer, and producer groups, developed
the report, which calls for improved inspections, public
education and greater use of the latest science to dramatically
reduce foodborne illness.

"This Administration is using the most modern science and a
common-sense approach to public health regulation to protect our
families," said Vice President Al Gore. "Improving food safety
has been a public health priority of the Clinton Administration
from its beginning, and these recommendations will take our
efforts to a whole new level.™

A key element of the Administration's food safety efforts has
been the Hazard Analysis and Critical Control Point (HACCP)
approcach that requires the food industry to use the most modern
science to identify sources of potential contamination in food
production and transportation and then put in place preventive
measures. Already required by the Food and Drug Administration
for seafood and by USDA for meat and poultry, FDA will propose
preventive measures, including HACCP, for the manufacture of
fruit and vegetable juice products, and USDA will propose HACCP
and other appropriate regulatory and non-regulatory options for
egg products.

In addition to moving toward a science-based, preventive approach
to food safety, the Administration continues to improve the
effectiveness of food safety inspections. Specifically, the
additional funds requested for FY 1998 will allow the FDA to add
inspectors to implement seafood HACCP and to expand its program
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to develop additional mutual recognition agreements (MRAs) with
trading partners ensuring that imported foods are produced and
manufactured under systems that offer comparable safety measures
to those used in the United States. With the new funds, FDA will
also be able to provide technical assistance to foreign countries
on safe growing and handling practices.

The Administration is already taking steps to put in place the
new Naticnal Early Warning System President Clinton announced in
January to track and combat outbreaks of foodborne illness. This
fiscal year, two new FoodNet sentinel sites were added in New
York and Maryland. With funds requested for the upcoming fiscal
vear, an eighth site will open. This surveillance system is
supported by the CDC, FDA and USDA, working with state
authorities. New funds included in the FY 1998 budget will also
allow these sites to update technology and build a
"fingerprinting" database of bacterial DNA. This will enable
food safety experts to clear any geographic hurdle to their work
by having a natiocnal resource that can help them quickly identify
contaminated foods that are the sources of foodborne illness.

Under the Administration's plan, work will start immediately on a
national public education campaign on safe food handling. Today,
an unprecedented public-private partnership was established among
government agencies and industry and consumer groups to develop a
food safety education campaign aimed at consumers. Partners in
the campaign, which will kick-off later this year, include USDA,
FDA, the Centers for Disease Control and Prevention, the
Department of Education, Food Marketing Institute, the American
Meat Institute, National Restaurant Association, Grocery
Manufacturers of America, Produce Marketing Association, the
American Egg Board, National Cattlemen's Beef Association, Public
Voice for Food and Health Policy, Safe Food Coalition, and
Consumer Federation of America [verify against final MOU].

Research to develop quick, reliable scientific methods for
detecting contamination -- like the Hepatitis A virus and
cyclospora -- will ensure that public health agencies have the
necessary tools to prevent and contrcl outbreaks of foodborne
illnesses. The latest research will also explore how pathogens
become resistant to traditional food preservation techniques such
as heat and refridgeration, and will support new pathogen control
methods.

Also under the new initiative, EPA, FDA and the CDC will

collaborate with state and local health departments on research

to help health officials better predict and control outbreaks of

waterborne microbial contaminants, such as cryptosporidium.
_30_
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Food safety initiative final version carries pii'ovlsions for enhanced seafood
surveilance, food safety council, education partnership, manure regulatlon
and more

The seafood industry will see increased government attention on Vibrio vulnificus
and the Norwalk virus if Congress approves funding for the multi-agency food
safety initiative, sources told Food Chemical News. The final version of that
initiative calls for increased surveillance for Vibrio vulnificus by CDC, FDA and
states through booasts in personnel and epidemiological and lab resources.

That effort, detailed in a final version of the initiative submitted to President
Clinton, would comprise an enhancement of the Gulf Coast Vibrio vulnificus
surveillance program. The report, which is about 60 pages long, calls for research
to develop new decontamination methods for auch contaminants as Vibrie and
Norwalk on seafood, as well ae for hepatitis A on strawberries. The entire report
emphasizes the need for research to find and improve pathogen detection methods.
The federal agencies involvea in the initiative are CDC, FDA, USDA and EPA.

One source close to the initiative noted that even if the government had known
ahead of time about the hepatitis A recently linked to Mexican strawberries, the -
hepatitis A could not have been detected because the government lacks reliable
methodology for such detection. Pathogen detection in the food supply is
complicated by the fact that detection is different for almost every type of food.
That is, detection of pathogens in milk is different from detectmn in berries, whxch
is different from detection in meat, etc. :

The White House was scheduled to announce the final veraion of the initiative

. April 29, but that was postponed due to conflicts with other White House press
events. At press time, sources said that an announcement of the initiative by Vice
President Al Gore was scheduled for May 12, but that date — and Gore’s
avmlabxhty for the event — could change again.

(See FSI, Page 37)
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“If ... improved objective performance standards

‘can be crafted through additional, scientifically

based rulemaking,” Boyle added, “AMI will
support and participate in those efforts.”

Consumer groups not satisfied
with spinal cord safety

On Monday, April 28, Billy and his colleagues in
FSIS held another meeting focusing on AMR,
this one with representatives from the consumer
advocacy groups Public Voice, National
Consumers League, Center for Science in the
Public Interest, and the Safe Food Coalition.

The meeting was prefaced by an April 22 letter
from NCL's Linda Golodner to Billy and
Agriculture Secretary Dan Glickman. NCL
appears to be backing off its earlier demands

. that back and neck bonea be kept out of AMR

gysteme altogether, an action taken by Britain
more than a year ago. Instead, Golodner
suggested that USDA impose bone scoring
requirements, “an iron limitation of not more

. than2 mgper 100 g,” a ca.lcmm test performed
““after separator and before the desinewer” for a

maximum level of 20 mg per 100 ¢, and a
prohibition on presizing.

“Resolving the spinal cord and marrow isaues
through lengthy rulemaking procedures is
unnecessary legally and represents an
unacceptable abdication of responsibility,”
Golodner wrote. “The British waited much too
long to act decisively and have paid a very dear
price.” NCL and othér consumer groups are

.concerned that spinal cord in AMR meat may

expose many American citizens to a higher risk
of transmissible spongiform encephalopathies,
Britain's deadly “mad cow disease.”

At theu- meeting, the consumer groups
reiterated these issues, focusing on the BSE risk
from epinal cord. They cited risk factors,
including the imports of British cattle into the
U.S. in the 1980s, the imports of Mexican cattle
into the U.S. that continue every year, and the
limited resources FDA will have to enforce its
proposed mammalian-to-ruminant feed ban.

According to one of the consumer group
participants, the spinal cord directive will be
“closing the barn door after the horse is out.”
Since spinal cord is only an economic
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adulterant, not a health hazard, suspect product
would go into distribution even if some of it is
sent off for testa.

“We're not convinced that the directive itself will
provide a complete assurance that spinal cord
won't get into end products,” one consumer
advocate explained. The advocate noted,
however, that the directive may be useful in
putting pressure on industry to keep spinal cord
out of AMR eystams. “The next step is for us to
meet with industry,” the advocate said.

Under the terms of USDA’s 1994 reorganization,
FSIS cannot propose a “major regulation”
dealing with human health or safety (changing
the definition of meat to exclude spinal cord
would qualify) without performing a risk
assessment and cost-benefit analysis, which
would take a minimum of six months to
complete. The entire rulemaking process would °
last for one to two years. “They’re doing the best
that they can,” the consumer advocate admitted.

On the bone marrow isaue, the consumer groups
requested that FSIS propose a rule aimed
against “unacceptably high” marrow levels in
AMR product. Bone scoring requirements might '
be-used, as in NCL's proposal. But the
performance standards proposed. in Billy's letter
to AMI may fulfill this request, one source said.

© “We'll wait to ses what they come up with.”

(®TFCN 1102, 3 pages, $5, and ®7FCN 1103,
2 pages, $5)

— Wendy Love Anderson

(FSI, continued from Page 3)

The initiative is structurally the same as its
draft predecessor, i.e., presented in seven
sections, and most of the concepts from the draft
survived in the final.report (See Food Chemwal
News, Apnl 7, Page 38).

Regulatlon of manure ilkely

Regulation of manure is likely in the near
future, as the report cites the need to control the
various ways that manure can contaminate the
food supply. The report does not detail any
manure regulations, but emphasizes that

- controls are needed.
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The report also calls for the establishment of a
National Council on Food Safety, which would
include an independent scientific board to
review food safety messages. The board would
include representation from the scientific and
academic communities and would use & risk-
based methodology for prioritizing its work.

A public/private partnership for food safety
education also would be established by the
initiative, but details on that effort wera
gkatchy. The report places new emphasis on
education of health care professionals, a goal
that was accentuated repeatedly by participants
in a March 31-April 2 public meeting on the
draft initiative. Health care professionals need
to recognize foodborne illness, test for it and
report it, the source said. The agencies will try
to be “appropriately multilingual” in all public
and educational efforts, the source said.

Egg and produce HACCP
appear imminent

‘Egg HACCP and produce HACCP appear
imminent, as the report indicates that
regulatory options will be proposed for
controlling pathogens in eggs and in fresh fruite
and vegatables

Federal outreach to states and cooperation with
states are linchpins of the plan, and that
strategy is in line with the federal government’s
need to share the resource burden for
implementing the initiative.

Federal agencies must maintain a dialogue with
all parties who have a stake in the initiative, in
order to eatablish and follow a strategic plan for
developing, implementing and reviewing the
initiative's components, the report said.

It remains uncertain whether Congress will give
the agencies the $43 million requested for the
initiative. While it is tough for any
congressional members to argue againet the
concept of a safer food supply, Congress will be
very wary in the current budgetary climate to
approve new funding for projects.

— John Briley

Performance standards featured in
FSIS regulatory agenda

The switch from requirements to performance
standards, part of the “Reinventing
Government” effort, dominates the semiannual
regulatory agenda of USDA’s Food Safety and
Inspection Service, published i in the April 25 .
Federal Register.

No fewer than six proposed rules explicitly
establish performance standards. In June, FSIS
plans to give notice that it is establishing
performance standards “for the production of
certain'meat and poultry products with
established standards of identity. ..
Performance standards spell out the objective
level of performance establishments must meet
during their operations to produce safe
products, but allow the use of customized, plant-
specific processing procedures.”

1In this case, FSIS plans to establish food safety
- performance standards specific to the

standardg-of-identity products inatead of relying
on “statutory authorities, general regulations,
regulations for similar products, or FSIS
directives.” Similarly, FSIS is developing new
performance standards “to limit the amount of
water absorbed and retained by single-
ingredient raw meat and poultry products to the
amount that is unavoidable in carrying out
washing or chilling procedures.” Water-added
raw products may have to bear a label attesting

to their absorbed water content, according to the °

proposal, which was scheduled for publication in
April 1997.

In other cases, however, the agency is replacing
ita own specific regulations. For inatance,
proposed performance standards will replace
“command-and-control” procedures for thermal
proceesing of meat and poultry products;
irradiation of poultry to control foodborne
pathogens; handling, chilling and freezing of
poultry; cutting carcasses into primal parte
within an establishment; and preventing
physical or chemical contamination of meat and
poultry products and product ingredients.

Documents lagged with a "®” can be ordered through Documents Express by calling 202-544-1980.

4/
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP

cc:
Subject: Food Safety Report

Agencies are wrapping the report to us this week. You had asked that we leak it Sunday for
Monday -- without an event, however, it will be tough to get meaningful press coverage so | don't
think release date is critical. Shalala and Glickman will both be out of town Monday as well. I'd
like to cut the agencies loose to release to press when they send the final over here later this week
or early next week. Is that 0.k.? Do you still care what date it gets out or can | defer to agencies?



- /;,Elizabeth Drye
;f_"? 04/17/97 06:27:08 PM

AT T T e g S i 5 R AR R A

Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP

cc: Christa Robinson/OPD/EOP
Subject: Food Safety Report Potential Event Options

When does this need to be ready? We're on track to get a document drafted and cleared B

but not ready to release it at an event earlier in the week, Good (long) meeting w/OMB staff today
but still need to work through some details on pieces we would highlight. Is that o.k. given a
press conference next week is unlikely? Any chance we could do an event in the following 1.2
weeks? Given the extensive public participation in/anticipation of the report and the need to get
moving on actions in it, | don't think we'll be able to_sit on it for long.

e
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Record Type: Record

To: Michael A. Fitzpatrick/OMB/EOP

cc: Bruce N. Reed/OPD/ECP, Elena Kagan/OPD/ECP
Subject: Customs Service Food Safety Rule

Mike -- can you check on the status of this rule? Is it possible for Customs to get it out the door
in the next two weeks? My understanding is that the comment period has closed and those
supporting it -- e.g. domestic produce growers -- were asleep at the wheel and missed the
comment period. Given that, is Customs in a position to go forward with the labeling requirement?
Does OMB have a position on it?

Forwarded by Elizabeth Drye/OPD/ECP on Q4/09/97 03:42 PM —--—-—-=--=-mmcmmmcmmocenee
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Record Type: Record

To: Elizabeth Drye/OPD/EQP

CcC:
Subject: Food Safety

Forwarded by Bruca N. Reaed/OPD/EQOP on 04/09/97 03:31 PM
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Record Type: Record

To: Kathryn O. Higgins/WHO/ECP, Bruce N. Reed/QPD/EOP, Rahm |. Emanuel/WHO/EQP, Sylvia M.
Mathews/WHO/EOP

cc:
Subject: Food Safety

According to today’'s NY Tlmes, page ¢8, Customs is consdiering a rule to put country of origin
labels on the front of frozen foods. (As in frozen strawberries ) The industry is objecting. Marcy
Kaptur and the Teamsters have now sent a letter to Rubin supporting the rule.

Is this something that should be addressed at the same time as the April 25 food safety
report ? Sooner ?
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Record Type: Record

To: Rahm I. Emanuel/WHO/EOP, Michelle CriscifWHO/EOP, Kris M Balderston/WHO/ECP

cc: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP, Anne E. McGuire/WHO/EOP
Subject: Food Safety Report

We're on track to finish the food safety report -- and clear it through OMB -- by April 25th as
directed by the President. This week the agencies held a large 2 1/2 day public meeting with
industry and consumer groups to build consensus on specific policies. We expect to have ready
for the final report, among other things, a public-private food safety education campaign (industry,
consumers, and all agencies support and industry is interested in contributing funds) and a new
government-wide outbreak response group that assures CDC/USDA/FDA will work as a team.
Much of the report will be technical, but there will be gems -- similar to the early warning system
we announced in January -- that we can highlight if we choose to do so. No way we can be done
before April 25th.

Forwarded by Elizabeth Drye/OPD/EQP on 04/04/97 03:54 PM ==
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Record Type: Record
To: Michelle Crisci/WHO/EQOP, Rahm |. Emanuel/WHO/EOP
cc: Anne E. McGuire/WHO/EOP, Elizabeth Drye/OPD/EQOP

Subject: Food Safety Report

Kitty is out for the afternoon but she wanted me to get you an update on the USDA/HHS food
safety initiative draft report. USDA informs me that the working group has been in town for a
technical meeting and the draft report is not anywhere near ready to release. Accdg to them the
report is in its infant stages.
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To: Patricia F. Lewis/WHOQ/EQP, Mary E. Glynn/WHQ/EOQOP, Lori L. Anderson/WHO/EQP

cc: Bruce N. Reed/OPD/EQP, Elena Kagan/OPD/EOP
Subject: Trade reporter call re. food safety meetings

Lori -- please forward to Lorrie McHugh who's not showing up on e-mail. THanks.

John Briley of Food Chemical News {544-1980) called to talk to me about a series of meetings | am
hosting this week on the President's food safety initiative. Below are background and talking
points. Pat -- do you want to return the call as we discussed? |'d be happy to talk to him on
background if that's appropriate. Let me know what you suggest.

Background On January 25th the President announced a food safety budget initiative, including a
new national early warning system for foodborne iliness. He also directed the Secretaries of HHS
and Agriculture, and the Administrator of the EPA, to work with consumers, producers, industry,
states universities, and the public to identify ways to further improve the safety of our food supply
through government and private sector actions, including public -private partnerships.

| am hosting 8-10 White House meetings this week with White House and agency staff as
described below. The meetings are with 5-10 organizations at a time. The organizations were
recommended to me by the agencies. In addition to DPC, staff from OMB and VP's office are
participating in some meetings.

Talking Points about White House Meetings -

In January the President asked the Secretaries of HHS and Ag, and EPA Administrator Browner, to
work with consumers, industry, producers, states and scientists to find ways to further improve the
safety of our food supply. The President asked for a report in 90 days.

The agencies have started a process of consuitation with interested groups.
We are reaching out to groups in a number of ways.

Last Thursday the agencies made a discussion draft of the report available, and announced in the
Federal Register that they will host two public meetings to discuss the report {March 5th and early
April}. The agencies are also setting up a docket for written comments,

This week White House staff along with FDA, USDA, and CDC are meeting with a cross-section of
organizations (e.g. consumer, industry, producer, and science organizations) to hear their initial
thoughts about the initiative and the report. These smaller meetings provide an opportunity for
White House and agency staff to listen to stakeholders ideas and concerns in a smaller setting.
They are one way we're reaching out to the public as we implement the initiative.
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To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQOP

cc:
Subject: Release of Food Safety Report

You should know that yesterday we published a Federal Register notice announcing the availability
of an (OMB-cleared) USDA/FDA/CDC discussion draft of the food safety report the President’s
requested. The report is due to POTUS April 24, and over the next two months we will consult
extensively with stakeholders on its content. I'm hosting 10 short meetings here next week with
WH offices and agencies to hear from key industry and consumer players, and the agencies are
hosting two public meetings in March. Just wanted you to know in case any of the many players
on the issue feel they need to bend your ear as we go forward. I'm working closely w/OMB
{particularly Katzen) to keep us all on the same page. So far so good. /
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Record Type: Record

To: Bruce N. Reed/OPD/EOP

ccC:
Subject: Monday's event, radio address, and food safety

We are an for child safety seat radio address next Saturday and in good shape. Rahm has asked
DOT to put together necessary materials and get to me by Tuesday a.m. Christa Robinson is >
helping Mike and me do invites for Monday event-- she's following through since | am going to be
gone this weekend and Monday.

Also, I'd like to talk to one or both of you briefly about food safety follow-up Tuesday. As you
know, POTUS asked agencies to report back in 90 days with additional measures. USDA and FDA
want and need the WH to coordinate the 90-day effort. I'd like to get your signoff on (1) my
taking the lead in this effort for WH {OMB and VP's office should be fine with that} and (2) my
proposed approach. Can | schedule 10-15 min w/one or both of you Tuesday?
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. WASHINGTON, D.C. 20201 M
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SUBJECT: New Initiative to Protect Americans’' Food Supply efp¢p p;g.
We wanted to let you know about a joint initiative we are

proposing, to. reduce death and disease caused by food poisoning.
This food safety initiative, which is now under consideration as

part of the FY 1998 budget process, would affect every American

but would 1nvolve only a modest amount of new funding (about $100
million).

BACKGROUND

Last month’' s outbreak of E. celi-contaminated apple juice
sickened dozens and killed one .child. There was a similar
outbreak involving hamburger in the northwest during the eariy .
days of your Administration. 3Although those outbreaks received
nationwide publicity, the reality is that every year millions of
Americans are sickened, and an estimated 9,000 dle, from E. coli,
Salmonella, ;ygtogpo;;dlum and other foodborne *pathogens.”

Hospitalizatlon costs alone for these illnesses are over- $3
billion a year, and costs for lost productivity have been
estimated to range, for seven specific pathogens, between $§6 and
$9 billion; total costs for all food poisonings are likely to be
much higher. In August, you announced that USDA was adopting
modern requirements to make meat and poultry safer. Last year,
HHS adopted similar requirements for seafood. This initiative

would strengthen  those programs and implement important measures
. to make the rest of the food supply safer.

Today, our understanding of many pathogens is limited; for some,
we do not even know how much must be present in food to cause
illness. The public health system has limited means to identify
and track the causes of foodborne illness; and Federal, State,
and local food safety agencies need to improve coordination for
more effective response to outbreaks of illness. Years go by
before most non-meat plants receive an FDA or State inspection,
and increasing quantities of imported foods flow into this
country daily with little scrutiny by FDA inspectors. And food
processors, restauranteurs, supermarket managers, and consuners
often lack basic understanding of the threat of foodborne
contaminants and how to protect against them.
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During the past three months, experts at our two departments and
the EPA have worked intensively to develop a highly targeted .
initiative to address this issue; a summary has been shared with
your staff. OSTP and State health officials have also been
involved in the development of this plan, which addresses one of
the initiatives identified in your recent report, “Meeting the

Challenge: A Research Agenda for America’s Health, Safety, and
Food (1996)."

PROPOSAL

The good news is that we have the scientific talent and
wherewithal to reduce the number of illnesses that do occur and
to ensure that the United States will have a safer food supply.
We believe that this Administration should launch a major new
initiative next year that will positively affect the lives of all
americans. We would work through this initiative to reinvent the
currently inadequate system devised by Theodore Roosevelt at the
turn of the century into one that incorporates the science and
technology of the 21st Century. Moreover, these gains can be
achieved with a relatively small investment in new resources--
around $100 million--that can yield enormous benefits in health
and public confidence in the food supply. Indeed, it is
estimated that we can prevent 2 to 9 million illnesses, head-off

up to 3,000 deaths, and save society billions of dollars in
preventable health care costs each year.

The proposed interagency food safety initiative includes the
following actions:

o Build ub the "early warning®" and surveillance systems for
foodborne illnesses and track them to their cause. i
o Increase FDA's inspections of food processors and imported

foods, and improve collaboration with States in that area.
Better coordinate when disease outbreaks occur, including

electronic communication among Federal, State, and local
health -authorities.

o] Expand education of food processors, retailers,

restauranteurs, and consumers about{ the latest safe food
processing, storage, and handling techniques.

o]

o Improve risk assessment for food pathogens, so that
regulators can make the most cost-effective decisions.
o Expand and better coordinate Federal research efforts on

pathogens that pose the highest risk to the public.

i

In addition, we recognize that fundamental change of the food
safety system is necessary, and we propose the development of a o
comprehensive, strategic plan to improve the food safety

infrastructure through broad-based discussions inveolving all
stakeholders. )
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A number of industry, academic, and other reports, such as those
of GAO and NAS, have indicated that such reforms are necessary.
We believe, therefore, that this initiative will be well received
by the food industry and the general public. This interagency
food safety initiative can be a significant feature of your
domestic agenda for the coming year, and will accomplish an
historic advance in public health. If you concur, we will "~
coordinate further preparation of = D with your staff.

4
Donna E. Shalala

Secretary of ecretary of Agriculture
Health and Human Services

igioude
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DRAFT 10/28 6pm

Fighting Foodborne Disease: A New "Early Warning System"

Americans rightly expect to have the world’s safest food supply. Although our food is
unmatched in quantity and quality, we can do better, particularly in our efforts to reduce or
eliminate disease caused by microorganisms and other contaminants carried by food. The
Council for Agricultural Science and Technology, a private non-profit organization, estimated
in its 1994 report Foodbarne Parhogens: Risks and Consequences that as many as 9,000 deaths
and 6.5 to 33 million illnesses in the U.S. each year are food-related; other studies have found
similar results.

We also face special challenges as we enter the 21st Century. Novel pathogens are emerging.
Long-understood pathogens are growing resistant to the treatments we have relied upon.
Lowering of trade barriers has led to record levels of food imports. Companies now routinely
move food from the furthest reaches of the world to the American dinner table overnight.
These changing circumstances require greatly strengthened systems of coordination,
surveillance, prevention and control, research, and education.

Today, President Clinton announced a new national early-waming system for outbreaks of
foodborne disease. The Administration will double the number of food safety surveillance
sites around the country from 5 to 10, enhance their technology, and link them together to
create a powerful new national network to detect, respond to, and prevent outbreaks of
foodborne illness. In collaboration with state and local health departments, we will look
intensively for cases of foodbome disease, and will make every effort to understand how the
food came to be contaminated, and how contaminated food is being passed into our kitchens.
At the ten "sentinel” sites, we will fund more scientists to investigate food-related disease
outbreaks — new “disease detectives.” We will also fund enhanced lab capabilities and use
the Jatest science to develop DNA "fingerprints® of harmful microorganisms. And we will
link the sites electronically with the latest computer technology so that we can identify related
outbreaks that occur in different areas of the country.

This new national early warning system will help us catch outbreaks early, preventing iliness
and possibly deaths. The ten sentinel sites will also gather data that will advance our
understanding of foodborne illness and further our efforts to identify and prevent harmful
contamination in our food.

This initiative builds on the steps the Administration has taken to date to strengthen our food
safety system. This summer the President issued new meat and pouitry regulations. He
replaced a century old system that still relied on touch and smell with a hazard analysis and
critical control points (HACCP) system -- a new science-based approach geared toward today's
microbiological threats. Data gathered by the ten sentinel sites will help us implement this
new approach by helping us understand where food is most likely to become contaminated.
This Administration has also modemized our seafood safety programs using the HACCP

@ooz .. -
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approach. And in August the President signed the Food Quality Protection Act 1o protect
Americans, and especially our children, from unsafe levels of pesticides in foods.

These steps, taken together, will help keep our food supply safe as we enter the 21st Century.
But there is more to do. The new circumstances we face require strengthened systems of
prevention, surveillance, research, and education. The President today asked Secretaries
Shalala and Glickman, and Administrator Browner, to recommend to him within 60 days
additional measures the Administration should take to further improve the safety of the
nation's food supply.

Initiative: The Food axitd Drug Administration (FDA), and Centers for Disease Control and
Prevention (CDC), and the Department of Agriculture (USDA), in cooperation with state and
local health departments are tahng the following steps to establish the new early warning
system:

1. Increase the mumber of food safety “sentinel" sites from 5 to 10.
CDC, FDA, and USDA currently support S sentinel sites run by state and local
governments to track foodbome illness (Northern California, Connecticut, Minnesota,
Oregon, and metropolitan Atanta). These sites do not adequately cover the U.S.
population; in particular, there is underrepresentation of the mid-Atlantic, south, and
south-west regions. Under this initiative, we will expand the number of sites from 5 to
10.
[Cost: including erhancements outlined below, $600,000/site, far a total of $3,000,000
Jor five additional sites]

2. Create foodborne disease electronic communication network.
A key element in any early warning system is the ability to communicate unusual
findings, and to be able to swiftly recognize patterns of illness within and among sites
that may indicate Jarger outbreaks. The need for rapid communication applies to both
epidemiologic data and laboratory data. For epidemiologic data, there is a need for
swift electronic reporting of cases to health departments in sentinel sites, as well as
rapid reporting from sentinel sites to CDC and rapid communication to FDA and
USDA for appropriate follow-up to prevent further illness. Laboratory data also need
to be quickly communicated both back to the physician and laboratory sending the
sample and to CDC. Currently available technology also permits the transmission of
DNA "fingerprints™ from bacteria and other microorganisms; there is the potential to
create large databases containing these fingerprints much like the fingerprint libraries
maintained by law enforcement agencies so that there can be immediate recognition of
relationships among isolates (samples isolated and identified from individual disease

cases).

To respond to these opportunities and meet these needs CDC, FDA, and USDA will
fund a new computer network and database system that will capture bacterial
fingerprints in a centralized database and will electronically link the sentinel sites and
the three government agencies. This technology will, for example, permit immediate
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recognition that an E, coli 0157:H7 isolate from a patient in Oregon was identical to an
isolate from a patient in Minnesota -- which, in turn, may allow public health g
investigators to determine that a product distributed to both Oregon and Minnesota was

contaminated with the organism,

{Cost: for computer hardware and software purchase and development, $100,000/site

Jor 5 sites, $450,000 for CDC, $350,000 for FDA. Total for 5 existing sites, CDC,

and FDA, $1,300,000.]

3. Modernize Laboratories at Sentinel Sites.
Upgrade laboratory capability so that sites can utilize DNA fingerprinting and other
highly sophisticated techniques to identify infectious agents or other causes of iliness.
Reinforce the existing Salmonella serotypirig system. This new capacity will allow us
to identify the same fingerprint on bacteria from two widely separated cases. It will
also provide a basis for subsequent epidemiologic investigation and development of
strategies to prevent future outbreaks.
[Cost: ar each site, purchase of equipment and supplies necessary for DNA probe,
PCR, and pulsed field gel electrophoresis analysis of specimens ($50,000), and hiring
of addirional technicians for work in enreric diseases ($100,000). Total for 5 existing
sites: $150,000/site times 5 sites = $750,000. CDC will also need 10 have enhanced
capabilities and additional personnel to provide technical back-up to the states — cost
to CDC, $150,000, and $650,000 to produce laboratory serotyping reagents. Total for
§ sites and CDC, $1,550,000.]

4. Increase "Disease Detectives" to Investigate Qutbreaks
CDC, FDA, and USDA will fund additional experts to investigate and control
foodborne disease outbreaks. While sophisticated laboratory studies can identify causes
of illness and show relationships among isolates, there is still a need for people to make
certain samples are collected correctly, and to do the investigative work (i.e., to trace
back and try to find out why outbreaks of illness occurred, so that preventive measures
can be put in place).
[Cost: at each site, hiring of additional persons ro assist with epidemiologic
investigations/data managemens ($150,000). For 5 existing sites, total of $750,000.
At CDC, addirional 2 epidemiologists, to help in coordination of activities at a national
level, $140,000. FDA $150,000 Total for § sites, CDC, and FDA $1,040,000.]
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FROM: Elizabeth Drye, 456-5573

SUBJECT: Draft Presidential'Directive on Food Safety

FOR YOUR IMMEDIATE REVIEW
---- DRAFT 10/31/96 ----

Memorandum on Improving the Safety of the Nation's Food Supply
November 2, 1996 , '
Memorandum for the Secretary of Agriculture, the Secretary of
Health and Human Services, and the Administrator of the
Environmental Protection Agency. )
Americans rightly expect to have the world's safest food supply.
Although our food is unmatched in quantity and quality, we can do
better in our efforts to eliminate disease caused by
microorganisms and other contaminants. Americans still suffer
thousands of food-related deaths and millions ¢f food-related
illnesses. «

The 21st century will present new and greater challenges. Novel
pathogens are emerging. Long-understood pathogens are growing
resistant to treatment. Americans consume record-levels of
imported food, some of which moves across the globe overnight.
These changing circumstances require greatly strengthened systems
cf coordination, surveillance, prevention, research, and
education.

My Administration has already taken a number of steps to improve
food safety. We modernized the meat, poultry, and seafood safety
systems. I signed into law new legislation to keep harmful
pesticides off ouxr fruits and vegetables -- and legislation that
keeps our drinking water safe and pure. Earlier today I
announced a new national early warning system for foodborne
illness. The system will allow us to respond more quickly to
disease outbreaks and to better prevent them in the future. But
we need to do more. ‘

I hereby direct that you report back to me within 60 days and
recommend additional measures to improve the safety of our food.
Your recommendations should include ways to improve surveillance,
inspections, research, education and coordination among local,
state, and federal health authorities. In-pazrtic —IAire {EP(C§?

Ou to congider ways, to: increagse the numbe# of experts

nvestiggfing food-Jporne diseagseé outbreaks/ give healtly expey @ﬁﬁL
state-of~the-art tgchnology tg/ trace infe€tious agentg’ to the S\ FSL
dourcey and use agvanced compiinications nhetworks to gpeed . ng Np//
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PRESIDENT WILLIAM J. CLINTON w07 S Q
RADIO ADDRESS TO THE NATION e \ (w(a
NOVEMBER 2, 1996 Lo " s
Good morning v WV
. VT e
Today, I am pleased to announce a major new step toward protecting the health and }’
safety of all Americans -- especially our children. M (0(
I believe this is a.positive and hopeful time...an age of enormous possibility...a \ GL;W
chance for us to build a country and a world that is stronger and safer and full of more Al P
possibility than any that existed before. c,\@

The way we will master this moment of change is the way we always have: By

.holding fast to our enduring values. Central among these is the belief that Americans are 9" ,f"\ -
owed the basic security of knowing that the food we eat, the air we breathe, the water we o - \9/(
drink will not make us sick. Hard-working American parents deserve the peace of mind that A o(W'
comes from knowing the wholesome meal they set before their children is safe. “-‘(0‘0,
|
That’s why 1 was so concerned by what happened in Washington State earlier this 00 0 W
week. Several children, some as young as 2, got very sick from drinking apple juice ' %@v‘g \
contaminated with a deadly strain of E Coli bacteria. | \) N‘&/\

I imagine just about every parent in America remembers what E Coli can do. In
1993, tragedy struck hundreds of families in the Western United States when they took their
kids to fast food restaurants that served them hamburgers tainted by the E Coli bacteria. 500
people became ill -- some of them, severely ill; and 4 children died.

Fortunately, we have made progress.since 1993. Because of the careful work of state
and local health authorities, and the swift and efficient action of the Food and Drug
Administration, we stopped this week’s outbreak of E Coli in its tracks. As soon as we got
the news, we went on an around-the-clock alert. The Centers for Disease Control and
Prevention notified health officials in all 7 states where the juice was available. We worked
with the manufacturer to get its juice off supermarket shelves. And we put doctors and
hospitals across the country on watch for symptoms of E Coli infection. Now, of the 5
children who were hospitalized in Seattle, all are recovering.

This quick response is part of our larger effort to protect the health and safety of all
our people. Under my administration, we strengthened the Community Right to Know law,
which requires industries to tell our citizens what substances are being released into the
world around us. We put in place strong new protections to ensure that seafood is safe. We
announced steps to modernize our meat and poultry inspection system for the first time in 90
years. I signed into law legislation to keep harmful pesticides off our fruits and vegetables --



and legislation that keeps our drinking water safe and pure.

And, just a year ago, I stood with America’s families to fight off efforts to weaken
our most basic safeguards for clean air, clean water, and clean food.

Today, we add to the solid foundation of food safety we’ve built for our families.
I am announcing new steps to keep our food safe and to protect our children from
deadly bacteria. No parent should have to think twice about the juice they pour their
children at breakfast, or a hamburger ordered during a dinner out.

First, we will put in place a nationwide early-warning system for food-borne illness.
Right now, the CDC sponsors 5 centers across the country whose mission is to post a look-
out for food-borne illnesses -- like E Coli and Salmonella. Working with state and local
governments, these "sentinel sites" stand watch over our public health. Today, I am
announcing that we will double the number of these sites from 5 to 10. This national system
will enable us to catch outbreaks sooner, and give us the data we need to prevent outbreaks
from happening in the first place. ’

Second, I am directing the Secretary of Health and Human Services, the Secretary of
Agriculture, and the Administrator of the Environmental Protection Agency to report back to
me within 60 days with additional measures to further improve the safety of our food.

These recommendations should tell us how we can further improve inspections,
research, education, and coordination among local, state, and federal health authorities. I
want the agencies to look at ways to increase the number of "disease detectives” to '
investigate and control food-borne disease outbreaks...to give health experts state-of-the-art
technology to trace infectious agents to their source...to use advanced communications
networks to speed outbreak information to health authorities across the country.

With this new early-warning system to 'track food-borne illness, we are saying,
loud and clear,-that we will do everything in our power to make sure that the world’s
most bountiful food supply is also the safest.

By protecting the public health, by bringing our people together around our basic
values of opportunity, responsibility, and community, we will surely make this an age of

possibility for all Americans.

Thanks for listening.
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years. I signed irigo law legislation that protects our fruits and vegetables from harmful
pesticides -- and legislation that keeps our drinking water safe and pu7

And, just a year ago, I stood with erica’s families to fight/off efforts to weaken
our most bamc safeguards for clean air, clean water, and clean food >
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Today, we add to the SOlld t‘oundatlon of health secunty we’ve built for our

g families. I am announcing new steps to keep our food safe and to protect our children
from deadly bacteria.
First, we will put in place a nationwide early-warning system for food-borne illness. M:{'
Right now, the Centers for Disease Control sponsors S centers across the country whose _\1{’\
mission is to post a look-out for food-borne illnesses - like E Coli. Working with state and Q’

local goveérnments, these "sentinel sites" stand watch over our public health. Today, I am
announcing that we will double the number of these sites from 5 to 10. This national system
will enable us to catch outbreaks sooner, and give us the data we need to prevent outbreaks
from happening in the first place.

Second, we will use state-of-the-art technology to keep our food safe. We will
increase the number of expert disease detectives to investigate and control food borne disease
outbreaks. We will give these experts the technology to use revolutionary new DNA
fingerprinting methods to trace infectious agents to their source, and create a permanent
fingerprint iibrary, so we can immediately recognize an illness if it reappears. And we will
use cutting-edge communications networks to speed outbreak information from these centers
to hospitals and pubhc health agencies all across the country.

Third, I am uectmg the Secre of Health and Hum. Serv1ces the Sec etary of
Agriculture, and the Admlmstrator of thie Environmental Protettion Agency to rgport back to
me within 60 days with additional sures to ensure the safety of our food.

With these initiatives we say, loud and clear, that we will use the world’s best

science to make the world’s most bountiful food supply safer than ever before for our
families and our children. :

Today, in America, no parent should have to think twice about the juice they pour
their children at breakfast, or a hamburger ordered during a dinner out.
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Record Type: Record

To: Bruce N. Reed

cc: Elena Kagan
Subject: Need help w/Raines and Food Safety

Raines staff won't clear or advise on final event materials until you bring the
event up at 7:30 and get a specific group decision to unveil food safety budget.
numbers before budget goes to Hill. Again, no policy disagreement here from
PADS or OIRA, just Raines insistence that this consultation take place at 7:30.
A phone call 1o Raines might suffice. '

It would help to get closure on this today as Departments need to work w/OMB an:
how and at what level of detail we present budget request numbers. Right now
they're planning to give total request ($42 million) and total for early warning
system {$11.5 million}, and indicate remainder goes to seafood inspectors,
education, and reseaerch, but not break it out further.

Woe are otherwise on track and | am working w/David Shipley on remarks. He will
have a draft for you in the a.m.



T e Fo._(,(‘
LV L;T;M WUAUL\. - ‘Quu‘ S(A-LLT
13 4.{ B - J\‘..uj:w_

lma,LJ«m 2

7{1»',1 M” el ‘Q
&9 '—‘\-P_VT “‘Jf-wf

—_—







' ve mmmemmi

et ar mwanEmmarn See

OPTIONAL FORM 99 (7-90) i / 2 Lﬁ +

Exscutive Editor: Jay Flatoher Publisher: Merjorie A. Wainer

Editor: Paul Shread Marketing Director: Detsorah Brannen B

Managhg Ed¥or: Prisciia A, Srith Cilrculation Director: irfs Shamaskin AREESS R

Assistant Editor: Wendy Love Anderscn Asslstant Circulation Director: Alice Witkes o woude.at t
Copy Aoader: Cosette Saslaw FProductian Manager: Joan Kennedy

Asxszociate Editors: Daclan Conroy, Sue Darcey, Ron Grandoh, Brendan MeDonell

-t

-~

WHITE HOUSE POISED TO RELEASE DETAILS OF INTERAGENCY FOOD SAFETY PLAN

The Clinton administration may be pisnningto nnveil its interagency food safety initiative
as early as this week, but details of the final document were still baing hammared out late
last week and an initial relesss date of Jan. 21 was scrappad an Friday, Jan. 17.

The package of food safety efforts, some already being implemented at the Food and Drug
Administration and USDA's Food Safety and Ingpection Service, are being pitched as an
itern in'the adminiztration’s budget requast for fiscal year 1688 (Oct. 1, 1887 through Sept.
30, 1888). As of press time, the amount of the budget request was in flnx, with aome
eagtimates as high as $90 million and some as low as $50 miltion. -

The initiative, which lays out steps to combat feodborns illneas in the near tarm and gives
details of futore plans for food aafety rescarch and othar measurag, is the administration’s
hiveprint for respending to food safety concerns for the next four years and a means o beef
up FDA’s shrinking funding pool. ;

One Washington insider said Clinton's announcerient of the plan will he “very general and
lacking in aubstance, and will address the need for early-warning networks angd the need for
strengthening [food safety] agencics.” That source echoed others’ comments that
government haa made a concerted effort to meet with the industries and consumers affected
by the iitiative. :

Industry sources said the initiative likely will contain a range of safety reforms following on
the succcss of USDA's much-touted meat and poultry HACCP rule and the recently enacted
Food Quality Protection Act, Measures to guard against contamination of fresh-cut produce
and eggs reportedly are in the initiative, and are believed to be HACCP-based. “In general,

it covers all tha things they wantad to do but haven't done s0 far,” cns source said. N

An FDA official confirmed that consumer education is a key part of the initiative and that
“industry will have a role in that, just as they wanted to." On-farm foed safety measures,
ineludad in an earlier draft, have been dropped from the final document, e source said (See
FOOD CHEMICAL NEWE, Dec. 9, Page 20).

A HAACP program is undar developmnent at FSIS for nan-shall eggs, but is not tled to the
food safety initiative, a USDA staffer said. That program, which will not addreas ghell eggs,
“will be a proposed rule in and of itself,” but will not be released any time soon, that staffer
gommented. :

(See FOOD SAFETY INITIATIVE, Poge 32)
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(FOOD SAFETY INITIATIVE, continued from Page 3)

Food Safety Initiative Details Have
Been Kept Close to the Vest

Details of the food safety initiative have bean

 closely guarded. Federal food regulators have

yet to brief House Agriculture Committee ataff
on the measure despite two requests to do so,
said & commmittes staffsr. But since the initiative
is tied to Prezident Clinton’s budget requeat, the
administration has leeway not to reveal details
until the spanding plan is releaged to Congress,
the staffer added.

FDA and USDA officiala are reluctant to discuss
the initiative prior to an official announcement
by the White House becauss of the unusual
chain of command for the project. FDA has been
the lead agency on the initiative, acting asa
clearinghouse for input from USDA, the Centers
for Diseage Control and Prevention and the
Environmental Protection Agency.

But bacause the initiative was ordered by
Health and Humaun Services Secretary Donna
Shalala, FDA is in the unnsua] position of
baving to defer to a higher power; the agency is
usually given @ long leash to carry out its

mission, So FDA cfficials are heaitant to release ‘

details of this praject for fear of stepping on
bigger toes, and are even reluctant to confirm cr
deny hearsay. “I will only confirm that this
[project] is unique,” one FDA food official said,
in reference t0 the secrecy of the initiative,

FDA did confirm that the initiative is “very
HACCP-like," in that it relies on government
cooperation with industry and consumer groups
- as opposed to straight regulatory missives —
to advance food safaty. The inclugion of non-
government factions in the initiative's
development illuminates HES' awareness that a
heavy-handed set of policies would be wunlikely
to survive congresaional scrutiny.

Sentinel Site Surveillance Program Could
Expand; CDC Could Boost Laboratory
Capabllities under Initiative

According to a Nov. 2 draft of comments
prepared for President, Clinton to announce the

initiative, the measure would establish a
nationwide early-warning system for focdborne
illness by expanding the joint CDC-FDA-USDA
sentinel site program. Some industry sources
touted the move toward investing in
surveillance and diseage reporting as an
important tool for measuring success with
USDA's HACCP program for meat and poultry,

According to the earlier draft, the
administration plang to double the five “sentinel
sites” to 10 to identify ‘and track contaminants
in foods to prevent future outbreaks. The five
sites currently are located in Northern
California, Oregon, Connecticut, Minnesota and
Atlanta. “However, these sites do not adequately
¢over the United Stotes - there iy
underrepresentation of the mid-Atlantic, aputh
and southwest regions,” said the draft
document. The administration plans to request
applications from interested states, and CDC
would consider which additional five sites would
be included in the two-year-old progzam.

Among other initiatives, the draft document
said the adminigtration would: creats new
electronic and computer networks to allow for
rapid dissemination of epidemiclogic and

. labaratory data; introduce state-of-the-art

laberatory capabilities like DNA
fingerprinting” to rapidly identify diseases and
sources; and increass the number of “diseass
detectivea” who investigate and control
foodborne dissase outbreaks, It appears the
White House was poised to announce the
interagency food safety initiative on the heels of
& recent outbreak of E. coli Q157:HT7 linked to
unpasteurized apple juice, but then opted to
delay the annountement.

The November draft docuumnent said Cliaton
would ask USDA, HHS and EPA officials to find
ways to step up food safety protections by
improving inspection, research, cducation and
coordination among local, state and federal
health authorities; it appears fedaral regulators
bave been working on that part of the initiative
for sgveral monthe.

The draft noted the adminigtration’s view that
*the complex system of delivering food from the

farm to the tables of American consumers offers

Order documents fagged “&” by calling 202:544-1580 or by campleting the form on the back page.
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opportwuties along the route for contamination
and mishandling * But the U.S. food supply is
among the aafest in the world, the
announcement said. The adminigtration
cstimatcs that between 6.6 and 83 million cases
of foodborne illness occur each year, with up to
2,000 deaths.

Congressional Critics Already
Taking Aimy at User Fee Provisions

Becauas the initiative is budgetary —i.e., FDA
ia asking Congress for money to implement the
plan — the program must be cleared by
Congress. The initiative is likely to move
forward in Congress regardless of when
President Clinton announces it publicly, an
FDA source said, but it probably will not be
given pricrity over other budgetary initiatives in
Congress. As for congressional action on the
initintive, the source 2aid: “Who knows what
they will do?"

Critics in Congress already are taking aim at
the raported uaer feas that are slated to help
fund the food eafety measure, a congressional
official noted. The Clinton administration wants
to fund the new package through new user fees
on food additives, animal drugs and meat plant
inspections, the offictal said.

Such tolls are likely to bu unpopular ia

and among powerful regulated industries. The
official branded the measure “dead on arrival ®
since new user fees for the food industry have
failed in the congressional budget review
process in past years,

However, others in Congress may take a softer
gtance toward user fees because such fees have
broueght quick and dramatic improvements in
relations betweun FDA and the pharmaceutical
industry. Through organizationsl realignments
and revised application review programs —
largely funded with uger fees — FDA's Center
for Drug Evaluation and Research alashed
review times and approved 53 new molccular
entities (NMEs) in calendar year 1996.

That approval totel, one of the major yardsticks
of the agency’s drug review performance,
shattered the prior rnoder record of 35 NMEs
far nne year. Support for a continuation of user
fees is fairly stroag in the drug industry.

L AaA A .
anIon

For the remaining chunk of fanding for the food

safety initiative, FDA may include a far-

reaching user fee on FDA-regulated foad

establishments and distribution facilities.
iR,

INSPECTOR LEHMAN RESIGNS,
CONTINUES LEGAL FIGHT
AGAINST CANADIAN IMPORT
INSPECTION: PRACTICES

After 34 yesrs sa an inspector and four months of
fighting resasignment by the Food Safety and
Inspection Servive, whistleblowing import
inspector Bill Lehman is resigning effective Feb. 1.

Lehman haa spoken out against FSIS’ Canadian .

- meat inspection practites since the 1989 U.S.~

Canada Free Trade Agreement altered them.
Urder the new procedures, and even under their
1992 "streamlining ” Lehman said that he might
easily be giving contaminated meat his
inspection stamp, “You've got to reakize that this
ign't standard eperating procedure for a meat
ingpection program,” Lehman told FOOD
CHEMICAL NEWS last vear. "We actually
notified the Canadian shippers of which truck
we wanted to ingpect, and asked them to put the
samples 3t the rear of the truck” (See FOOD
CHEMICAL NEWS, Dec. 2, Pags 26).

Lehman withatood a suit from his Sweetgrass,
Mont., station’s ownersin 1992, but last
September FSIS itself told him to move. “Over
the past several years,” the agency wrote to
Lebman, *your conflicts with the management of
Establishment 1-2684, as well us other incidents,
have required unacceptable amounts of
supervisory time and effort to resolve.” Lehman

. was algo charged with two infractions, leading

vacn

the agancy to offer him a choice of five urban
locatinns where he would be under “cloger
supervigion :

Lehman declined to choose, then refused to
leave. FSIS gelected Detroit and instructed
Lehman to mova there by Jan. 18 or face
dismissal. Several daya before the sllotted
deadline, Lehman took matters into his own -
hands and announced his resignation, *1 saw no
let-up in the animosity that exists between me
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PRESIDENT WILLIAM J. CLINTON
WEEKLY RADIO ADDRESS
THE WHITE HOUSE
JANUARY 25, 1997

Good morning.

Today, I am pleased to announce a major new step toward protecting the health and
safety of all Americans -- especially our children,

Almost a week ago, in my inaugural address, I told the American people in broad terms
what our vision must be -- to lead this country into the 21st century with the American Dream
alive for all our children; with the American promise of a more perfect union a reality for all our
people; with America’s bright flame of freedom illuminating the world.

I believe we will make real this viston by doing what we have always done in moments of
great change: By holding fast to our enduring values. Central among these is the belief that
Americans are entitled to clean air, safe food, pure water. Hard-working American parents
deserve the peace of mind that comes from knowing that the wholesome meal they set before
their children is safe.

That’s why [ was so concerned by what happened in Washington State and in 6 other
Western states this fall. Apple juice contaminated with a deadly strain of E Coli bacteria reached ‘Jﬂ?
supermarket shelves. Several children -- some as young as 2 -- were hospitalized. One child died. J )

1 imagine just about every parent'in America remembers what E Coli can do. Four years
ago this very week, tragedy struck hundreds of families in the Western United States when they
took their children to fast-food restaurants that served them hamburgers tainted by the E Coli
bacteria. 500 people became ill - some of them, severely ill; and 4 children lost their lives.

There’s simply no excuse for this. Though America has the world’s safest food supply, as
many as 33 million Americans are made sick by food-borne diseases every year. As many as
9,000 people die.

A\

That’s why my administration has made it a top priority to protect the health and safety
of all Americans. We strengthened the Community Right to Know law, which requires industries
to tell our citizens what chemicals are being released into our neighborhoods. I signed into law
legislation to keep harmful pesticides off our fruits and vegetables -- and legislation that keeps
our drinking water safe and pure. We put in place strong new protections to ensure that seafood
is safe. And we announced steps to modernize our meat and poultry inspection system for the
first time in 90 years. Those new safety rules will begin to take effect next week. From now on,

1



i:all meat and poultry plants will be required to test for E Coli.l

We have built a solid foundation of health security for our families. But, clearly, we
must do more.{No parent should have to think twice about the juice they pour their
children at breakfast or a hamburger ordered during a dinner out?l‘hat is why today I am
announcing new steps to keep our food safe and to protect our children from deadly

bacteria.
s

First, we will put in place a nationwide early-warning {):stcm for food-borne illness.
Right now, the Centers for Disease Control sponsors 5 centers'across the country whose mission
is to post a look-out for food-borne diseases -- like E Coli and Salmonella. Working with state
and local governments, these “sentinel sites™ stand watch over our public health. Today, I am
announcmg that we w1]l increase the number of these s1tes from 5 to 8. And we will link them to

soorf'r and “glve us s the d" ta we need to prevent outbreaks from happening in the first place.

Second, we will use state-of-the-art technology to keep our food safe. We will increase .
the number of expert disease detectives to investigate and control food-borne disease outbreaks.
We will gi give - these experts the’ technology to use sophisticated new DNA fingerprinting methods
to trace infectious agents to their source. We will create a permanent fingerprint library, so we
can immediately recognize an illness if it reappears. And we will use advanced communications
networks to speed outbreak information to hospitals and public health agencies around the
country.

Third, I am directing the Secretaries of Agriculture and Health and Human Services, as
well as the Administrator of the Environmental Protection Agency, to work with communities,
businesses, consumer protection groups, and all levels of government to come up with additional
measures to improve food safety. I want them to focus on what sort of public-private partnerships
we can develop to meet this goal. And I want them to report back to me with their findings
within 90 days.

Finally, let me add that all these new investments are paid for line-by-line, dime-by-dime
in the balanced budget I will officially send to Congress next month.

With this new early-warning system to track food-borne illness, we are saying, loud
and clear, that we will use the world’s best science to make the world’s most bountiful food
supply safer than ever before for our families and our children. Together, with steps like
these, we will see to it that our people find a land of new promise in the 21st century.

Thanks for listening.



NOTE TO BRUCE AN@A

FROM: Elizabeth Drye
SUBJECT: 7:30 Meeting / Food Safety

Frank is expecting DPC to raise at 7:30 whether and how to
discuss 98 budget numbers in the food safety radic address and
accompanying materials. He may just want a straight decision on
whether to give any numbers, but his staff tell me he may want to
discuss details. Here is my quick assessment of the options:

1. Give no numbers. Simply say we'll give numbers when we
release budget. Pros: consistent with general policy. Cons:
event is less newsworthy, invites speculation, wrong numbers have
already been in trade press.

2. Give total number for initiative, $42 million. Pros: better
information. Cons. Not much better.

3. State that we'll regquest $42 million total -- $11.5 million
for early warning system and the remainder for seafood safety
inspectors, research, education, and training. (Current draft
fact sheet). Don't elaborate on allocation. Pros -- much more
concrete, leaves HHS room to make further adjustments, keeps
focus on early warning system. Cons -- still ambiguous.

4, Spell how USDA/FDA/CDC will allocate $42 million among early
warning system, inspectors, education, research and training.

Pros: more detail for reporters. Cons: HHS may need to adjust
allocation later.

I like option 3.

Thanks for your help.
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NOTE TO DAVID SHIPLEY -- ’

FROM: Elizabeth Drye

SUBJECT: Radio Address

Attached are fact sheet, directive, and my edits to your previous

food safety radio address. Bruce has not had time to review. I

suggest you do a first redraft and then we'll share with him in
the a.m. Have a nice flight.



President Clinton Announces new Measures to
Reduce Foodborne Illness
January xx, 1997
-- DRAFT --

Announcement

o]

President Clinton announced a new Early Warning System to
help catch and respond to outbreaks of foodborne illness
earlier, and to give us the data we need to prevent future
outbreaks. The Administration will:

o increase the number of active food. safety surveillance
sites across the country from 5 to 8; T

o eqﬁihﬁyhese "gsentinel" sites and other state health
departments with state-of-the-art technology, including
DNA "fingerprinting"™ to 1dentify infectious agents and
additional expert disease detectives to trace outbreaks
to their source:

o link the sites, other state health departments, and
Federal public health agencies electronically to allow
rapid sharing of lab data -- including digitized
fingerprinting data -- nationwide; and

o at the sentinel sites, investigate foodborne illnesses
in depth to strengthen the scientific basis for our
hazard prevention programs.

Second, President Clinton directed the Secretaries of Health
and Human Services and Agriculture, and the Administrator of
the Environmental Protection Agency -- working with
consumers, producers, industry, states, and the public -- to
identify new ways to advance food safety through government
and private sector actions, including public-private
partnerships. The President asked for recommendations in 90
days.

Third, President Clinton announced he will request $42
million in his 1998 budget to fund the Early Warning System;
increase seafood safety inspections, and expand food safety
research and education.

Background

(]

Although America's food supply is unmatched in quality and
quantity, we can do more to eliminate disease caused by
foodborne microorganisms. As many as 9,000 deaths and 33
million illnesses each year are food related, imposing an
estimated $3 billion in hospital costs.

o
We face new challenges involving food safety as we enter the
21st Century. Novel pathogens are emerging. Familiar ones
are growing resistant to treatment. Americans eat in
restaurants more. And we eat more imported foods, some
of which comes from across the globe overnight. These
changes require strengthened systems of coordination,
surveillance, prevention, inspections, research, risk
assessment and education.

ﬁug'““u“9



Building on Our Accomplishments

o

President Clinton tock a number of steps to modernize food
safety programs in his first four years and prevent
foodborne illnesses.

The President put in place new science-based, hazard
prevention systems for seafood, meat, and poultry. In 1995,
President Clinton issued strong protections to ensure
seafood safety. In July, 1996 President Clinton announced
new rules -- that begin to take effect next week -- to
modernize the nation's meat and poultry inspection system
for the first time in 90 years. The new Early Warning System
will gather critical scientific data to further improve
these prevention systems.

In August, 1996 President Clinton signed the Food Quality
Protection Act -- a comprehensive overall of ocur food safety
laws that regulate pesticides in focod. The new law
establishes a single, strong health-based standard, creates
special safeguards for children, protects public health and
safety by using the best science available, and, for the
first time, provides Americans with the "right-to-know"
about health risks from pesticides. Last August, President
Clinton also signed a new safe drinking water law that
strengthens protections to ensure that American families
have clean, safe tap water to drink.



SUBJECT: Draft Presidential Directive on Food Safety

FOR YOUR IMMEDIATE REVIEW
---- DRAFT 01/16/97 —---

Memorandum on Improving the Safety of the Nation's Food Supply
January 25, 1996

Memorandum for the Secretary of Agriculture, the Secretary of
Health and Human Services, and the Administrator of the
Environmental Protection Agency.

Americans rightly expect to have the world's safest food supply.
Although our food is unmatched in quantity and qudlity, we can do
better in our efforts to eliminate disease caused by
microorganisms and other contaminants. Americans still suffer
thousands of food-related deaths and millions of food-related
illnesses.

The 21st century will present new and greater challenges. Novel
pathogens are emerging. Long-understood pathogens are growing
resistant to treatment. Americans eat more foods prepared
outside the home, and we consume record levels of imported food -
- some of which moves across the globe overnight. These changing
circumstances require greatly strengthened systems of
coordination, surveillance, prevention, research, and educaticon.

My Administration has already taken a number of steps to improve
food safety. We modernized the meat, poultry, and seafood safety
systems. I signed into law new legislation to keep harmful
pesticides off our fruits and vegetables -- and legislation that
keeps our drinking water safe and pure. Today I announced a new
national early warning system for foodborne illness. The system
will allow us to respond more quickly to disease outbreaks and to
better prevent them in the future.

But we need to do more. Government, consumers and industry must
work together to further reduce foodborne disease, and to ensure
our food supply is the safest in the world.

I hereby direct that you work with consumers, producers,
industry, states and the public to identify additional ways to
improve the safety of our food supply through government and
private sector action, including public-private partnerships.
Your recommendations should identify steps to further improve
surveillance, inspections, research, risk assesment, education,
and coordination among local, state, and federal health
authorities. You should report back to me with in 90 days with
your recommendations.
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-holding fast to our enduring values. Central among these is the belief that Americans are -

/and local health authorities, agd the swift and efficient action of the Food and Drug
el s
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11/1/96 FINAL
PRESIDENT WILLIAM J. CLINTON
RADIO ADDRESS TO THE NATION
NOVEMBER 2, 1996

Good moming.

Today, I am pleased to announce a major new step toward protecting the health and
safety of all Americans -- especially our children.

I believe this is a positive and hopeful time...an age of enormous possibility...a
chance for us to build a country and a world that is stronger and safer and full of more
possibility than any that existed before.

The way we will master this moment of change is the way we always have: By

owed the basic security of knowing that the food we eat, the air we breathe, the water we
drink will not make us sick. Hard-working American parents deserve the peace of mind that

comes from knowing the wholesome meal they set before their children is safe.
Sypse.yovd & odbar ST

That’s why I was so concerned by what happened in Washington State earlier this Lmzi[ |
week. Several-children, some ouna-as—2got-very-si om-drinking(@pple juic ke *
contaminated with a deadly strain of E Coli bacteria. reachad € opey e % A 7
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I imagine just about every parent in America remembers what E Coli can do. In- Four 680
1993, tragedy struck hundreds of families in the Western United States when they took their Efl""-s wtcg
kids to fast food restaurants that served them hamburgers tainted by the E Coli bacteria. 500
people became ill -- some of them, severely ill; and 4 children died.

e Fortunately, we have made progress since 1993. Because of the careful work of state

Administration, we stopped outbreak of E Coli in its tracks. As soon as we got
the news, we went on an around-the-clock alert. The Centers for Disease Control and
Prevention notified health officials in ail 7 states where the juice was available. We worked
with the manufacturer to get its juice off supermarket shelves. And we put doctors and
hospitals across the country on watch for symptoms of E Coli infection. Newsef-the-5— N
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and legislation that keeps our drinking water safe and pure. )

And, just a yearago, I stood with America’s families to fight off efforts to weaken
our most basic safeguards\for clean air, clean water, and clean food.

Today, we add to the solid foundation of food safety we’ve/built for our families.
I am announcing new steps to keep our food safe and to protect/our children from
deadly bacteria. No parent shpuld have to think twice about tle juice they pour their
children at breakfast, or a hamburger ordered during a dinger out.

First, we will put in place 3 nationwide early-warning system for food-borne iliness.
Right now, the CDC sponsors § centers across the country’ whose mission is to post a look-
out for food-borne illnesses -- like E oli and Salmonel}a. Working with state and local
governments, these "sentinel sites" stany ‘watch over gar public health. Today, I am
announcing that we will double the number of these/Sites from 5 to 10. This national system
will enable us to catch outbreaks sooner, apd give/is the data we need to prevent outbreaks
from happening in the first place. )

Second, I am directing the Secretary 6f\Health and Human Services, the Secretary of
Agriculture, and the Administrator of the Envirdpmental Protection Agency to report back to
me within 60 days with additional measyfes to fukther improve the safety of our food.

These recommendations shou)d tell us how w& can further improve inspections,
research, education, and coordinatign among local, state, and federal health authorities. I
want the agencies to look at wayy’'to increase the numbex of "disease detectives” to '
investigate and control food-bophe disease outbreaks...to give health experts state-of-the-art
technology to trace infectious/agents to their source...to use\advanced communications
networks to speed outbreak Anformation to health authorities agross the country.

With this new garly-warning system to track food-bohge illness, we are saying,
loud and clear, that ye will do everything in our power to make sure that the world’s
most bountiful food/supply is also the safest.

By protecting the public health, by bringing our people together\around our basic
values of opporfinity, responsibility, and community, we will surely make this an age of
possibility for All Americans.

Thagks for listening.



pesticides -- and legislation that keeps our drinking water safe and pure.

And, just a year ago, I stood with America’s families to fight off efforts to weaken
ost basic safeguards for clean air, clean water, and clean food.

Today, we add to the solid foundation of health security we’ve built for our
families. I am announcing new steps to keep our food safe and to protect our children
from deadly bacteria. No parent should have to think twice about the juice they pour
their children at breakfast, or a hamburger ordered during a dinner out.

in S stoaesS

First, we will put in place a nationwide early-warning s'gstem for food-borne illness.
Right now, the Centers for Disease Control sponsors 5 centers’ across the country whose
mission is to post a look-out for food-borne illnesses -- like E Coli and Salmonella. Working
with state and local governments, these “sent%ggl sites” 'stand watch over our public h .
Today, I am announcing that we wil ¢ the number of these sites from 5 to 36 Fes
natienal system will enable us to catch outbreaks sooner, and give us the data we need to

prevent outbreaks from happening in the first place. ] in
1o Searimal sites %M

Seeend.,L\)vJe will use state-of-the-art technology to keep our food safe. We will
increase -the number of expert disease detectives to investigate and control food-bome disease
outbreaks. We will give these experts the technology to use sophisticated new DNA
fingerprinting methods to trace infectious agents to their source, and create a permanent

. fingerprint library, so we can immediately recognize an illness if it reappears. And we will
use advanced communications networks to speed outbreak information from these centers to
hospitals and public health agencies all across the country.

Thied, I am directing the Secretary of Health and Human Services, the Secretary of
Agriculture, and the Administrator of the Environmental Protection Agency to report back to
me within #& days with additional measures to further improve the safety of pur food.

9o

el pessy’ we are saying,
est science to make theAvorld’s most
d-6ur children.

loud and clear, that we
bountiful food supply safer than ever before for our families 2

Thanks for listening.
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President Clinton Announces new Measures to

January xx, 1997

.,b
l S\ .”, Reduce Foodborne Illness

-- DRAFT --

Announcement

President Clinton announced a new Early Warning System to
help catch and respond to outbreaks of foodborne illness
earlier, and to give us the data we need to prevent future
ocoutbreaks. The Administration will:

o increase the number of active food safety surveillance
sites across the country from 5 to 8;
(o] equip these "sentinal" sites and other state health

departments with state-of-the-art technology, including
DNA "fingerprinting" to identify infectious agents and
additional expert disease detectives to trace outbhreaks
to their source:;

o link the sites, other state health departments, and
Federal public health agencies electronically to allow
rapid sharing of lab data -- including digitized
fingerprinting data -- nationwide; and

o at the sentinal sites, investigate foodborne illnesses
in depth to strengthen the, science basis for our hazard
prevention programs.

Second, President Clinton directed the Secretaries of Health
and Human Services and Agriculture, and the Administrator of
the Environmental Protection Agency -- working with
consumers, producers, industry, states, and the public -- to
identify new ways to advance food safety through government
and private sector actions, including public-private
partnerships. The President asked for recommendations in 90
days.

Third, President Clinton announced he will reguest $42 fs I ‘M
million in his 1998 budget to fund the Early Warning System, ’ '
increase seafood safety inspections, and expand food safety

research and education.

Background

O

Although America's food supply is unmatched in quality and
quantity, we can do more to eliminate disease caused by
foodborne microorganisms. As many as 9,000 deaths and 33
million illnesses each year are food related, imposing an
estimated $3 billion in hospital costs. -

We face new challenges involving food safety as we enter the
21st Century. Novel pathogens are emerging. Familiar ones
are growing resistant to treatment. Americans eat in
restaurants more. And we eat more imported foods, some
of which comes from across the globe overnight. These
changes require strengthened systems of coordination,
surveillance, prevention, inspections, research, risk
assessment and education.



Building on Our Accomplishments

o

President Clinton took a number of steps to modernize food
safety programs in his first four years and prevent
foodborne illnesses.

The President put in place new science-based, hazard
prevention systems for seafood, meat, and poultry. In 1995,
President Clinton issued strong protections to ensure
seafood safety. In July, 1996 Presidenﬁggt+nton announced
new rules -- that begin to take effect week -- to
modernize the nation's meat and poultry inspection system
for the first time in 90 years. The new Early Warning System
will gather critical scientific data to further improve
these prevention systems, .

In August, 1996 President Clinton signed the Food Quality
Protection Act which streamlines pesticide regulations while
strengthening health protections for all Americans,
especially children.



