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| nt r oducti on

M. Chai rman, Menbers of the Committee, thank you for the
opportunity to participate in today’'s hearing on neasures by

t he Federal government to prevent bovi ne spongi form

encephal opathy (BSE) or “Mad Cow Di sease,” from occurring in
the Unites States (U.S.). | am Dr. Stephen Sundl of, Director,
Center for Veterinary Medicine, Food and Drug Adm nistration

(FDA or the Agency).

Let me state at the outset that currently we have no evi dence
of BSE in the U S. and FDA and ot her Federal agencies are
working diligently to keep it out of the U S. FDA has been
actively involved nationally and internationally in efforts to
under st and and prevent the spread of BSE. FDA coll aborates
extensively with its sister Public Health Service agencies, the
Centers for Disease Control and Prevention (CDC) and the
National Institutes of Health (NI H), relevant agencies within
the U S. Departnment of Agriculture (USDA), the Custons Service,
and many ot her Federal and State agencies, as well as with

af fected i ndustries and consuner groups.

Backaround on BSE and vari ant Creut zfel dt-Jakob di sease (vCID)




BSE bel ongs to the famly of transm ssible spongiform

encephal opat hi es (TSEs) di seases. TSEs are a group of

transm ssible, slowy progressive, degenerative di seases of the
central nervous systens of humans and several species of
animals. Animal TSEs include, for exanmple, bovine BSE in
cattle, “scrapie” in sheep and goats, “chronic wasting di sease”
(CWD) in deer and elk, feline spongiform encephal opathy in
cats, and m nk spongi form encephal opathy in mnk. Scrapie and
CWD are found in the U S. to a small extent in certain herds of

t hese ani mal s.

Human TSEs i nclude kuru, a disease of the South Pacific Fore
peopl e and Creutzfel dt-Jakob disease (CIJD or “classical” CID),
whi ch occurs throughout the world, including the U S. (where it
occurs at a stable rate of about one per mllion popul ati on per
year) and new variant CJD (vCID), which was first reported in
the United Kingdom (U. K. ) in 1996. It is believed that vCID
may be acquired from eating food products containing the BSE
agent, and there is strong epidem ol ogi cal and | aboratory

evi dence for a causal association between vCID and BSE. The
onset of illness in the first case of vCID, occurred in early
1994. As of April 2, 2001, 97 probable or confirmed human

cases of vCID were reported in the U K, three in France and



one in Ilrel and. The absence of confirnmed cases of vCID in

geographi c areas free of BSE supports a

causal association. There is no evidence to date of vCID in
the US. There is no known treatnent for any TSE, and they are
all fatal.

BSE has a prolonged incubation period in cattle, ranging from
three to eight years; for vCID in humans, the incubation period
i's unknown, but is at |east five years and could extend up to
20 years or longer. BSE was first discovered in the UK in
Novenber 1986. Epi dem ol ogi cal evidence established that the
wi de-spread anplification of BSE throughout many of the British
cattle herds was related to the producti on and use over many
years of BSE-contam nated neat-and-bone neal that was fed
primarily to young calves. The original source of the BSE

out break is uncertain.

The vast mpjority of BSE cases have been reported in the U K
About 180, 000 cases of BSE have been confirmed there in nore
than 33,000 herds of cattle. The U K. epidem c peaked in
January 1993 at nearly 1,000 new cases per week. Surveillance
in Europe has also led to the identification of cases of BSE in
Bel gium Denmark, France, Ireland, Liechtenstein, the

Net her| ands, Portugal, Switzerland and nost recently, in

Germany, Spain and ltaly.



Eur opean countries have instituted a variety of public health
control neasures, such as BSE surveillance, the culling
(removal fromthe herd) of sick animls, the banning of
specified risk materials, the banning of animal proteins in
animl feed, or a conbination of these, to prevent potentially

BSE-i nfected tissues fromentering the human food chain.

FDA Protections

Many FDA regul ated products contain bovine products, including
food, aninml feed, drugs, vaccines, tissues, dietary

suppl enents, cosnetics, nedical devices, and there also are

t heoretical concerns about transmtting CID and vCID t hrough

t he human bl ood supply froma donor infected with CID or vCID
At this time there is no docunented transm ssion of CID or vCQD
t hr ough bl ood/ bl ood products. FDA has a | ong-standing

comm tment to consuner protection involving BSE and vClD.

The focus for FDA and its Federal and State partners in other
agenci es has been prevention. Using the best science known at
this time, the U S. has an aggressive, nulti-faceted programin
place to try to prevent the establishment and spread of BSE
within the US. FDA s restrictions on certain cattle feed
ingredients and its inmport restrictions on various itens and

products are critical parts of this program
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Cattle Feed Restrictions, |Inspections and Educati on

As | have stated, rendered feed ingredients contam nated with

t he BSE agent are believed to be the neans by which BSE is
anplified in cattle herds. The anplification is nost closely
associated with feed for cattle, particularly young cal ves that
i nclude ingredients processed fromremants of slaughtered

ani ml s, such as neat-and-bone neal, which may harbor the agent
t hat causes BSE. Although the material is cooked, the BSE

agent can survive.

In order to prevent the spread of BSE through feed, in August
1997, FDA published a regulation that prohibits the use of nopst
mammal i an protein in the manufacture of animal feeds for

rum nants (Title 21, Code of Federal Requlations (CFR) Part

589). Even though there is no evidence of BSE in the U S., FDA
prohibited this feeding practice so that we established in our
country feeding practices consistent with the best

epi dem ol ogi cal know edge avail able to prevent the spread of
this disease throughout the U S. cattle herd should it get into
the UUS. Wth the strong support of renderers, cattle owners,
feed manufacturers, and feed | ot owners, FDA | aunched a
conpliance and education program including a rigorous

i nspection program The goal of these efforts is to achieve as
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close to 100 percent conpliance with the |abeling, record

keepi ng, and contam nati on avoi dance provi sions of this new
regul ati on as soon as possible. FDA recognizes that there were
sone early problenms with conpliances, as cited in the General
Accounting O fice’s (GAO) report, “Controls Can Be Strengthened
to Reduce the Risk of Disease Linked to Unsafe Animal Feed”

( GAO/ RCED- 00255) .

FDA and State regul ators have conducted over 10,000 inspections
of renderers, feed mlls, rum nant feeders, dairy farnms,
protein blenders, feed haulers, and distributors since January
1998. On first inspection, about three-quarters of these
establishments were found to be in conpliance. Mst of the
establi shments that had problens during the first inspection

were found in conpliance upon re-inspection.

FDA is continuing its conpliance efforts by conducting
addi ti onal inspections and re-inspecting non-conpliant
facilities. In January 2001, FDA field offices were issued an
assignnment to

re-inspect 834 firns that were not in full conpliance with the
rule. O 184 re-inspections conducted by April 2, 2001, only

one firmcontinued to be out of conpliance.



Education is also an extrenely inportant part of the conpliance
program FDA has sponsored wor kshops attended by State
veterinarians and feed control officials fromall 50 States,
Puerto Rico, the U S. Virgin Islands, and Canada. |In addition,
FDA has held briefing sessions with trade associ ati ons and
consumer groups, and has devel oped additional guidances for

conplying with the regul ation.

| nport Controls

FDA and the USDA's Animal and Plant Health I nspection Service
(APHI'S) work in close cooperation with the Custons Service on

items related to inports.

APHI S est abl i shes and enforces inport restrictions covering
animal s and ani mal products offered for inport into the U S to
prevent the inportation of foreign exotic diseases. Beginning
in 1989, APHI S has taken several actions to ban animls or
products under their jurisdiction because of concerns about

BSE.



FDA issues Inport Alerts and Inport Bulletins regarding
probl ens or potential problens with inported products under
FDA's jurisdiction. FDA coordinates its Inport Alerts and
Bulletins closely with APHIS. The Agency has issued the

fol |l ow ng:

On Septenber 1, 1992, FDA issued Inport Bulletin 99-B03,
alerting field units to inports, from BSE countries, of
ani ml by-products and regul ated products contai ning ani nal

by- product ingredients.

On October 19, 1994, FDA issued Inport Alert 17-04
(replacing the 1992 Inport Bulletin) calling for the
detention, w thout exam nation, of bulk shipments of high-
ri sk bovine tissues and tissue-derived ingredients from BSE
countries (at that time this included the U K., France,

I rel and, Oman, Switzerland, and Portugal). FDA updated
this alert whenever APHI S revised the |list of BSE countries

it included at 9 CFR § 94. 18.

On January 24, 2000, FDA updated the existing Inport Alert

17-04, which called for detention of bulk shipnments of

hi gh-ri sk bovine tissue from BSE countries to include



countries in nost of Europe, follow ng APHI S s extension of

inport restrictions to those countri es.

On Decenber 20, 2000, FDA issued Inport Bulletin 71B-02,
alerting FDA field personnel of the APHI S restrictions on
animl feed ingredients from 31 countries, and instructing
themto coordinate entry review with their |ocal APH S
office. This Inmport Bulletin was cancell ed on January 23,

2001, after the issuance of Inport Alert 99-25.

On January 20, 2001, FDA issued Inport Alert 99-25, which
instructed FDA field personnel to detain animal feed,

ani ml feed ingredients, and other products for ani mal use
consisting of, or containing, ingredients of animal origin
fromthe 31 countries where BSE is known to exist and/or
have less restrictive inport requirenments then those that

woul d be acceptable in the U S

On March 1, 2001, FDA issued Inport Bulletin 99B- 14,
alerting FDA field personnel that APHI S further prohibited
the inmportation into the U.S. of certain edible rum nant
products from Europe, Oman, and BSE at-risk countries. The
Bull etin advises that FDA entry review should include

assessnent of product ingredients to determ ne whether they
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contain or may contain rum nant material subject to the

APHI S prohi bition.

Pr ot ecti ng FDA- Requl at ed Medi cal Products and Dietary

Suppl enent s

FDA al so has taken steps to protect nedical products (such as
drugs, bl ood, vaccines, and nedi cal devices) for human use.
Since 1993, FDA also has sent a nunber of letters to

manuf acturers of FDA-regul ated products providi ng gui dance on
t he use of bovine materials fromcountries affected by BSE and

taken ot her acti ons.

In 1993 and again in 1996, FDA requested that manufacturers

of FDA-regul ated products intended for humans not use

bovi ne-derived materials from BSE countri es.

I n Septenmber 1997, FDA rel eased a Gui dance for |ndustry,
“The Sourcing and Processing of Gelatin to Reduce the
Potential Ri sk Posed by Bovi ne Spongi f orm Encephal opat hy
(BSE) in FDA-Regul ated Products for Human Use.” FDA
recommends that gel atin-containing products such as candy
or capsules inported fromthe 31 countries identified as

having BSE or at risk for having BSE be manufactured under
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specific guidance. GCelatinis to be made from non- BSE

herds and use only specific parts of BSE-free animals.

In April 2000, FDA's Center for Biologics Evaluation and
Research (CBER) issued a letter to manufacturers of

bi ol ogi cal products rem nding them of the Agency’'s strong
recommendati ons not to use materials derived from rum nant
animals fromcountries where BSE is known to exist. This
action was taken as a result of learning that its
recommendati ons regardi ng the sourcing of bovine materials
for the manufacture of vaccines had not been followed in at

| east one instance.

In May 2000, CBER requested that all vacci ne manufacturers
review the source for all bovine-derived materials used in
t he manufacture of their products, including bovine derived

mat eri al used to prepare working cell and seed banks.

In July 2000, assessnents of risk and recomendati ons
regardi ng additional vaccines manufactured with bovine
derived materials that had been obtained from European
countries on the USDA list were discussed in a neeting held
in July 2000 between CBER s Vacci nes and Rel at ed Bi ol ogi cal

Advi sory Commttee and FDA's TSE Advisory Conmttee. The
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joint commttees concluded that for |licensed products, the
risk to recipients, if any, was theoretical and renote and
out wei ghed by the benefits of the vaccines. The joint
comm ttees, nonetheless, recomended that if bovine
materials were found to be used in vaccine production that
manuf act urers change sources. They al so agreed with CBER
that if the working cell and seed banks were derived (after
January 1, 1980) using bovine materials from countries on
the USDA |ist, manufacturers re-derive those cell and seed
banks using bovine materials fromcountries not on the USDA
list. Manufacturers have agreed to, and have begun

i npl ementing, all of these changes.

I n November 2000, FDA sent a letter to manufacturers and

i nporters of dietary supplements. The letter states the
Agency’s strong recommendation that firnms manufacturing or

i nporting dietary supplenents that contain specific bovine
ti ssues take whatever steps are necessary to assure

t hensel ves and the public that such ingredients do not cone
fromcattle born, raised, or slaughtered in countries where
BSE is known to exist. Since 1992, FDA has issued four
letters to the dietary supplenment industry to make sure the
i ndustry was aware of the problem and that they should be

t aki ng appropriate action.
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FDA i nspects manufacturers of FDA-regul ated products to
determne if manufacturers are follow ng the Agency’ s current
recommendati ons as part of current good manufacturing
practices. In addition, as applications for new products or
changes to products are submtted, FDA ensures that the
recommendati ons are being followed, if those products are

required to have FDA cl earance prior to marketing in the U S.

Protecting the Bl ood Supply

I n November 1999, FDA issued gui dance to bl ood centers to
reduce the theoretical risk of transm ssion of vCID to

reci pients of blood products. This precautionary neasure
recommended procedures for deferring potential donors who may
have been significantly exposed to BSE due to travel or
residence in the U K  FDA s present guidance recommends that
bl ood centers exclude potential donors who have spent six or
nore cunul ative nmonths in the U K between January 1, 1980, and
Decenber 31, 1996, from donating blood. Further revision to
t hi s gui dance may be forthcom ng as new i nformati on becones
avai | abl e regardi ng other countries’ BSE experiences.

TSE Advi sory Conmmittee
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FDA has constituted a TSE Advisory Commttee, which is conposed
of non-governnent experts in TSE matters and neets publicly on
at least a sem -annual basis. This commttee was chartered
originally in 1995. The purpose of the TSE Advisory Committee,
as with all of our advisory commttees, is to consider policy
and scientific issues and then provide FDA with insight and
recommendati ons. One standing agenda itemof this commttee is
review of current regulations and gui dance to prevent exposure
of the U S. population to the agent(s) of BSE/ TSE t hrough

bl ood, tissues, and other regul ated products. FDA' s TSE

Advi sory Commttee recently offered advice on revising the

gui delines to include potential donors who have |ived an
aggregate of ten years in France, Ireland and Portugal. FDA is
devel oping revisions to its current industry guidance and w ||

consi der the advice of the commttee.

| nt eragency Coordi nati on of TSEs |ssues

Protecting the U S. fromBSE and all TSEs are top priorities of
t he Departnment of Health and Human Services (DHHS or
Departnent). Secretary Thonpson has nmade BSE one of his
priorities, and has initiated a process to strengthen

coordi nation of BSE/ TSE activities across the Departnent.
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I n January 2001, FDA established an Interdepartnmental Steering
Committee for BSE/ TSE Affairs. This commttee is chaired by
the Acting Comm ssioner of FDA and includes representatives
of: CDC, FDA, NIH, USDA (FSIS, APHI' S, FAS), the U. S. Trade
Representative, the O fice of Managenent and Budget, the
Custons Service, the Departnment of State, the Departnent of
Def ense, the State Association of Feed Control O ficials, the
Nati onal Association of State Departments of Agriculture, and
the White House Ofice of Science and Technol ogy Poli cy.

The committee assures:

Ongoi ng coordi nati on between agenci es.

| ntegrated contingency planning for the possibility that
a case of BSE or of vCID m ght be found in the United

St at es.

| dentification and action on high priority cross-
departnmental issues in the U S. regarding BSE and vClD
Coordi nation of risk conmmunication plans by the various

agenci es.

DHHS BSE/ TSE activities can be divided into four ngjor
conponents: Surveillance, Protection, Research and Oversi ght.
Surveillance for human disease is primarily the responsibility

of the CDC. Protecti on and Surveill ance of animals, feeds, and
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foods are responsibilities of FDA, which it shares w th USDA.
Research is primarily the responsibility of N H although FDA
al so conducts inportant research. Oversight is primarily the

responsibility of the DHHS Office of the Secretary.

Wthin the Departnment, there also is a Public Health Service

Bl ood Safety Commttee (BSC) that is chaired by the Assistant
Secretary for Health, who serves as the Bl ood Safety Director
for the Departnent. The BSC includes anong its nenbers the
directors of CDC, FDA, NIH, and the DHHS Assi stant Secretary
for Planning and Evaluation. The purpose of this commttee is
to enable threats to the safety or availability of the bl ood
supply to be brought imediately to the highest |evels of DHHS.
The BSC has been convened on an urgent basis to review proposed
recommendati ons to defer blood donors at risk of transmtting
BSE by virtue of prior residence in the UK  The BSC al so net
to consider issues relating to the devel opnent of CIJD at an
unusual |y young age in a hunter who had been a long tinme plasna
donor. In addition, nmenbers of this group net to review issues
related to the discovery of a poorly characterized TSE t hat
recently appeared in flocks of East Freisian sheep, which had
been inported to

Vernmont from Europe. The group stands ready to be convened for

simlar matters in the future.
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The Departnment intends to ensure tinely, accurate, thorough,
and cl ear communication to the public about the nature and
extent of the threats posed by BSE/ TSE and about the actions

t hat each agency of governnent is taking to protect the public

fromthese threats. FDA has announced that it will hold a
public neeting for consuners on BSE on April 16, 2001, in
Washi ngton, D.C. The purpose of this neeting will be to inform

the public about FDA's BSE-rel ated activities and to hear from
vari ous consuner groups about their concerns with and

suggestions for addressing the chall enge of BSE.

Concl usi on

Let me close by again stating that currently there is no

evi dence that BSE or vCID exists in the U.S. Wrking together
with many counterpart agencies in the U S., around the world
and with various industry and consunmer groups, FDA w ||
continue to work to protect the health of the Anmerican people
and of our ani mal population by acting to mnim ze the risk of

BSE i ntroduction or spread into the U. S.

Thank you again for the opportunity to testify.
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