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Release No. 0232.05
Contact:
USDA Press Office (202)720-4623

USDAANNOUNCES BSE TEST RESULTS AND NEW BSE CONFIRMATORY
TESTING PROTOCOL

WASHINGTON, June 24, 2005 -- Agriculture Secretary Mike Johanns today announced
that the U.S. Department of Agriculture has received final test results from The
Veterinary Laboratories Agency in Weybridge, England, confirming that a sample from
an animal that was blocked from the food supply in November 2004 has tested positive
for bovine spongiform encephalopathy (BSE). Johanns also directed USDA scientists to
work with international experts to thoughtfully develop a new protocol that includes
performing dual confirmatory tests in the event of another "inconclusive" BSE screening
test.

"We are currently testing nearly 1,000 animals per day as part of our BSE enhanced
surveillance program, more than 388,000 total tests, and this is the first confirmed case
resulting from our surveillance," Johanns said. "I am encouraged that our interlocking
safeguards are working exactly as intended. This animal was blocked from entering the
food supply because of the firewalls we have in place. Americans have every reason to

continue to be confident in the safety of our beef."

Effective immediately, if another BSE rapid screening test resulis in inconclusive
findings, USDA will run both an JTHC and Western blot confirmatory test. If results from

either confirmatory test are positive, the sample will be considered positive for BSE.

"] want to make sure we continue to give consumers every reason. to be confident in the
health of our cattle herd,” Johanns said. "By adding the second confirmatory test, we
boost that confidence and bring our testing in line with the evolving worldwide trend to
use both JHC and Western blot together as confirmatory tests for BSE."



USDA has initiated an epidemiological investigation to determine the animal's herd of
origin. That investigation is not yet complete. The animal was born before the United
States instituted a ruminant-to-ruminant feed ban in August 1997, which prevents the
use of most mammalian protein in cattle feed. According to internationally accepted
research, feed containing meat-and-bone meal is the primary way BSE is transferred to

the cattle population.

The animal was selected for testing because, as a non-ambulatory animal, it was
considered to be at higher risk for BSE. An initial screening test on the animal in
November 2004 was inconclusive, triggering USDA to conduct the internationally
accepted confirmatory IHC tests. Those test results were negative. Earlier this month,
USDA's Office of the Inspector General recommended further testing of the
seven-month-old sample using another internationally recognized confirmatory test, the
Western blot. Unlike the IHC, the Western blot was reactive, prompting USDA to send
samples from the animal to the Weybridge laboratory for further analysis.

The laboratory in Weybridge, England, is recognized by the World Animal Health
Organization, or OIE, as a worl& reference laboratory for BSE, Weybridge officials this
week conducted a combination of rapid, ITHC and Western blot testing on tissue samples
from the animal in question. At the same time these diagnostic tests were being run by
Weybridge, USDA conducted its own additional tests.

As a non-ambulatory, or "downer" animal, the cow was prohibited from entering the
human food supply, under an interim final rule in effect since January 2004. Research
has shown that BSE is most Likely to be found in older non-ambulatory cattle, animals
showing signs of central nervous system disorders, injured or emaciated animals, and
cattle that have died for unexplained reasons. USDA's testing program targets these

groups of animals for testing.

The system of human health protections includes the USDA ban on specified risk
materials, or SRM's, from the food supply. SRM's are most likely to contain the BSE
agent if it is present in an animal. Additional measures, such as a longstanding ban on
importing cattle and beef products from high-risk countries, a ruminant-to-ruminant
feed ban, U.S. slaughter practices, and aggressive surveillance provide a series of

interlocking safeguards to protect U.S. consumers and animal health.



USDA remains committed to protecting both U.S. consumers and U.S. hvestock from
BSE, and to that end continues efforts to detect the disease through its enhanced BSE
surveillance program. Once sufficient data from the surveillance program has been
accumulated, USDA will consult with outside experts to analyze it and determine

whether any changes to existing risk management measures are necessary.

This confirmed case of BSE in no way impacts the safety of our nation's food supply. As
the epidemiological investigation progresses, USDA will continue to communicate

findings in a timely and transparent manner.
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The IHC Test Variables:

*

IHC has been the primary confirmatery test for
USDA's BSE surveillance program and is recognized
by the World Organization for Animal Health, or CIE.

IHC allows scientists to determine if a sample is
positive for BSE in two distinct ways:

1.) A staining technique (presence of abnormal
prion protein) that uses antibodies to detect
abnormal prion protein in the brain.

2.) Avisual examination fo determine whether there
are lesions (holes or “spongy” appearances}
present in the brain.

Several variables could yield contlicting results:

o [HC is not a standardized, cornmercially
available test. It involves variables, including
several options in types of antibodies and other
reactive agents. The sensitivity of any given test
is influenced by those variables.

o Ifthe level of infectivity in the animal is extremely
low, the abnormal prion in the brain will be
minimal and therefore more difficult to detect.

o Varations in the conditions under which the
staining process is performed, such as
chemicals and reactive agents used,
termperature and length of antibody exposure,
can also cause the test to yield different resulis.

Testing History on This Animal:

In November 2004, a sample from this animal
returned inconclusive for BSE on a Biorad screening
test.

The sample was subjected to an IHC confirmatory
test, which returned negative.

USDA scientists also ran an additional, experimental
IHC “rapid” tissue fixation test for academic purposes,
which can be conducted more quickly than the IHC
coniirmatory test and is therefore of interest to the
scientific community, but it has not been approved
internationally.

While some abnormalities were noted in the
experimental IHC test resulis, because the test was
not a validated procedure, and because the two
approved IHC tests came back negative, the results
were not considered to be of regulatory significance
and therefore were not reported beyond the
laboratory.

A Western blot test conducted the week of
June 5, 2005, returned positive for BSE.

An additional IHG confirmatory test conducted the
week of June 13, 2005, by USDA scientists utilizing
different antibodies from the November 2004 test,
confirmed this case as weakly positive for BSE.

The Veterinary Laboratories Agency in Weybridge,
England, conducted a series of diagnostic tests
including an IHC, using different antibodies from
those used by USDA in November 2004, which
returmed positive results for BSE.

Experts from the Weybridge lab confirmed the
accuracy of the results of USDA’s November
confirmatory IHC test, concurring that the case could
not have been confirmed on the basis of this sample.

Weybridge experts also examined the November
experimental IHC test and interpreted the results to
be positive.

Potential Causes of Conflicting Results:

USDA scientists are consuilting with Weybridge
scientists to determine the cause of the conflicling
IHC test results.

Several factors could cause or contribute to the
discrepancy as follows:

o This animal had a very low leve! of infectivity and
therefore the sensitivity of USDA’s routine IHC
test might not have been sufficient to detect the
disease.

o Weybridge experts indicate that deposits of
abnormal prion in the brain tissue were not
uniformiy distribuied and were present at low
concentration, which means that even adjacent
samples of brain tissue might not give identical
results.



USDA Protocol Review:

+  USDA will develop a protocol to conduct dual
confirmatory tests, the IHC and the Western blot,
when the screening test, the Biorad, returns an
inconclusive result,

+ USDA and Weybridge sclentists are in agreement
that the Biorad test is a very effective and appropriate
screening test.

+ USDA scieniists will consult with Weybridge scientists
to assess the array of antbodies avaflable for use in
IHC confirmatory tests to determine the most
appropriate for use in United States confirmatory
tests. Those consultations will be repeated periodically.

The U.S. Department of Agriculture (USDA) prohibits discrimina-
tion in all its programs and activities on the basis of race, color,
national origin, sex, religion, age, disability, political beliefs, sexual
otientation, or marital or family status. (Not all prohibited bases
apply to alf programs.) Persons with disabilities who require alter-
native means for communication of program information (Braille,
large print, audiotape, etc.) should contact USDA's TARGET
Center at (202) 7202600 {voice and TDD).

To file a complaint of discrirnination, write USDA, Director, Office
of Civil Rights, Room 326-W, Whitten Building, 1400
Independence Avenue, SW, Washington, DC 20250-9410 or call
(202) 720-5964 (voice and TDD). USDA is an equal opportunity
provider and employer.

United States Department of Agricuiture = Animal and Plant Health [nspeetion Service

Safeguarding American Agriculture



