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I dog assigned to Column E of this report was included in a nonclinicallaboratory study
to evaluate of a test compound in accordance to Food and Drug
Administration requirements under Good Laboratory Practice regulations 21 CFR 58.
This animal received a high dose ofa test agent by oral gavage and experienced

of receiving the test
agent and died suddenly before medical intervention could be provided.

(b) (4)

(b) (4)

(b)(4)
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300 guinea pigs assigned to Column E of this report were used in nonclinicallaboratory
studies
specific trace component. The animals through
administration of that
adjuvant, followed The

was expressed as a degree in the guinea
pigs. The was measured at time point. No analgesics
were administered during the time period because those agents had the potential
to which was the end point that was to be measured and therefore
could interfere with the accurate interpretation of the properties

(b)(4)
(b)(4)

(b)(4)
(b)(4)

(b)(4)
(b)(4)

(b)(4)
(b)(4)

(b)(4)
(b)(4) (b)(4)

(b)(4)

(b) (4)
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949 hamsters assigned to Column E of this report underwent surgical
procedures for the purpose of creating models for use in evaluating and
identifying compounds that may be beneficial in treatment of humans. Although the
animals received peri-operative analgesics and anesthesia they did not receive continuous
analgesics during the remainder of the study because the side effects of such drugs could

which could result in increased
mortality of the animals.

(b)(4)
(b)(4)

(b)(4)
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39 squirrel monkeys assigned to Column E of this report were used as a model
immunity in which

dosed with test compound by oral route and with
. Although was minimized, the animals experienced

skin irritation, swelling and/or some degree Analgesics
were not administered during the post-challenge period to avoid interference with the
development of

16 rhesus macaques assigned to Column E of this report were used in a nonclinical
laboratory study to evaluate of a test article in accordance to the Food and Drug
Administration requirements under Good Laboratory Practice regulations, 21 CFR 58.
The animals were used in a study to determine potential

of the test article that was administered by oral gavage.
Following , the animals developed diarrhea, vomiting, and progressive
weight loss. The animals were given supportive therapy, including fluid therapy, or were
euthanized, but were not given other drugs such as analgesics that might cause reversal of
the of the test article or induce their own inherent or
drug-drug interactions.
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(b)(4)

(b)(4)
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(b)(4)
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