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9. Non-human Primates

10. Sheep

11. Pigs
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I ASSURANCE STATEMENTS I

1) Professionally acceptable standards governing the care, treatment, and use of animals, indiuding appropriate use of anestetlc, anatgesic, and tranquitizing drugs, prior to, during, and following actual rese
teaching, testing, surgery, or experimentation were followed by this research facility,
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Each principal investigator has considered altematives to painful procedures.

This facilfly is adhering to the standards and regulations under the Act, and it has required that exceptions to the siandards and regulations be specified and explained by the principal investigator and ap
Institutional Animal Care and Use Commitiee (IACUC). A summary of all such exceptions is attached to this annual raport, In addition to identifying the IACUC-approved exceplions, this summary inc
brief explanation of the exceptions, as well as the species and number of animals affected.
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The attending veterinarian for this research facifity has appropriate authority to ensure the provision of adequate veterinary care and o oversee the adequacy of other aspects of animal care and use.
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ATTACHMENT TO USDA/APHIS ANNUAL REPORT OF RESEARCH FACILITY
EXPLANATION OF COLUMN “E” ENTRIES
10/01/07 through 9/30/03

0 - Rabbits — Eye Irritation Test (OPPTS 870.2400): Beginning in January, 2006, Product
Safety Labs adopted the policy of using anesthetic for all Primary Eye Irritation studies.

54 Rabbits — Dermal Irritation Test (OPPTS 870.2500): All animals exhibited eschar and/or
corrosion at the dose site, which could indicate possible necrosis of the skin. In all cases, the area
of exposure and subsequent skin damage was < | in®. Continuous or prolonged use of topical or
systemic anesthetic agents during dermal irritation tests was not considered appropriate since it
could lead to study complications including increased irritation and delayed healing. The use of
analgesic agents would be inappropriate in these studies due to resultant anti-inflammatory effects
that could mask the indicators of irritation. If used, they might significantly alter the effects of
the test compound and compromise study results. All animals exhibiting signs of corrosion were
euthanized for human reasons

491 Guinea Pigs — Dermal Sensitization Test (OPPTS 870.2600): Four hundred and fifty
animals vsed in maximization studies and 41 animals were used in Buehler studies. Similar to the
dermal irritation test noted above, these animals exhibited eschar and/or corrosion at the dose site,
which could indicate possible necrosis of the skin. In all cases, the area of exposure and
subsequent skin damage was <1 in>. Continuous or prolonged use of topical or systemic
anesthetic agents during dermal sensitization tests was not considered appropriate since it could
lead to study complications including increased irritation and delayed healing. The use of
analgesic agents would be inappropriate in these studies due to resultant anti-inflammatory effects
that could mask the indicators of sensitization. If used, they might significantly alter the effects
of the test compound and compromise study results.

85 Ferrets — Evaluation of Drug Induced Emesis: The use of analgesic agents would be
inappropriate in these studies due to effects that could mask the indicators of emesis. If used,
they might significantly alter the effects of the test compound and compromise study results.



