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28 Rabbits — Eye Irritation Test (OPPTS 870.2400): Four (4) of these animals vocalized
following instillation of the test compound but immediately became calm after they were returned
to their cage. Therefore, anesthetic was not considered. Although the remaining animals (24) did
not exhibit overt signs of pain or distress, they exhibited ocular irritation scores above an arbitrary
threshold and were considered to be in distress as a result of their exposure to the test compound.
Although in the eye irritation test ocular anesthetic may be used prior to instillation, repeated
and/or prolonged anesthetic use could retard healing and possibly lead to collateral irritation
and/or subsequent corneal infection. Therefore, ocular anesthetic was not used on the animals
evidencing ocular irritation scores above this established threshold limit. Note: Beginning in
January, 2006, Product Safety Labs adopted the policy of using anesthetic for all Primary
Eye Irritation studies.

29 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 < 1 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.

307 Guinea Pigs — Dermal Sensitization Test (OPPTS 870.2600): 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.





