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16. ADVERSE ErFEl:TS 

Ally specific adverse effects will be dependent upon the nature of the material under test. If adverse effects 
occur, animals will be evaluated by the veterinary staft as directed by the attending veterinarian. All 
animals will be.monitored at least once daily. Adverse effects may include moderate erythema and/or 
edema, eschar formation, biting or continuously scratching at the injection site, inappetance or signs of 
infection. An evaluation of the animal will be performed and treatment, including anti-in:flamrnatories 
and/or analgesics, may be initiated at the discretion 0f the~ttending veterinarian. The use of anti
inflammatory treatment will be discussed with the Study Director. 

For the positive control study, in which a known.irritant agent is injected, animals will be administered 
analgesia according to •••• Prior to dosing (Day D, Buprenorphine will be administered (0.05 
mg/1!:g, SC). If scores greater than 2 for erytb.ema er edema occur, Meloxicam (0.3,-0.5 mg/kg, SQ;, SID) will 
be administered on Day 2 and Day 3 unless otherwise instructed by veterinarian. 
If treatment interferes with the test parameters or the observed adverse effects ~ot be-ameliorated, the 
animal will be removed from the study and humanely euthanized. 

17. HUMANE ENDPOINTS 

In the event that the test article results in pain or distress to the animal, the attending veterinarian will be 
consulted regarding appropriate treatment and continued use of the animal on the test. At the discretion of 
the attending veterinarian. in consultation w..ith the Study Director, the affected animal may be provided 
appropriate veterinary care or may be removed from the study, and humanely euthanized. Moribund 
animals, including animals that have lost greater than 15% of their body weight, may be eutba:nized at the 
discretion of the attending veterinarian. 
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