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4. Leptospira bacte rins for cattle are tested in harnsters as described in the 9 CFR.. 
Leptosp ira organ isms are i1tjected into hamsters to determine the potency of the bacterin 
and the LD50 of the Leptosp ira challenge material. Lcptospira causes death in susceptible 
hamsters. By comparing the number of vaccine-protected live hamsters to the number of 
unprotected , unvaccinatecl dead hamsters, the potency of the bacterin and the LD;o are 
obtained. 

5. Death as the endpoint for the control hamsters, and for the hamsters used to determ ine 
the LD50, is required per the 9 CFR. Intervent ions, such as antibiotics or analgesics, 
would likely prevent or delay death and thus interfere with the test results . According to 
the 9 CFR l 17.4( e), test animals showing signs of clinical illness due to the test may be 
treated or humane ly destroyed if i1lncss has progresse d to a point where death is certain 
to occur. The Center for Veterinary Biologics (CVB) Not ice No. 04-09 allows for 
moribund animals exhibiting clinical signs of the expected disease pathogenesis that are 
unable to rise or move under their own poser robe humanely euthanized and considered 
as deaths as referred to in 9 CFR 117 .4 ( e). Diamond Animal Health, Inc. received 
permission from the CYB to euthanize moribund hamsters exhihiting clinical signs of 
Leptosp irosis and this policy is in effect. During this reporting period I, 798 moribund 
hamsters from Catego ry E were euthanize cl, compared to 1,088 for 1he previous reporting 
period. 
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