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A clinical trial to evaluate the safety and immunogenicity of a novel DNA vaccine used as 
immunotherapy during leishmaniasis
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Twenty leishmaniotic dogs from a leishmaniasis-endemic area (Naples, Italy) were enrolled in a clinical trial and were 
randomly assigned to receive three consecutive subcutaneous injections of vaccine at 10-days intervals (n=10\20), saline 

placebo (n=10\20). The vaccine was safe and well tolerated. Leishmania DNA load, IFAT, INF-λ and IL4 mRNA expression 
levels were tested before and after the immunotherapy, every 3 months for a period of 12 months. Analysis of the data indicated 
that the vaccine was safe and immunogenic in CVL dogs.
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