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Abstract; Neoplasia has gradually developed into the most commonly encountered disease in geriatric companion
animals. Currently, there is no authorized anti — tumor drug specified using for companion animal in China. As

cytotoxic antitumor drug is currently one of the main methods for treatment of malignant tumors, many veterinary
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drug companies are committed to do research and development for these drugs. This article is based on EMA and

FDA guidelines associating with companion animal antitumor drugs in combination with the CDE ‘s technical

guidelines for clinical trials of antitumor drugs. Key technical points of clinical trial designing in research and

development process of companion animal cytotoxic anti — tumor drugs were reviewed in this article and to provide

reference for the clinical evaluation of cytotoxic anti — tumor drugs for companion animals.

Key words: clinical trial; companion animal; cytotoxic antitumor drug; efficacy evaluation
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