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Abstract: Objective To evaluate the single dose toxicity of a humanized anti-HER2 monoclonal antibody. Methods Cynomolgus
monkeys were randomly divided into four groups: vehicle control, 75, 150, and 250 mg/kg. All animals were iv administered with a
single-dose vehicle control or test article. Then a series of toxicological parameters were determined. Results Following a single iv
injection with anti-HER2 monoclonal antibody, there were not obvious abnormalities in clinical symptom, food consumption, weight,
temperature, electrocardiogram, blood pressure, and hematology analysis for all article-treated groups. A transient increase of serum
IgG was observed in 150 and 250 mg/kg dosage groups. No macro-pathological change was found in all animals. Conclusion Single
iv injection with anti-HER2 monoclonal antibody was well tolerated in cynomolgus monkeys. The maximum tolerated dose of
anti-HER2 monoclonal antibody is greater than that of 250 mg/kg. These results will facilitate further preclinical safety studies of
humanized anti-HER2 monoclonal antibody.
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