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[Purpose] OTS11101 is a novel peptide vaccine which acts as an angiogenesis inhibitors by
specifically targeting vascular endothelial cells with vascular endothelial growth factor
receptor (VEGFR)-1 expressing target by inducing cytotoxic T cell lymphocyte (CTL). The
objectives of this phase I study is to evaluate the safety, tolerability, maximum tolerated dose
(MTD), and pharmacodynamics of this agent.

[Patients and Method] Nine patients with advanced solid tumors received OTS11101
1.0mg/ml, 2.0mg/ml, or 3.0mg/ml subcutaneously once a week of a 28-day cycle. Also, we
explored the induction of specific activated CTL, and the alternation of the serum
concentration of VEGFR-1 and VEGFR-2, and various kinds of cytokines.

[Resul ts] Three patients were enrolled in each dose level, respectively. A total of
three patients experienced the reaction of injection site of grade 1, which was the most
frequent adverse event in this study. As the other toxicities were also generally mild, MTD
was not reached. No objective response was observed, but five had stable disease. According to
the biomarker analysis, induction of specific CTL was observed in both levels of 2mg/ml and
3mg/ml, respectively.

[Conclusion] OTS11101 was well tolerated in patients with advanced tumors up to 3mg/ml

once a week. Further investigations are recommended to confirm efficacy of the vaccine.
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