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We investigated the safety and efficacy of HSP105-derived peptide vaccine for patients ((pts))
with advanced esophageal cancer/ colo-rectal cancer. We conducted a clinical trial pursuant to
the GCP at the National Cancer Center Hospital East and the Kanagawa Cancer Center.

We completed registration in August, 2008 at a slightly earlier pace than planned. But
termination of the clinical trial was delayed because treatment for the last enrolled patient was
continued for a long time. So we cannot complete preparation of the clinical study report within
the relevant fiscal year.

The outline of the result of the clinical trial is as follows.

Patients and methods: We conducted a multicenter phase 1 study of HSP105-derived peptide

vaccine for pts with advanced esophageal cancer/ colo- rectal cancer.

The recommended dose is determined based on the incidence of dose-limiting toxicity (DLT)
during phase 1a (P1a). Pts will then be added in phase 1b (P1b) to investigate the safety and
efficacy of the vaccine. The vaccine was injected intradermally every 7 days

The primary objective of this study was to evaluate DLT (Pla), response rate (Plb).
Progression-free survival, treatment failure rate, and toxicity were also evaluated as secondary

objectives. As exploratory endpoint, immunological effect was investigated.



Results: A total 30 pts (HLA-24 group 15pts, HLA-02 group 15 pts) were enrolled and grouped

into level 1 which received intradermally administration of peptide vaccine (emulsifying agent:

Montanide ISA 51 VG) 3 mg/body. No DLT occurred and no major safety problems were reported

throughout the trial. Although pts with objective clinical efficacy was not apparent, 7 pts showed

stable disease 2 months after initiation of treatment. The HSP105-derived peptide vaccine
induced HSP105-specific CTL response in 15 pts (50%) of 30 pts. Additionally, we established

several HSP105 peptide-specific CTL clones from PBMCs and tumor of pts vaccinated with

HSP105 peptide by single cell sorting using Dextramer or anti-CD107a antibody.

Conclusions: Although objective clinical efficacy was not apparent, HSP105-derived peptide

vaccine appears safe and well tolerated with minimal local toxicity.
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