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Phase 1 study of HSP105-derived peptide vaccine for patients with advanced esophageal cancer/ colo-rectal cancer. (EPOC1411)
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Background Methods and Results
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= HSP105-derived peptide vaccine is administered weekly by Status - : - X - A enrolled and grouped into level 1 which received intradermally
intradermal injection, for a maximum of 1 year. Previous Surgery No 3 1 2 0 g 10 50 administration of peptide vaccine (emulsifying agent: Montanide ISA
-20 51 VG) 3 mg/body.
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= Pla: Proportion of dose limiting toxicity , P1b: Response rate No. of prior regimens 3 2 1 4 2 LAt glieilD SLbenZ Greu disease 2 months after initiation of treatment.
Secondary endpoint; >4 2 6 0 3 N % N = The HSP105-derived peptide vaccine induced HSP105-specific CTL
= Progression free survival, Treatment failure rate, Adverse events Table 2. Treatment related Adverse Events (N=30) Complete Response (CR) 0 0 0 0 response in 15 pts (50%) of 30 pts (HLA-A24 of 7 and HLA-AZ2 of 8).
= Immunological effects Partial R PR 0 0 0 0 = Additionally, we established several HSP105 peptide-specific CTL
- - .. HLA-A24 group HLA-AZ2 group artial Response (PR) clones from PBMCs and tumor of pts vaccinated with HSP105 peptide
Statistical consideration: Stable Disease (SD) 4 26.7 3 20.0 by single cell sorting using Dextramer or anti-CD107a antibody.
= Therecommended dose is determined based on the incidence of Any grade  Grade 3/4 Any grade Grade 3/4 .
dose limiting toxicity (DLT) during phase 1a (P1la). N (%) N (%) N (%) N (%) Progressive Disease (PD) d 60.0 12 80.0 :
= Pts will then be added in phase 1b (P1b) to investigate the safety and Cough 1(6.7) 0 (0.0) 0 (0.0) 0 (0.0) Not Evaluated (NE) 2 13.3 0 0 Conclusions
efficacy of the vaccine. - _ Injection site reaction 13 (86.7) 0(0.0) 6 (40.0) 0(0.0) DCR (95% Cl) 26.7 (7.810 55.1) 20.0 (4.31t0 48.1) = Although objective clinical efficacy was not apparent,
Level Administered Vaccine Dosage . . . .
Lovel 1 HSP105A24-1 3 mg Malaise 1(6.7) 0 (0.0) 1(6.7) 0 (0.0) RR (95% CI) 0.0 (0.0to 21.8) 0.0 (0.0to 21.8) HSP105 - derived peptide vaccine appears safe and well tolerated
HLA-A24 HSP105 A24-7 3 : with minimal local toxicity.
o HSP105 A%4 7 Lmg Pneumonitis 1(6.7) 0 (0.0) 0 (0.0) 0 (0.0) HLA-A24 group HLA-A2 group Clinical trial information:UMIN000017809
Level 1 - - . S, : : : L. . :
:tﬁ-ﬁfogrgrpA*oz% - °ve Eggigg ﬁ;-%Z Cl%mg Fever 2 (13.3) 1(6.7) 0(0.0) 0(0.0) N % N % EPOC1411 study is an investigator-initiated IND clinical trials.
o e Level 0 —o07 05 A2-12 1 mg Rash maculo-papular 1(6.7) 0 (0.0) 0 (0.0) 0 (0.0) HSP105 specific CTL response 7 46.7 8 53.3 Research grant were provided by Japan Agency for Medical

No treatment-related deaths were observed. Research and Development (AMED).



