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A summary of the study
1. Overview: Phase Il clinical study of combination CTL vaccine therapy for advanced or recurrent pancreatic
cancer (SUCCESS-II)

(1) Title: A multi-center double-blind parallel-group placebo-control Phase Il study on the efficacy of
survivin-2B peptide vaccine therapy for patients with advanced or recurrent pancreatic cancer, and for which
there is no effective treatment. (UMINO00012146)

(2) Objectives: To investigate the efficacy of survivin-2B peptide (SVN-2B) vaccine therapy in combination
with or without interferon-beta (STI-01) for patients with advanced or recurrent pancreatic cancer with no
effective treatment. A total of 81 participants will be randomly assigned to one of the following three groups;
SVN-2B/STI-01 (combo, 32), SVN-2B/STI-01placebo (single, 32) and SVN-2B placebo/STI-01placebo
(placebo, 17). The primary endpoint is the assessment of time to progression (TTP) among these three groups.
Secondary endpoints are the assessment of immunological response, tumor regression effect (RECIST verl.1),
and safety (CTCAE ver4.03).

(3) Period: 2014.10~2016.10

(4) Organizations: Sapporo Medical University Hospital; The Institute of Medical Science, The University of

Tokyo; Kanagawa Cancer Center

2.  Asummary of the clinical trial
A total of 94 patients were enrolled in the study. A follow-up of the last patient was completed in Oct. 2016.
FAS comprised 83 cases, and PPS comprised 78 cases.
(1) Assessment of the effectiveness
There was no significant difference among the TTP of three groups. However, there was a significant
increase in the ELISPOT numbers in combo-group (p=0.025) as compared with single-group and placebo-group.
Tetramer+ numbers were also increased in combo-group, although it was not significant (p=0.071). There was a
non-significant correlation between tumor regression effect and the immunological effect determined by
tetramer and ELISPOT assays. The smaller tetramer+ numbers in the pretreatment data were associated with
higher tetramer increases in the post-treatment data, which were also related to the tumor regression effect such
as stable disease (SD). There was no correlation between TTP and tetramer+ rate, history of chemo-regimen
numbers, history of operation, or history of abraxane treatment. There was no significant difference in the
disease control rates among three groups. Two cases showed slight decreases in the tumor size after 8 weeks,
both of which belonged to combo-group. These data indicated that interferon-beta could enhance the efficacy
of peptide-specific CTL induction, and therefore suppress the tumor growth.
(2) Assessment of the safety
Injection site reactions (44.0%) in all three groups and low-grade fever (10.0%) in combo-group were

reported as drug-associated adverse events. There was no severe side effect in any group.

3. Business communication
We have discussed with a pharmaceutical company about the results and the next step.
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