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A randomized phase Il trial of personalized peptide vaccine with low dose
cyclophoshamide in biliary tract cancer
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In the current study, we conducted an open-label randomized phase 11 study
to test whether low dose cyclophosphamide (CPA) could improve antigen-specific immune responses and
clinical efficancy of personalized peptide vaccination (PPV) in 49 previously treated aBTC patients.

Patients with aBTC were randomiy assigned to receive PPV with low dose CPA (100 mg/day for 7 days
before vaccination) (PPV/CPA, n=24) or PPV alone (n=25). T cell responses to the vaccinated peptides

in the PPV/CPA arm tested to be greater than those in the PPV alone arm. The PPV/CPA arm showed
significantly better overall survival (median time: 12.1 vs 5.9 M; HR: 0.376; P=0.004), compared to
the PPV alone arm. The PPV alone arm, but not the PPV/CPA arm, showed significant increase in plasma

IL-6 after vaccinations, which might be associated with inhabitation of antigen-specific T cell
responses.
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