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Development of Breakthrough Immune Checkpoint Inhibitory Therapy Using Novel
Immunological Biomarkers
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A multicenter prosEective phase Il clinical trial was conducted to examine
the performance of peripheral blood biomarkers in predicting PD-1 inhibitor response. Patients
predicted to have a response by pretreatment T-cell analysis showed significantly better disease
control rates and a trend toward better progression-free survival. On the other hand, it was found
to be difficult to analyze poor-quality specimens, and the development of on-site analysis equipment

and technology to preserve specimens in good condition are underway. Using the first pembrolizumab
treatment cohort, we demonstrated that peripheral blood T-cell biomarkers quantitatively predict
progression-free survival and overall survival. Furthermore, a novel anti-tumor CD4 T-cell cluster
was found by searching for the T-cell cluster that correlates best with therapeutic efficacy.
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