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Phase I-11 study of stereotactic radiotherapy for low-intermediate risk
localized prostate cancer
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We launched phase I-11 study for low-intermediate risk prostate cancer of
stereotactic radiotherapy using CyberKnife to examine the recommended treatment dose (phase I) and
the treatment feasibility (phase I1).The primary endpoints of the study is ratio of 2-year late
adverse events >= Grade2. And the secondary endpoints are 2-year biochemical control rate and QOL
qguestionnaire analysis. The dose level tested was three levels which starts from 7Gy x 5 fractions
and increase 0.56y/fr up to 8Gy x 5 fractions delivered on consecutive days. Each dose levels
contain 25 patients each. From Jun / 2014 to Feb / 2018, 75 patients were registered.

The primary endpoints of late toxicity rate at 2-year has been obtained in the 1st and 2nd dose
groups. As for GU symptoms, G2 was observed in 8% and 44% of the patients in the 1st and 2nd dose
groups respectively. The high incidence in the 2nd group is considered to be related to treatment
dose.
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