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recurrent high-grade glioma (rHGG) and in newly diagnosed glioblastoma (ndGBM)
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BACKGROUND
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and is associated with reduced survival, making this pathway a Schematic
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The goal of this prospective open-label phase 2 study is to evaluate the efficacy and safety of nab-sirolimus monotherapy and combination therapies in rHGG and ndGBM

METHODS

» Eligible patients are >18 years old, KPS score >70, and have histologically confirmed rHGG or ndGBM.
» Arm A has 5 cohorts in patients with rHGG, naive to mTOR inhibitors, and Arm B enrolls patients with ndGBM, see study schema.

» Up to 19 patients per cohort will be enrolled: initial 9 patients with a stopping rule that only if there are >2 responses will the study cohort proceed to further
enrollment of the next 10 patients (Simon’s 2-stage design).
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Treatment will continue until disease progression or unacceptable toxicity.
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The primary endpoint for all cohorts is overall response rate per RANO criteria; secondary endpoints are median PFS and OS, 6-month and 12-month PFS, 12-month
OS, and adverse events. Exploratory endpoints are blood levels of sirolimus and biomarkers, and tumor molecular profiling.
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» This study is actively enrolling patients. The anticipated enrollment period is 24 months. NCT03463265 1. Hou et al., AACR 2019, #3896
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