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“CBP501, Cisplatin and Nivolumab in Advanced Refractory Tumors”

ClinicalTrials.gov https://clinicaltrials.gov/ct2/show/NCT03113188
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SL-801: Study Design

Stage 1 (Dose-escalation) - Enroliment Ongoing Stage 2 (Expansion) - Not started yet
+ Advanced solid tumors » Disease-specific cohorts (up to 4 cohorts)
« SL-801 orally administered - ~20 patients per cohort
- Dose escalation (mg/day) + SL-801 orally administered
o 5,10, 20, 30, and by 5 mg increments - Dose and regimen to be selected from Stage 1
thereafter « Endpoints
- D1-4 and D8-11 of a 21-day cycle :b _ ORR
- Standard 3x3 design - Safety profile
* Endpoints - CR, DoR, FFS, 0S
- Safety and tolerability
< BLUznsd B > Signal detection for subsequent registration-directed
- ORR, DCR, DoR, PFS and OS Phase 2 trials
+ Six sites in the US

Next Steps

= Dose escalation continues

- 8th cohort (50 mg/day) currently enrolling

= Further efficacy and safety updates expected 2018

= Additional trials planned include single agent, combination, and hematologic cancers
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