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Primary Objectives
« To evaluate the feasibility of administering 1L BOT+BAL alone in MSS CRC without liver, brain, or bone metastasis followed by

Support

BOT+BAL in combination with mFOLFOX6 plus bevacizumab or panitumumab as a rescue upon progression.
« To evall_Jate the disease control rg’_te (DCR) of 1L BOT+BAL in _I\_/ISS (_ZRC without I_iver, brain, or bone metastasis. E Duke Gl Clinical Research m
« To confirm the safety and tolerability of botensilimab and balstilimab in the 1L setting. oo = PR Gateway Foundation for
Secondary Objectives _ -+ PD Cancer Research com&fﬁ&k
« To describe the overall survival (OS) and progression free survival (PFS) of patients treated with 1L BOT+BAL and during T -+ PD CRUSH CRC
crossover to SOC chemotherapy (PFS2). ~ E + PD Join our 5K in Durham, NC DU KE ) '
« To determine the best overall response (ORR, iRECIST) of BOT+BAL in patients with MSS CRC without liver, brain, or bone *GEJ < 9] e PD every March! swl ' EATEWAY
metastasis, and to crossover to SOC chemotherapy (ORR2, RECIST). = ) - = SD Valeriani Family FOR CANCER RESEARCH
Exploratory Objectives - o SD Agenus (Drug only support)
+ To identify tumor-mediated pathways and immune microenvironment features of resistance to BOT+BAL alone for the 0 : . : | — Eva Garland Consulting GI Cancer Immunotherapy Reglstratlon EGC
development of future biomarkers with a goal of more accurate patient selection. , 0 2 4 6 8 12 Research Fund
« To determine the utility of ctDNA and CEA as dynamic biomarkers of response to immunotherapy in CRC. Cycle v M .
Efficacy-evaluable patients (at least one scan): 15 Representative scans of a patiept with. SD but meaqingful tumor size red_uctic_)n whc_) later crossed over (Pt1) and two confirmed PRs by 3@@’ TheDe ‘/itOLab or UIVIEDI Llnked m
Safety-evaluable patients (at least one dose of BOT+BAL): 16 [One patient withdrew but was assessed for safety] IRECIST (Pt2, Pt14). Corresponding patient numbers in C. E. CEA dynamics in patients on study >6 months. CEA decrease preceded Duke Cancer Institute ——'-g “ Bluesky @ndevitomd
Total Patients Enrolled: 17 [Another patient was a screen fail (SF) and not evaluable for safety or efficacy] radiographic response in Pt2, red, and aligned with radiographic progression in n=4 patients but was not elevated in others. 50th Anniversary
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