Abstract 11565: A phase 2 trial with a safety lead-in to evaluate the addition of sotigalimab, a CD40
agonistic monoclonal antibody, to standard-of-care doxorubicin for the treatment of advanced sarcoma
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Background

Standard first-line doxorubicin provides objective response
rate (ORR) <15% and median progression free survival (mPFS)
of 4-6 mos in advanced soft tissue sarcoma (STS).

Immune checkpoint inhibitors have limited efficacy in STS due
to insufficient T-cell activation and infiltration by

Study Design (cont.)

e Statistical Plan

* Initially designed as a 27-patient study open to all STS subtypes except
GIST and KS. Study subsequently was amended to include 32 patients
and limit enrollment to undifferentiated pleomorphic sarcoma (UPS),
leiomyosarcoma (LMS) and dedifferentiated liposarcoma (DDLPS).

* 85% power with a = 0.05 to test ORR 16% versus 32%.

* Simon Stage 1 criteria was met and the trial proceeded to Stage 2 (32

Overall mPFS 7.07 months
(95% Cl 5.53-13.82)
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Efficacy (cont.)

Overall mOS 35.62 months
(95% Cl 23.78-NA)
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doxorubicin use.

Safety

* There were no DLTs during the safety lead in.
* Grade 3/4 TRAEs occurred in 56% (18/32)

* Most common grade 3/4 TRAEs were hematologic — neutropenia (31%),
febrile neutropenia (19%), and anemia (19%) and were consistent with

* 19% of patients had cytokine release syndrome (all grade 1/2).
* No additive/synergistic and no new unexpected toxicities were observed with
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Figure 7. Subtype-specific Kaplan-Meier plots demonstrating PFS. MEepIcAL CENTER

Figure 3. Waterfall plot of best overall response.




