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Introduction

¢ Programmed cell death protein 1 (PD-1)/programmed cell death ligand 1 (PD-L1) pathway

blockade, and subsequent T-cell activation, provides therapeutic benefit for many tumor types’
® Overall survival benefit has been demonstrated with intravenous monoclonal antibodies targeting

PD-1/PD-L1 in a variety of cancers

¢ INCB099318 is a novel, orally administered small-molecule inhibitor of PD-L1, disrupting the

PD-1/PD-L1 interaction

Objective

We report here results from the ongoing phase 1 INCB099318 study

Endpoints

® The primary endpoints were safety and tolerability of INCB099318, measured by monitoring
frequency and severity of adverse events

* Exploratory endpoints included the objective response rate, defined as the percentage of patients

with a best overall response of complete response or partial response per Response Evaluation
Criteria in Solid Tumors (RECIST) v1.1

Statistical Analyses
® Descriptive statistics were used for all analyses in this exploratory study

Safety

o 37 patients (88.1%) experienced a treatment-emergent adverse event (TEAE; Table 3); the most

frequent TEAEs and treatment-related TEAEs included nausea and fatigue (Tables 4 and 5)
— No patients experienced treatment-related serious TEAEsS

¢ Unlike with the oral PD-L1 inhibitor INCB086550 [SITC 2022 Poster 774], no dose-limiting

iImmune-mediated peripheral neuropathy has occurred to date with INCB099318

Table 3. Safety

¢ Sponsor-defined immune-related TEAEs (irTEAES) occurred in 2 patients (4.8%); the most
common IrTEAEs, including their management, are presented in Table 6

— The 2 patients who experienced irTEAEs received INCB099318 300 mg twice daily (bid) and
600 mg bid; only 1 case (pruritus) was considered related to treatment, whereas the other
case was hypothyroidism biochemically detected in a patient with a history of hypothyroidism

— Neither irTEAE resulted in INCB099318 interruption, reduction, or discontinuation

Table 6. Summary of Sponsor-Defined irTEAEs and Their Management
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