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Background INCB086550 is an orally administered small mol-
ecule that binds PD-L1 and inhibits PD-1/PD-L1 interaction.
Translational data demonstrating markers of immune activation
in patients following INCB086550 were previously reported.1

Preliminary clinical data from this phase 1 study are presented
below.
Methods Adult patients (�18 years) with advanced solid
tumors were enrolled into this open-label study. Patients had
disease progression after standard available therapy or were
intolerant of or ineligible for standard treatment. Measurable
disease was required. A modified 3+3 dose-escalation design
was employed, followed by dose expansions. The primary
endpoints were safety and tolerability of INCB086550, identi-
fication of a pharmacologically active dose and/or MTD, and
confirmation of the RP2D. Secondary endpoints included PK,
pharmacodynamics, and efficacy as assessed by investigator-
determined ORR and DCR (CR, PR, or SD �12 weeks).
Results As of 9Apr2021, 79 patients received treatment (Table
1); 57.0% were female, 62.0% had �2 prior lines of therapy,
and 16% received prior IO treatment. Forty-six (58.2%)
patients had treatment-related TEAEs; those occurring in �5%
of patients are presented in Table 2. Ten patients (12.7%) had
grade �3 treatment-related TEAEs. Immune-related TEAEs
occurred in 15 patients (19.0%); the most common (>1
patient) included peripheral sensory neuropathy (n=5), pruri-
tus (n=3), immune-mediated neuropathy (n=2), and peripheral
motor neuropathy (n=2). In total, 10 (12.7%) patients had
TEAEs of peripheral neuropathy; all were grade £3. All grade
2 or 3 TEAEs of peripheral neuropathy resolved or improved
with either study drug continuation without dose modification,
dose reduction, or drug interruption/discontinuation. Patients
with TEAEs leading to treatment interruption were 21
(26.6%), dose reduction 5 (6.3%), and discontinuation 13
(16.5%). Five patients (6.3%) died of a TEAE (cerebrovascular
accident, dyspnea, general physical health deterioration, intesti-
nal obstruction, intracranial hemorrhage [each n=1]); all fatal
TEAEs were considered unrelated to study drug. The efficacy-
evaluable population included 68 patients; ORR was 11.8%
(95%CI, 5.2%–21.9%; CR, 1.5%; PR, 10.3%), and DCR was
19.1% (95%CI, 10.6%–30.5%; Table 3). Eight objective
responses were observed at doses �400 mg BID (Table 4); 3
of these were noted among the 5 IO treatment-naive patients
with MSI-H tumors who received 400 mg BID.
Conclusions Immune-related AEs observed in this ongoing
phase 1 study are consistent with those seen with antibody
immune checkpoint inhibitors, with the exception of periph-
eral neuropathy. Preliminary efficacy of INCB086550 in tumor
types known to be responsive to anti-PD-(L)1 therapy is
encouraging and warrants further investigation.

Abstract 529 Table 1 Number of patients per dose level

BID, twice daily; QD, once daily.The tumor types in the study included breast, cervical, colorectal, endometrial, esophageal,
gastric, hepatocellular, melanoma, mesothelioma, ovarian, small cell lung cancer, squamous
cell carcinoma of the head and neck, renal cell, urothelial, adrenal, anal, cholangiocarci-
noma, gall bladder, pancreatic, penile, salivary gland, sarcoma, vaginal, prostate, basal
cell, pleomorphic sarcoma, fallopian, carcinoma of parotid gland, well-differentiated liposar-
coma, myoepithelial, castrate-resistant prostate cancer, cancer of unknown primary, neuro-
endocrine, prostate adenocarcinoma with neuroendocrine differentiation, glioblastoma, anal
canal, angiosarcoma, and gastroesophageal junction.

Abstract 529 Table 2 Treatment-related TEAEs reported by �5%
of patients (N=79)

TEAE, treatment-emergent adverse event.

Abstract 529 Table 3 Summary of best overall response by
RECIST v1.1 or RANO*

CR, complete response; DCR, disease control rate; GBM, glioblastoma; ORR, objective
response rate; PR, partial response; RANO, Response Assessment of Neuro-Oncology;
RECIST, Response Evaluation Criteria in Solid Tumors; SD, stable disease.* 1 patient with GBM was assessed by RANO and had best overall response of progressive

disease.
† The efficacy-evaluable population included all solid tumor participants enrolled in the
study who received at least 1 dose of INCB086550, completed a baseline scan, and met at
least 1 of the following criteria: �1 postbaseline scan, participant had been on the study
for a minimum of 63 days of follow-up, or participant had discontinued from treatment.
‡ ”Not evaluable” indicates participants in the efficacy-evaluable population that did not
have valid postbaseline overall response assessments by RECIST or RANO.
§ ”Not assessed” indicates participants in the efficacy-evaluable population that did not
have any postbaseline overall response assessments by RECIST or RANO.
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Abstract 529 Table 4 Tumor types with investigator-assessed
objective response per RECIST v1.1 (n=8)

BID, twice daily; dMMR, deficient mismatch repair; IO, immuno-oncology; MSI-H, high
microsatellite instability; RECIST, Response Evaluation Criteria in Solid Tumors.+Ongoing response.

Trial Registration ClinicalTrials.gov identifier NCT03762447
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