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Ongoing
Treatment Discontinued

• ORR for cSCC cohort was 50.0%. One patient achieved a complete response and
6 patients achieved partial responses. All 7 responses (100.0%) are confirmed and
ongoing with the longest duration at 11.4 months (ongoing) at time of analysis.

• ORR for NSCLC cohort was 40.0%. Ten patients achieved partial responses
(8 confirmed and 2 pending confirmation). Nine of 10 responses (90.0%) are
ongoing with the longest duration at 11.0 months (ongoing) at time of analysis.
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Background

• Cosibelimab (a/k/a CK-301) is a high affinity, fully-human IgG1 monoclonal antibody (mAb) that
directly binds to programmed death ligand-1 (PD-L1) and blocks the PD-L1 interaction with the
programmed death receptor-1 (PD-1) and B7.1 receptors.1

• Cosibelimab also has a functional Fc domain capable of inducing antibody-dependent cell-
mediated cytotoxicity (ADCC) and complement-dependent cytotoxicity (CDC) against PD-L1
expressing tumor cells.1

• Here, we present interim safety, efficacy and pharmacokinetic data from a multicenter, open-
label, phase 1 dose escalation study (NCT03212404) with ongoing expansion cohorts in
patients with advanced/metastatic cancers, including cutaneous squamous cell carcinoma
(cSCC) and non-small cell lung cancer (NSCLC).

Poster 469P

• Cosibelimab, a high affinity, fully-human, anti-PD-L1 mAb with functional Fc domain, demonstrated a safe and well-tolerated
safety profile in patients with advanced/metastatic cancers, with dose proportional PK at fixed doses of 200, 400 and 800 mg.

• Preliminary efficacy data indicates confirmed and durable RECIST v1.1 responses in multiple tumor types, with robust activity
in cutaneous squamous cell carcinoma (cSCC) and non-small cell lung cancer (NSCLC):
‒ 50.0% ORR in cSCC with 100.0% of responses ongoing (max: 11.4 months)
‒ 40.0% ORR in NSCLC with 90.0% of responses ongoing (max: 11.0 months)

• Enrollment in expansion cohorts ongoing evaluating the safety and efficacy of the 800 mg q2w fixed dosing regimen.
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Primary objectives

• Assess the safety and tolerability of cosibelimab when administered every 14-21 days to
subjects with selected recurrent or metastatic cancers.

• Evaluate the efficacy of cosibelimab by measuring overall response rate (ORR).

Secondary objectives

• Characterize pharmacokinetics and immunogenicity of cosibelimab.

Study Design

Select Inclusion Criteria

• Adult patients with advanced/metastatic cancers; measurable disease by
Response Evaluation Criteria in Solid Tumors (RECIST) version 1.1; Eastern Cooperative
Oncology Group (ECOG) performance status of 0-1; brain metastases without evidence of
progression; adequate organ function.

• cSCC cohort: unresectable or metastatic cSCC not amenable to local therapy.
• NSCLC cohort: Stage IV NSCLC with high (>50%) PD-L1 tumor expression as determined by

immunohistochemistry, with no prior systemic treatment for metastatic NSCLC and no EGFR
sensitizing (activating) mutation or ALK translocation.

• Endometrial cohort: Endometrial cancer with disease progression on or after at least 1 line of
anti-cancer therapy, but received no more than 2 lines of anti-cancer therapy.

• Colorectal cohort: Colorectal cancer assessed as microsatellite instability-high or mismatch
repair deficient that has progressed on or after, or been intolerant of, previous treatments
including a fluoropyrimidine- and oxaliplatin- and irinotecan-based chemotherapy.

Select Exclusion Criteria

• Prior immune checkpoint inhibitor therapy; any anti-cancer therapy within 4 weeks of initial
dose; active or suspected autoimmune disease.

Characteristics (all dosed patients) n=81

Age, median, years 64

Gender, male/female, % 62/38

Race, white/Asian/other, % 72/27/1

Tumor Types, n (%)

- Colorectal cancer 10 (12.4)

- Cutaneous squamous cell carcinoma 21 (25.9)

- Endometrial cancer 7 (8.6)

- Head/neck squamous cell carcinoma 1 (1.2)

- Hodgkin’s lymphoma 1 (1.2)

- Melanoma 10 (12.4)

- Mesothelioma 2 (2.5)

- Non-small cell lung cancer 27 (33.3)

- Urothelial carcinoma 2 (2.5)

Pharmacokinetics

Demographic and Baseline Characteristics
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Preliminary Safety Results

• Most common TRAEs include rash (n=11, 13.6%), fatigue (n=8, 9.9%),
hypothyroidism (n=7, 8.6%), anemia (n=6, 7.4%), alanine aminotransferase
increased, diarrhea, and infusion-related reaction (n=5, 6.2% each).

• Grade ≥3 TRAEs occurred in 5/81 (6.2%) patients, including single grade 3
events of anemia, asthenia, blood creatinine increased, confusional state,
fatigue, and hypertension (n=1 each), and one death due to colon cancer.

Preliminary Efficacy Results

a Includes all dosed patients. 200 mg q2w (n=1), 400 mg q2w (n=1), 800 mg q2w (n=74), 1200 mg q3w (n=5).

Best Overall Tumor Response 

by RECIST v1.1

All Tumor Types 

(n=68)

cSCC

(n=14)

NSCLC

(n=25)

Complete response, n (%) 1 (1.5) 1 (7.1) 0 (0.0)

Partial response, n (%) 18 (26.4) 6 (42.9) 10 (40.0)

Stable disease, n (%) 20 (29.4) 2 (14.3) 9 (36.0)

Progressive disease, n (%) 14 (20.6) 2 (14.3) 2 (8.0)

Not evaluated/done, n (%) 15 (22.1) 3 (21.4) 4 (16.0)

Overall response rate, % (95% CI) 27.9 (17.7, 40.1) 50.0 (23.0, 77.0) 40.0 (21.1, 61.3)

Response ongoing, n (%) 17/19 (89.5) 7/7 (100.0) 9/10 (90.0)

Median duration of response, months 
(min, max)

Not reached
(0.1, 11.4)

Not reached
(2.5, 11.4)

Not reached
(0.1, 11.0)

Disease control rate, % 57.3 64.2 76.0

Reductions in sum of target 
lesions, n (%) 34 (50.0) 7 (50.0) 16 (64.0)

Relative Percent Change in Total Tumor Burden in cSCC and NSCLC Cohorts

Best Percent Change of Target Lesions by Patient Tumor Type

• Cmax and AUCinf are dose proportional.

At the August 5, 2019 cutoff date, 68 patients had at least two tumor assessments
or discontinued treatment prior. Tumor assessments by RECIST v1.1 were
conducted every 8 weeks for the initial 32 weeks on study, and every 12 weeks
thereafter. The best overall tumor response is shown below for all tumor types, and
the subgroup cohorts of cSCC and first-line NSCLC.

ConclusionsSummary of Treatment-Emergent Adverse Events (AEs)

n (%) n=81a

AE (all grade, related and unrelated) 69 (85.2)

Treatment-related AE (TRAE) 48 (59.3)

AE grade ≥3 (related and unrelated) 27 (33.3)

Treatment-related grade ≥3 5 (6.2)

Serious AE (all grade, related and unrelated) 18 (22.2)

Serious treatment-related AEs 2 (2.5)

Treatment-related AEs leading to discontinuation 2 (2.5)

As of August 5, 2019

200 mg Q2W

400 mg Q2W

800 mg Q2W

1200 mg Q3W

Fixed-Dose Safety Cohorts
(Complete)

Expansion Cohorts
(Ongoing)
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