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e “Multicenter, randomized, parallel group, phase 2 study to establish the
efficacy and safety of CBP501, cisplatin, and nivolumab for >3rd line
treatment of patients with exocrine pancreatic cancer and WBC
<10,000/mm? at screening”
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Abstract

Background

Metastatic pancreatic adenocarcinoma is an aggressive disease with no standard-of-care treatment
option in the third line. CBP501 is a 12-amino acid G2 checkpoint abrogator and calmodulin-
modulating peptide that increases platinum influx into tumor cells and suppresses the platinum-
induced release of cytokines by macrophages. It also enhances the anti-tumor activity in combination

with anti-programmed cell death-1 (anti-PD-1).

Methods

This multicenter, randomized phase 2 study included patients with metastatic pancreatic
adenocarcinoma who failed two lines of systemic therapy and had a white blood cell count
<10,000/mm?3. Patients were stratified by ECOG performance status (0 vs 1) and liver metastasis
(present vs absent) and randomized 1:1:1:1 to arm 1 - CBP501 25 mg/m? + cisplatin 60 mg/m? +
nivolumab 240 mg; arm 2 - CBP501 16 mg/m? + cisplatin 60 mg/m? + nivolumab 240 mg; arm 3 -
CBP501 25 mg/m? + cisplatin 60 mg/m?; or arm 4 - cisplatin 60 mg/m? + nivolumab 240 mg. Patients
received 4 cycles of combination therapy followed by 6 cycles of nivolumab every 21 days in the
absence of disease progression (nivolumab arms only). The primary endpoint was the three-month
progression-free survival rate (3M PFSR) in the intention-to-treat population. Secondary endpoints

included safety, PFS, objective response rate (ORR) and overall survival (OS).

Results

As of October 17, 2022, efficacy was evaluable in 33/36 patients. 3M PFSR were 44%, 22%, 11% and
33% in the treatment arms 1, 2, 3 and 4, respectively. ORR were 22% in arm 1 (2 partial responses),
0% in treatment arms 2, 3 and 4. Median PFS were 2.8, 2.1, 1.5 and 1.5 months, respectively. Median
OS was not reached in treatment arm 1 and 7.0, 2.7 and 3.8 months in treatment arms 2, 3 and 4. The
most common adverse events (AEs) were infusion-related reaction in 18/25 (76%; grade 1-2) and
anemia in 2/33 (6.1%; both grade 3). Serious adverse events (SAEs) were reported in 14/33 (42%); 13
SAEs were unrelated to CBP501. One SAE (acute renal failure) occurred in treatment arm 3 (CBP501 +
cisplatin) after 1 cycle and was deemed to be possibly related to CBP501 and definitely related to

cisplatin.

Conclusions
Preliminary results indicate a clinically meaningful improvement and tolerable safety of CBP501,

cisplatin and nivolumab as 3rd line treatment for metastatic pancreatic adenocarcinoma.



