
Background

• Serplulimab is a recombinant humanized IgG4 monoclonal antibody targeting programmed death 1 

(PD-1). Compared with nivolumab and pembrolizumab, serplulimab recognizes PD-1 in a unique 

manner and has higher affinity to human PD-11,2. Serplulimab is also more potent at blocking 

programmed death ligand 1 signaling. 

• A two-cohort phase 1 study was conducted to evaluate the safety of serplulimab monotherapy in 

patients with advanced solid tumors (NCT03468751). Findings from the dose-finding cohort has been 

previously reported3. 

• Here we present results from the dose expansion cohort, in which we evaluated the safety, 

pharmacokinetics (PK), pharmacodynamics, and preliminary efficacy of fixed-dose regimens of 

serplulimab in patients with advanced solid tumors.

Methods

• This multicenter phase 1 study enrolled patients with locally advanced or metastatic solid tumors who 

have failed or are intolerant to standard therapy or for whom no standard therapy was available.

• In the dose expansion cohort, patients received intravenous serplulimab at 200 mg every 2 weeks 

(Q2W), 300 mg every 3 weeks (Q3W), 400 mg every 4 weeks (Q4W), or 600 mg every 6 weeks 

(Q6W; Figure 1).

• Tumor imaging by computed tomography or magnetic resonance imaging was scheduled at baseline, 

every 6 weeks (for the 300 mg Q3W and 600 Q6W groups) or 8 weeks (for the 200 mg Q2W and 400 

mg Q4W groups) for 24 weeks from the first dose, and every 12 weeks thereafter. Tumor response 

status was assessed according to Response Evaluation Criteria in Solid Tumors v1.1.

Figure 1. Study design

Inclusion criteria:

• Male or female aged ≥18 years

• Patients with histologically proven 

measurable or evaluable 

advanced (systemically or locally 

progressive) or metastatic solid 

tumors who have failed or are 

intolerant to standard therapy or 

for whom no standard therapy is 

available, or the locally advanced 

disease is not amenable to local 

therapy.

• ECOG performance status ≤2.

• As of January 5, 2024 (database lock date), 37 patients received at least one dose of serplulimab 

at 200 mg Q2W (n = 9), 300 mg Q3W (n = 9), 400 mg Q4W (n = 10), or 600 mg Q6W (n = 9; Table 

1).

• All patients were Asian. 26 (70.3%) patients were male. The median age was 60.0 years (range, 

33–88). 

• Overall, 24 patients (64.9%) had metastatic disease. All patients had prior systemic anticancer 

treatment, including 4 (10.8%) with prior immunotherapy; 19 patients (51.4%) had ≥ 3 prior lines of 

therapy. 

• All 37 patients received at least one administration of the study treatment and were included in 

safety, PK, and pharmacodynamics analyses.

Results

Conclusions

Fixed-dose regimens of serplulimab showed favorable safety, PK, and 

pharmacodynamic characteristics and preliminary anti-tumor activity, 

supporting its further investigation.
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