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Background: XON7 is a first-in-class glyco-humanized polyclonal antibody (GH-

pAb) targeting selectively multiple tumor-associated antigens. XON7 induces 

tumor cell apoptosis and promotes the elimination of tumor cells by immune 

effector cells through CDC (Complement Dependent Cytotoxicity) and ADCP 

(Antibody-Dependent Cell Phagocytosis). XON7 demonstrated anti-tumor efficacy 

in mice xenograft models with human solid tumors such as colon, prostate, lung 

and triple negative breast cancers. Safety pharmacology and toxicology studies in 



non-human primates demonstrated an acceptable safety profile for XON7. Taken 

together, these preclinical data support the initiation of human trials in patients 

with advanced solid tumors.  

Methods: First-in-patient, multicenter, open-label, two phases (dose-escalation 

(ESC) followed by dose expansion (EXP)) study of XON7 single agent, in patients 

with relapsed refractory, locally advanced or metastatic solid tumors without 

standard available treatments (NCT06154291). Key eligibility criteria include 

disease progression after ≤ 4 lines of therapy; age > 18 years; ECOG performance 
status ≤2; adequate organ functions; no known CNS involvement. All advanced or 
metastatic tumor types except glioblastoma, can be included during ESC. Primary 

endpoints: safety, tolerability and determination of MTD/RP2D. Secondary 

endpoints: pharmacokinetics (PK), pharmacodynamics, immunogenicity and 

preliminary anti-tumor activity (RECIST 1.1). AEs graded according to CTCAE 5.0. 

In the ESC part, XON7 is administered as 60-min intravenous infusion every 2 

weeks according to an escalating schedule of doses from 1.5 to 20 mg/kg for up 

to 12, 28-day cycles. Dose escalation/de-escalation is based on the Bayesian 

Optimal Interval (BOIN) design, up to 45 pts are planned. At the recommended 

dose, up to 7 EXP cohorts (30 pts each) defined according to the primary tumor 

site are planned. Bayesian sequential monitoring will be used. Patient recruitment 

is planned or ongoing at 25 sites worldwide.  

Results: As of Feb 3rd, 2024, 3 pts are enrolled in the first dose cohort and have 

received XON7 at dose 1,5 mg/kg Q2W for the first 28-days cycle.  

Conclusions Accrual is ongoing in this first-in-human trial of XON7.  

Clinical trial information: NCT06154291. 
 

http://www.clinicaltrials.gov/ct2/show/NCT06154291

