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Background: 

Despite the success of monoclonal antibodies , tumor heterogeneity and acquired resistance remain 

major therapeutic limitations. XON7 is a first-in-class GH-pAb  targeting simultaneously multiple 

tumor antigens, among which SLC3A2 (tumor metabolism and ferroptosis), Annexin A2 (β-catenin 

signaling), and CKAP4 (DKK1 receptor). In vivo XON7 monotherapy outperformed combinations of 

monosepcific antibodies against these targets. 

XON7 induces tumor apoptosis and clearance via complement-dependent cytotoxicity  and antibody-

dependent cellular phagocytosis , while enhancing antitumor immunity through CD8+ T cell 

activation and macrophage polarization.  

Methods: 

FIPO23 (NCT06154291) is an ongoing multicenter, open-label, phase I/II study including dose-

escalation (ESC) and expansion (EXP) cohorts. Eligible patients have advanced/metastatic solid 

tumors (excluding glioblastoma) refractory to standard therapies (≤4 prior lines), ECOG PS ≤2, and 

adequate organ function. XON7 is administered IV every 2 weeks for up to 12, 28-day cycles. Dose 

escalation (1.5, 3, 6, 12, 16, 20 mg/kg) follows a BOIN design. Phase I primary endpoints: 

safety,(CTCAE V5); 1st cycle DLTs, main secondary  endpoints :  PK/PD, immunogenicity;  ORR 

(RECIST 1.1) 

Results:18 DLT evaluable  patients (median age: 61 years; 66% male)  were treated across all planned 

doses. Tumor types included colorectal (n=4), NSCLC (n=4), pancreatic carcinoma (n=3) and others 

(n=6).  

No DLT was observed.  

A single moderate and transient infusion reaction was observed among a total of 106 infusions 

administered 

A total of 139 AE was observed : 12% of  grade ≥ 3  and 5% of SAE 

XON7 showed a linear PK response, and no accumulation with repeated doses  

Preliminary efficacy showed one partial response (colorectal cancer) and four cases of stable disease. 

Efficacy data from patients at the 20 mg/kg level are not yet available. 

Conclusions: 

XON7 demonstrates a favorable safety profile and early signs of antitumor activity in heavily 

pretreated patients with advanced solid tumors.  



 

 


