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Clinical efficacy of donafenib combined with PD-1 inhibitor and vascular intervention therapy in the
treatment of unresectable hepatocellular carcinoma

SU Lan',ZHU Jinghan', LIU Mingming', YANG Yarong', ZHANG Yu', CHEN Zutao" *(1. Dept. of Infection and
Hepatology, the Fourth Affiliated Hospital of Soochow University, Jiangsu Suzhou 215000, China; 2. Dept. of
Infection, the First Affiliated Hospital of Soochow University, Jiangsu Suzhou 215006, China)

ABSTRACT OBJECTIVE To observe the clinical efficacy of donafenib combined with programmed death-1 (PD-1) inhibitors
and vascular intervention therapy in the treatment of unresectable hepatocellular carcinoma (HCC). METHODS This retrospective
study included 165 patients with unresectable HCC who were treated at the Fourth and First Affiliated Hospitals of Soochow
University between June 2022 and March 2023. Among them, 89 patients received PD-1 inhibitors (tislelizumab or sintilimab,
similarly hereinafter) plus vascular intervention (control group) and 76 patients received donafenib in combination with PD-1
inhibitors and vascular intervention (observation group). Short-term efficacy (3 months after treatment) , long-term efficacy (2
years after treatment) , the levels of liver function indexes [serum alanine amino-transferase (ALT), aspartate transferase (AST),
and total bilirubin (TBil)] and tumor biomarkers [alpha fetoprotein (AFP) , carcinoembryonic antigen (CEA) , carbohydrate
antigen 19-9 (CA19-9), and des-gamma-carboxy prothrombin (DCP)] before treatment and after 3 months of treatment, as well as
the occurrence of adverse drug reaction (ADR) during treatment, were compared between the two groups. In addition, overall
response rate (ORR) stratified by PD-1 inhibitor type was analyzed. RESULTS After treatment, the ORR was significantly higher
in the observation group than in the control group (P<<0.05); although the disease control rate was higher in the observation group

compared to the control group, the difference was not statistically significant (P>0.05). The median overall survival of patients in

- - the observation group was 16.9 months [95% confidence
AEETE 10348 AARRREIESTTH (No.202404041076)

* E—EE FIREI, B BRI R R R
AL T REEAE R . E-mail : lovelysulan@163.com

4 BIEVEE FATEEIE Wi, BFI0I7I Ry SRt 4 10.1 to 15.3 months) (P<C0.05). Subgroup analysis result
A KRR . E-mail: 13004503747@163.com indicated that therapeutic advantage was consistent across both

interval (CI): 14.2 to 19.1 months], which was significantly
longer than that in the control group (12.4 months, 95%CI:
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sintilimab and tislelizumab subgroups, with no significant heterogeneity (P>0.1, 7°<<0.001%). Before treatment, there were no

significant differences in liver function indexes or tumor marker levels between 2 groups (P>0.05). After treatment, both groups

showed significant declines in these indicators compared with baseline (P<<0.05) , with greater reductions observed in the

observation group (P<<0.05). There were no statistically significant differences in overall incidence of ADR and grade =3 ADRs
between the two groups (P>0.05). CONCLUSIONS For patients with unresectable HCC, the combination of donafenib, PD-1

inhibitors and vascular intervention therapy may achieve superior clinical outcomes without increasing the risk of treatment-related

ADR.
KEYWORDS donafenib; programmed death-1 inhibitor;

sintilimab; clinical efficacy
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