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Efficacy and safety of gemcitabine plus oxaliplatin in the treatment of patients with stage |V hepatocellular
carcinoma: a randomized controlled clinical trial. MIAO Ji-dong, GUO Kai—feng, TAO Yong, ZHONG Xiu—bo, SONG
Yi-bing. Department of Oncology, the Fourth People’s Hospital of Zigong, Zigong 643000, Sichuan, CHINA

[Abstract] Objective To evaluate the efficacy and safety of gemcitabine plus oxaliplatin versus doxorubicin
alone in the treatment of patients with stage IV hepatocellular carcinoma (HCC). Methods From October 2014 to April
2017, thirty-five patients with metastatic HCC (Child-Pugh classification A or B, Eastern Cooperative Oncology Group
performance of 0 to 2) in the Fourth People's Hospital of Zigong were selected for this trial. Patients were randomly as-
signed to either a treatment group (n=18, gemcitabine 1 000 mg/m’ on day 1 and day 8 plus oxaliplatin 100 mg/m’ on
day 1, every 3 weeks, for up to four cycles) or a control group (n=17, doxorubicin 40 mg/m’ on day 1, every 3 weeks, for
up to four cycles). The primary end points were overall survival and progression-free survival, and the secondary end
points were disease control rate and treatment-related toxicity. Results The median overall survival was 6.04 months
(95% CI 5.10-6.99) in the treatment group versus 4.66 months (95% CI 4.05-5.27) in the control group (P<0.05). The
median progression-free survival was 3.29 months (95%CI 2.73-3.85) in the treatment group versus 2.85 months (95%
CI 2.33-3.37) in control group, with no statistically significant difference between the two groups (P>0.05). The disease
control rate was 50.0% in the treatment group versus 35.3% in control group (P>0.05). For treatment group, rates of
grade Il or IV thrombocytopenia was significantly higher (55.6% vs 33.3%, P<0.05) and neurotoxicity was more com-
mon (11.8% vs 0, P<0.05). No toxic deaths occurred in both groups. Conclusion Among patients with metastatic hepa-
tocellular carcinoma, treatment with gemcitabine plus oxaliplatin, as compared with doxorubicin, results in longer over-
all survival and acceptable treatment-related toxicity.
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