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[Abstract] Objective To evaluate the clinical efficacy and safety of sintilimab in the treatment of
advanced hepatocellular carcinoma (HCC). Methods A total of 70 patients with unresectable advanced HCC,
who were admitted to the People’s Hospital of Bayingolin Mongolian Autonomous Prefecture of China between
January 2018 and May 2021, were collected. The patients were randomly divided into the control group (n=38)
and combination group (n=32). Transarterial chemoembolization (TACE ) +sorafenib regimen was employed for
the patients of the control group, while TACE+sorafenib+sintilimab regimen was adopted for the patients of the
combination group. Intravenous infusion of sintilimab 200 mg was started on the third day after TACE, which
was repeated administered once every 3 weeks. The progression - free survival (PFS), overall survival (OS),
objective response rate (ORR), disease control rate (DCR), adverse reactions, AFP level and quality of life
(QOL) score were recorded. Results The median PFS in the combination group was 11.90 (6.46, 17.34)
months, which was longer than 4.70 (0, 11.34) months in the control group, and the difference between the
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two groups was statistically significant (Z=4.013, P=0.045). The median OS in the combination group didn’t
reach enough data of 50% deaths, which in the control group was 11.90 (0, 23.83) months, and the
difference between the two groups was statistically significant (Z=4.511, P=0.045). The ORR and DCR in the
combination group were 34.3% and 75.0% respectively, which were higher than 31.6% and 71.1%
respectively in the control group, but the differences between the two groups were not statistically significant
(¥*=0.062, P=0.804 and x*=0.137, P=0.711, respectively). In the combination group, the incidences of
hypothyroidism, hypoproteinemia and leukopenia were 28.1% , 34.4% and 34.4% respectively, which were
remarkably higher than 7.9% , 10.5% and 13.2% respectively in the control group, and the differences
between the two groups were statistically significant (y*=5.005 and P=0.025, x*=5.868 and P=0.015, x*=4.435
and P=0.035, respectively). During the follow -up period of 2-24 weeks, in both groups the QOL scores
showed a trend of gradually increasing, but within the group comparison of QOL scores the differences were not
statistically significant (F=1.437 and P=0.201, F=1.495 and P=0.181, respectively). The AFP levels showed
a gradually decreasing trend, the differences within the group comparison were statistically significant (7=29.474
and Z=51.195 respectively, both P<<0.01). At the 0—, 2—, 4— and 6-week follow-up testing, the differences
in AFP levels between the two groups were not statistically significant (all P>0.05), but at the 8—, 16— and
24 -week follow-up testing, the AFP levels in the combination group were strikingly lower than those in the
control group, and the differences between the two groups were statistically significant (Z=-2.247, Z=-2.665,
Z=-3.130 respectively, P=0.025,P=0.008 , P=0.002 respectively). Conclusion For the treatment of advanced

HCC,TACE +sorafenib +sintilimab regimen is superior to TACE +sorafenib regimen in clinical efficacy and
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safety. (] Intervent Radiol, 2023, 32. 750-754)
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