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Safety and efficacy analysis of postoperative adjuvant targeted therapy combined with
immunotherapy in patients of biliary tract carcinoma with high-risk factors for recurrence
ZHANG Yingi, LAN Xin, HAN Guoyong, KONG Lianbao, WU Jindao’

Hepatobiliary Center, the First Affiliated Hospital of Nanjing Medical University s Nanjing 210029, China

[Abstract] Objective: To explore the safety and efficacy of postoperative adjuvant targeted therapy combined with immunotherapy
in patients of biliary tract carcinoma with high-risk factors for recurrence. Methods: A retrospective analysis was performed on the
clinical data of 24 patients with biliary tract carcinoma complicated with high-risk factors for recurrence, who underwent surgical
resection in the First Affiliated Hospital of Nanjing Medical University from January to December 2023, declined adjuvant
chemotherapy, and voluntarily opted for targeted therapy combined with immunotherapy. The clinicopathological characteristics,
relapse - free survival (RFS) , overall survival (OS) , and incidence of adverse events (AE) of the enrolled patients were recorded.
Survival analysis was performed using the Kaplan-Meier method, and the Cox proportional hazards regression model was used to
analyze the factors affecting RFS. Results: During the follow-up of the 24 patients, 12 patients (50.00% ) developed recurrence and
7 patients (29.17% ) died. The median RFS was 12 months, and the median OS was not reached. Among them, the median RFS and
median OS were not reached in patients with RO resection and high-risk factors for recurrence, while the median RFS was 8 months and
the median OS was not reached in patients with R1 resection. The RFS rate and OS rate of patients with RO resection and high-risk
factors for recurrence were significantly higher than those of patients with R1 resection. Prognostic factor analysis showed that age <

60 years, single tumor, RO resection, no lymph node metastasis, no vascular invasion, and single high-risk recurrence factor were
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prognostic factors affecting RFS(all P < 0.05). In terms of safety, the incidence of all-grade AE was 79.17%(19/24), and the incidence

of grade 3 AE was 8.33%(2/24). No treatment-related death occurred. Conclusion: Postoperative adjuvant targeted therapy combined

with immunotherapy shows certain efficacy and controllable safety in biliary tract carcinoma patients with high - risk factors for

recurrence. Age <60 years, single tumor, RO resection, no lymph node metastasis, no vascular invasion, and single high-risk recurrence

factor are prognostic factors affecting RFS in this research.
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Figure 1 RFS(A) and OS(B) curve of postoperative adjuvant targeted combined with immunotherapy for patients with

biliary tract carcinoma and high-risk factors for recurrence
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Figure 3 Cox analysis forest plot of RFS prognosis factors in patients with biliary tract carcinoma and high-risk factors for

recurrence undergoing postoperative adjuvant targeted combined with immunotherapy
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Table 1 Postoperative adjuvant targeted combined with immunotherapy related adverse events [n(%)]
Adverse events Grades 1 and 2 Grade 3 Total

Targeted therapy-related adverse events 14(58.33) 2(8.33) 16(66.67)
Rash 8(33.33) 1(4.17) 9(37.50)
Diarrhea 6(25.00) 1(4.17) 7(29.17)
Fatigue 6(25.00) 0 6(25.00)
Hand-foot syndrome 4(16.67) 00 4(16.67)
Nausea and vomiting 3(12.50) 00 3(12.50)
Hypertension 2(8.33) 0 2(8.33)

Immunotherapy-related adverse events 12(50.00) 1(4.17 13(54.17)
Reactive cutaneous capillary endothelial proliferation 6(25.00) 0O 6(25.00)
Thyroid dysfunction 5(20.83) 0 5(20.83)
Immune pneumonitis 1(4.17) 1(4.17) 2(8.33)
Immune-mediated hepatitis 2(8.33) 00 2(8.33)
Immune-mediated enterocolitis 1417 0 1(4.1D
Immune-mediated myocarditis 1(4.17) 0 1(4.17

Laboratory abnormalities 13(54.17 2(8.33) 15(62.50)
Increase of ALT 7(29.17) 1(4.17) 8(33.33)
Increase of AST 7(29.17) 00 7(29.17)
Decrease of platelet count 4(16.67) 1(4.17) 5(20.83)
Decrease of WBC 3(12.50) 00 3(12.50)
Increase of TBIL 2(8.33) 00 2(8.33)
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