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[Abstract] Biliary tract cancer (BTC) is a malignant tumor with a poor prognosis, and most
patients have already lost the opportunity for surgery at the time of diagnosis. In recent years,
immunotherapy has opened a new direction for BTC treatment. Immune checkpoint inhibitors (ICIs) are
the most extensively studied area in BTC therapy. Among them, single-agent programmed death
receptor 1/programmed death receptor ligand 1 inhibitors as later-line treatment have shown some, but
limited, efficacy in patients with advanced disease. The key progress in BTC treatment lies in
combination strategies: the global phase [l clinical trials TOPAZ-1 and KEYNOTE-966 established
ICIs (durvalumab or pembrolizumab) combined with gemcitabine plus cisplatin chemotherapy as the new
first-line standard for advanced BTC, significantly prolonging overall survival. In addition,
combinations of ICIs with targeted agents, such as lenvatinib, as well as dual immune checkpoint
blockade, have also shown preliminary promise. Other immunotherapies, such as tumor vaccines and
adoptive cellular immunotherapy, have yielded some positive results in early exploration, but most
remain in the clinical research stage, and their efficacy and safety still need to be confirmed by large-scale
randomized controlled trials. In the future, the optimized combination of immunotherapy with
chemotherapy, targeted therapy, and different immunotherapeutic approaches, together with biomarker-
guided precision application, will be important research directions for improving the prognosis of patients
with BTC.
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