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Abstract: Chimeric antigen receptor (CAR) T-cell therapy is an innovative immunotherapy that genetically engineers T-cells into
cells capable of recognizing specific tumor antigens. CAR-T therapy has demonstrated remarkable efficacy in the treatment of a wide
range of B-cell malignancies, particularly acute lymphoblastic leukemia and chronic lymphocytic leukemia. Despite its great
therapeutic potential, it is accompanied by serious adverse effects such as cytokine release syndrome (CRS) and immune effector cell-
associated neurotoxicity syndrome (ICANS). Regulatory regulations for CAR-T cells are gradually being improved globally to ensure
their safety and efficacy. Future research will focus on optimizing the structure of CAR, exploring new targets, and reducing the cost
of treatment. This paper reviews the mechanisms, risks and clinical regulations of CAR-T cell therapy, with the aim of providing new
perspectives and strategies for evaluating the safety and efficacy of CAR-T cell therapy.
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