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Research on the current status of clinical trial supervision for tumor neoantigen vaccine in China
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ABSTRACT Based on the current laws and regulations framework of China, combined with practical cases, this paper
systematically and comprehensively analyzes the supervision attributes, clinical trial supervision model and existing problems of
tumor neoantigen vaccine, aiming to provide reference for the construction of the supervision system of clinical trial of tumor
neoantigen vaccine in China. The results showed that, at present, the clinical trials of tumor neoantigen vaccine in China adopt a
dual-track supervision model: clinical trials initiated by pharmaceutical enterprises and clinical trials initiated by researchers. This
supervision model lags behind the development speed of the industry, mainly in the following aspects: challenges brought by dual-
track supervision; the clinical trial data initiated by researchers are not effectively connected with new drug research applications;
the guiding principles of clinical trial supervision need to be improved. Relevant medical institutions, regulatory authorities and
cooperative enterprises can help the development of the regulatory system for clinical trials of tumor neoantigen vaccine in China
from the above aspects.
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