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[Abstract] Objective A systematic review of the current status of investigator-initiated vaccine clinical trials in China
should be conducted. Based on the current key challenges and available opportunities, feasible improvement paths should be
proposed to promote high-quality development. Methods Investigator-initiated vaccine clinical trials registered in the National
Medical Research Registration and Filing Information System between October 2020 and September 2024 were identified. Policy
documents and relevant research literature were reviewed. A structured approach was used to summarize the research land-
scape, major thematic areas, challenges, and opportunities. Results Investigator-initiated vaccine clinical trials in China grew
rapidly during the review period under policy and institutional impetus and in response to clinical needs. However, they still
faced vaccine-specific hurdles and cross-cutting challenges, including inconsistent registration and reporting, underdeveloped
regulatory oversight, insufficiently standardized ethics review, difficulties in participant recruitment and follow-up, constraints
in funding and research capacity, and persistent weaknesses in data quality and governance. Conclusions High-quality develop-
ment will require improvements to institutional and regulatory arrangements, increased public investment, strengthening of
technical platforms and workforce training, and establishment of end-to-end, life-cycle data governance.
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