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[Abstract] A high-quality clinical trial protocol is the cornerstone for ensuring the scientific integrity and ethical
compliance of a study. The Standard Protocol Items: Recommendations for Interventional Trials (SPIRIT) has become the
international benchmark for developing clinical trial protocols since its release in 2013. To adapt to the developing trends
of open science and patient-centered principles, the SPIRIT group completed a comprehensive update in 2025. While
retaining its core structure, this updated guideline introduces a new open science module and incorporates several new
elements, including patient and public involvement, trial monitoring, and data sharing, alongside substantial revisions of
five pre-existing items. In this article, we critically examine the core revisions in SPIRIT 2025 and, through analysis of
representative case studies, illustrate the practical application of the new reporting guideline in drafting trial protocols.
Our goal is to to provide Chinese researchers with a valuable reference for understanding and implementing this new
reporting guideline, thereby enhancing the quality and rigor of clinical trial protocols developed in the country.
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