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[Abstract] Objective To study the key features of the Administrative Measures for Investigator-Initiated Traditional
Chinese Medicine Trial in Healthcare Institutions and propose corresponding countermeasures. Methods Compared the Octo-
ber 2024 " Administrative Measures for Investigator-Initiated Trial in Healthcare Institutions" with the " Administrative
Measures for Investigator-Initiated Traditional Chinese Medicine Trial in Healthcare Institutions. " Systematically catego-
rized and summarized the distinctive features and revised content of the latter, proposing specific recommendations for imple-
menting these measures. Results Both documents shared a consistent structure of 8 chapters and 49 articles, with the word
count increasing from 6 520 to 7 347. To better regulate the rapidly developing field of investigator-initiated Traditional Chinese
Medicine (TCM) trial in healthcare institutions, numerous distinctive provisions and detailed requirements were added, tailored
to the characteristics and current status of such research in China. Key additions included: emphasizing the need to integrate
TCM's unique characteristics, adjusting qualifications and requirements for institutions and research teams conducting investi-
gator-initiated TCM clinical research, revising prerequisites for off-label interventional studies, clarifying usage conditions for
toxic and non-toxic TCM decoction pieces, specifying conditions for institutional TCM preparation use, defining requirements
for interventional studies on TCM medical techniques, and introducing management requirements for observational and inter-
ventional studies. Conclusions To ensure the standardized and effective implementation of the Administrative Measures for In-
vestigator-Initiated TCM Trial in Healthcare Institutions, healthcare institutions should establish tiered requirements for insti-
tutions and teams based on the risk level of interventional studies. A single trial management system is sufficient, with rigorous
scientific review of study protocols. Ethics committee composition must meet requirements to ensure review quality. Safety and
efficacy foundations should be established starting from herbal slices as the source material. Trial on institutionally prepared
Chinese herbal formulations should be conducted in a standardized manner. High-quality measures should be implemented to
explore the value and refine the management of investigator-initiated trial on TCM medical techniques.
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