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[Abstract] Objective Informed consent serves as the cornerstone for safeguarding the rights of clinical trial participants
and maintaining ethical order in clinical research; however, a significant gap persists between its ideal principles and real-world
implementation. This study aims to systematically identify key issues in current informed consent practices using multi-source
empirical data and propose targeted improvement strategies. Methods Three sets of empirical data were analyzed: (1) a ques-
tionnaire survey assessing participation willingness among 232 outpatient patients; (2) a retrospective analysis of deficiencies i-
dentified in quality control reports of 467 clinical trial projects; (3) an in-depth examination of 88 publicly disclosed litigation ca-
ses related to informed consent over the past five years. Results The study revealed a paradoxical patient attitude toward clini-
cal trials characterized by "high willingness, superficial understanding, and multiple concerns", with a notable prevalence of
therapeutic misconception. Implementation-level issues included oversimplified consent procedures, inadequate communication
of content, documentation errors, and lack of understanding assessment. These practical shortcomings directly contributed to
legal disputes. primarily involving claims of informed consent violation and therapeutic misconception. Conclusions The cur-
rent informed consent system exhibits discontinuities in the "willingness-implementation-safeguard" chain. We propose establis-
hing a patient-centered. stepwise, dynamic, and continuous informed consent model to shift the paradigm from "obtaining a
static signature" to "ensuring dynamic comprehension". Additionally, we recommend developing a risk-oriented checklist for
quality control key points and call for improving compensation and remedy mechanisms for trial subjects. This study provides
empirical evidence and pathway recommendations for enhancing the ethical governance of drug clinical trials in China.
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