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Analysis of Difficulties and Improvement Mechanisms in Compliance
Management of Medical Device Clinical Trials
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Abstract : Medical device clinical trials, as a key link to ensure product safety and effectiveness, have a direct
impact on public health and industry development through their compliance management. This article
focuses on the difficulties and improvement mechanisms of compliance management in medical device
clinical trials, systematically analyzing issues such as institutional differences, process complexity, and
data management risks that exist in current clinical trial compliance management. By deconstructing
the full-cycle compliance requirements of clinical trials, the formation mechanism of difficulties is
analyzed from the dimensions of regulatory systems, technology application, and quality management.
Combined with international regulatory developments and industry practices, improvement paths
covering system improvement, technology empowerment, and collaborative governance are
proposed. The research aims to provide theoretical references and practical guidance for improving
the compliance management level of medical device clinical trials, promoting innovative development
of the industry within the compliance framework.
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