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Abstract

This study aims to investigate the necessity for sponsors to establish a quality control system for
clinical trial documentation in medical device clinical trials and to introduce a quantitatively as-
sessed total quality control system. Guided by domestic regulations, this system encompasses the
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quality control of both investigator and sponsor Trial Master File (TMF). TMF quality can be as-
sessed objectively through a scoring mechanism, which is integrated with a feedback loop involving
quality controllers, monitors, and investigators, as well as a loop between quality controllers, qual-
ity control management, and the quality control system, to facilitate problem identification, rectifi-
cation, and continuous improvement. Over 85% of clinical trial quality control scores showed a
trend of successive increase, and the incidence of issues identified during quality control also
demonstrated a decreasing trend. The system effectively enhances the quality of clinical trial docu-
mentation, providing sponsors with a standardized and operational quality control process, and
serves as a reference for improving the overall management level of medical device clinical trials in
our country.
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Table 1. Sponsor TMF quality control score sheet (partial)
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Figure 1. Quality control scores of a company’s clinical trial sites
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Figure 2. Trend chart of quality control issues in a company’s clinical trial
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