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Key points of quality control for clinical trials of drug-loaded medical devices
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Abstract: The drug-loaded medical device clinical trial is one of the most important evaluation indices for such devices before

coming into the market. As a combination of drugs and devices, it requires investigators to master more professional knowledge and

operating skills than medical apparatus, and trial quality is directly related to the safety and effectiveness of the products after they

are marketed. Some relevant suggestions were proposed in the field of medical device clinical trials with summarizing experiences

through analyzing the key points of quality control for clinical trials of medical instruments and those with medicines. There were

still some deficiencies in the regulations, talent cultivation and site supervision of clinical trials for medical equipment containing

drugs, which was necessary to be continuously improved in the practice of clinical trials, and improving the quality of clinical trials.
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