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In vitro diagnostic reagent innovative product clinical trial comparison method

selection and case analysis
XU Chao*, FANG Li, LI Ran
(Center for Medical Device Evaluation. NMPA, Beijing, China, 10081 )

[ABSTRACT] With the development of technology and in vitro reagent industry, there are many
innovations in this field. The National Medical Products Administration issued a series of policies to encourage
innovation. Many products have achieved the transformation from laboratory to clinical. During the research
and development of innovative products, product verification and confirmation are inseparable from clinical
trials, and clinical trials of diagnostic products are generally conducted by clinical comparison. Because
innovative products do not have similar products on the market or have significant differences in performance
from similar products on the market, the choice of clinical trial comparison methods has been a problem.
Based on the requirements of current regulations and the development of clinical trials of approved products,
this article discusses the selection of comparison methods for clinical trials of such products and provides

references for clinical trials of related products.
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