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Clinical trial requirements of rare disease related in vitro diagnostic reagents
XU Chao ,HE Jingyun ,FANG Li,LI Ran
(Medical Device Technology Evaluation Center , National Medical Products
Administration ,Beijing 100081,China)

Abstract: Rare diseases are a kind of diseases with low incidence rate. These diseases are usually chronic
and hereditary,and often endanger life. People’s understanding of rare diseases is limited,and there are many
problems,such as less investment in scientific research and lack of effective diagnosis and treatment methods.
Related in vitro diagnostic reagents play an important role in the auxiliary diagnosis and screening of rare dis-
eases. However, there is a big difference between these in vitro diagnostic reagents and conventional products
in clinical evaluation process. The number of cases in clinical trials of these in vitro diagnostic reagents can not
meet the statistical requirements,which is the main factor restricting the marketing of such products. Based on
the requirements of relevant laws, regulations and normative documents, combined with relevant product re-
view experience,the authors in this paper discussed the clinical trial requirements of in vitro diagnostic rea-
gents related to rare diseases,so as to provide certain reference for relevant manufacturers to carry out product

clinical trials.
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