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Brief Analysis of the Regulation of Companion Diagnostics

Liu Donglai, Wang Youchun, Zang Chuntao  (National Institutes for Food and Drug Control, Beijing
100050, China)

Abstract Objective: To introduce the history, development and regulatory policies of companion diagnostics
(CDx) of various countries and to provide reference information of CDx for in vitro diagnostics industry related
practitioners in China. Methods: The regulatory situation of the CDx was briefly analyzed from the following
five aspects, the development of CDx in the United States, the development of the relevant regulatory policies,
the related guidelines, the regulatory challenges and the current regulatory status of various countries. Results
and Conclusion: The CDx can accurately assess the degree of therapeutic benefits and potential side effects
and risks of the treatment of individualized drugs on different patients and is essential to ensure the safety and
efficacy of individualized drugs. In addition, the CDx can also accelerate the development of new individualized
drugs, shorten clinical trial time and reduce the research and development costs. As a result, more and more
pharmaceutical companies and in vitro diagnostics companies actively promote the joint research and development
of the "individualized drugs and CDx", which is also actively supported by regulatory departments in various
countries to meet the needs of the industry and the market. To develop reasonable regulatory policies according to
the characteristics of CDx is helpful for the development of CDx and the popularization of precision medicine.
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