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Interpretation to guidance on non-clinical studies of diagnostic

radiopharmaceuticals

LI Aifang, CAO Ping, ZHAO Chunyang, NING Na, GUANG Hongmei, WANG Qingli
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: In order to promote and regulate the research and development of diagnostic radiopharmaceuticals in China, the Center
for Drug Evaluation of National Medical Products Administration issued the "Guidance on non-clinical studies of diagnostic
radiopharmaceuticals" in February 2021. This guidance highlighted the content and special considerations of non-clinical studies of
diagnostic radiopharmaceuticals, put forward the special requirements for the test article and the applicable conditions and specific
technical requirements for the extended single dose toxicity studies, expounded the consideration factors for the evaluation of
genotoxicity, reproductive toxicity, carcinogenicity and radiation safety. This article introduces the drafting background and process
of the guidance, including common issues in non-clinical evaluation, the basic consideration and congsensus reached through
industry discussions, and external solicitation of opinions, and also introduces the guidance's main content and concerns, puts
forward the current considerations on the implementation of guidance (time arrangement for non-clinical studies), in order to
promote the understanding and application of this guidance in industry.
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