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FDA's suggestion on clinical lactation study of drugs

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: At present, due to the extremely lack of human data on medication during lactation, it is difficult to make accurate
decisions on medication during lactation and breastfeeding. Food and Drug Administration (FDA) issued the Clinical Lactation
Studies: Considerations for Study Design Draft Guidance for Industry in May 2019. Detailed and specific suggestions on many
aspects of drug clinical lactation research were put forward, such as drugs needed for lactation research, research types, breast milk
sampling methods, measurement of infant breast milk intake, pharmacokinetic analysis, infant dose estimation, infant safety data
collection and effects of drug on milk production, so as to promote the research in this field, and obtain the required information.
However, there is no similar guidance in China. This paper introduces the FDA's guidance in detail. It is hoped that it will be helpful
for China to carry out the research and supervision in this field, and also enlighten us to formulate similar guidance principles
according to the national conditions.
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