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Introduction to FDA Pregnancy, Lactation, and Reproductive Potential: Labeling
for Human Prescription Drug and Biological Products — Content and Format
Guidance for Industry (revision 1)

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

Abstract: FDA issued the Pregnancy, Lactation, and Reproductive Potential: Labeling for Human Prescription Drug and Biological
Products — Content and Format Guidance for Industry (revision 1) in July 2020. The guidance introduced in detail the content and
format requirements of the three sections of pregnancy, lactation and reproductive potential. In particular, the new reproductive
potential subsection were added and the pregnancy letter categories were repealed and replaced by the narrative risk summary. It is
expected to be helpful for the revision of relevant laws and regulations and the creation of similar guidelines in China, as well as for
the writing and supervision of the use in pregnancy and lactation section in labeling.
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