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Introduction to FDA guidance of guiding small entity to draft pregnancy and
lactation subsections content in labeling for prescription drug
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Abstract: In June 2015, FDA issued the guidance of “Pregnancy, Lactation, and Reproductive Potential: Labeling for Human
Prescription Drug and Biological Products — Content and Format for Industry (Small Entity Compliance Guide)”, in order to help
small entity comprehend and comply the guidance of “Content and Format of Labeling for Human Prescription Drug and Biological
Products; Requirements for Pregnancy and Lactation Labeling”(PLLR) published on December 4, 2014. There is no related rule in
China. This article introduced the main content of the former guidance including two sections of illustrations to PLLR as well as
question and answer. The authors hope to improve the writing of pregnancy and lactation subsections in drug labeling in China.
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