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New requirements of FDA to prescription drug labeling on pregnancy,
lactation, and reproductive potential of females and males
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Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued “Pregnancy, Lactation, and Reproductive Potential: Labeling for Human Prescription Drug and Biological
Products — Content and Format Guidance for Industry” in order to implement the "pregnancy and lactation rules (PLLR)" in
December 2014. This article introduces the main content. But there is no corresponding guidance in our country. It is expected to be
helpful for writing and supervising the subsections of the labeling as well as to be benefit to the improvement of the relevant laws and
create the relevant guidances in our country.
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