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n the past, the lactation section in FDA
approved labeling was often limited to
statements that advise caution or contain an
admonition to discontinue breastfeeding or
discontinue therapy, depending on the
importance to the mother.

In 2008, the FDA published a proposed
revision to the regulations, which affects the
pregnancy and lactation sections of labeling.
This permit the patient and physician to
explore the risk/benefit on the basis of the
best available data.
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