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Q: What are some of the major changes in the FDA’s proposed guidelines for the pregnancy section of
prescription drug labeling?

A: Since 1979, the FDA has utilized Risk Categories to identify the relative risk(s) of drug use during
pregnancy. The categories designated A, B, C, D, and X rated drugs from those evaluated as safest (A) based
on controlled studies to those considered contraindicated (X). The system has undergone frequent criticism
because definitions for many of the categories were ambiguous, oversimplified, not based on specific dosage
and the actual period of exposure, etc. The classic publication Drugs in Pregnancy and Lactation has
abandoned this system of risk categories in its newest edition and provides its own series of definitions
designating a drug’s safety when used during pregnancy. In 2008, the FDA proposed revisions to product
labeling that would provide more practical information and eliminate the current system of A- X categories.
After an extensive comment period, the agency is in the process of developing and distributing its final ruling
on the content of the pregnancy section of the product labeling. Revision of the labeling section on
breastfeeding will also be included in the final ruling. The following is a summation of some components of the
key subsections (Risk Summary, Clinical Considerations, and Data) of the revised labeling requirements for
drug use in pregnancy. The reader is encouraged to review the entire list of proposed guidelines in the FDA
link included in the references below.

e Risk summary- will begin with a one sentence statement that summarizes the potential of the medication to
increase the risk of the following: structural abnormalities, fetal and infant mortality, impaired physiologic
function, and alterations to growth. This summary will state if animal or human data was used. If human data was
used, the summary will go into greater detail. In the event animal data was presented, only a risk conclusion
statement would be provided.

e Clinical Considerations- will address situations in which a woman was inadvertently exposed to the drug, any
effects the medication will have in labor and delivery, and decisions that clinicians may have to make while
prescribing these medications to pregnant women including:

o Dosing adjustments during pregnancy
o Adverse reactions unique to pregnancy
o Interventions that may be required while receiving the medication

o Data- this section will include all available data for the medication and its use in pregnant women. Human data
will take precedence over animal data. It will describe the types of studies completed, which animals were used,
dosage, the type of adverse events (if any) observed, and, if applicable, the relationship between drug exposure in
animals and humans.
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