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General Information
Contact information if pregnancy registry available

General statement about background risk

Fetal Risk Summary

Based on all available data, this section characterizes the likelihood that the drug increases
the risk of developmental abnormalities in humans and other relevant risks. More than one
risk conclusion may be needed.

For drugs that are not systemically absorbed, there is a standard statement that states that
maternal use is not expected to result in fetal exposure.

For drugs that are systemically absorbed include:

= When there are human data, a statement about the likelihood of increased risk based
on this data. This statement is followed by a description of findings.

» A standard statement about likelihood of increased risk based on animal data.

Clinical Considerations
This section provides information on the following topics:

* Inadvertent exposure:
Known or predicted risk to the fetus from inadvertent exposure to drug early in
pregnancy

* Prescribing decisions for pregnant women:
= Describe any known risk to the pregnant woman and fetus from the disease or
condition the drug is intended to treat.
Information about dosing adjustments during pregnancy.
Maternal adverse reactions unique to pregnancy or increased in pregnancy.
Effects of dose, timing, and duration of exposure to drug during pregnancy.
Potential neonatal complications and needed interventions

Data
Human and animal data are presented separately with human data presented first.

= Describe study type, exposure information (dose, duration, timing), any identified
fetal developmental abnormality or other adverse effects

*  For human data, include positive and negative experiences, number of subjects, and
duration of study.

* For animal data, include species studied and describe doses in terms qq,human dose
equivalents (provide basis for calculation).
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