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INTRODUCTION 

Each year, almost four million women in the United States give birth and 75% of them breastfeed their 
infantsiii. There are 73.7 million women of childbearing age in the U.Siii. Nearly all of these women will 
take a medication or receive a vaccine during pregnancy.  Yet not enough is known about the effect of 
most drugs on a woman and her pregnancy, or the ways in which pregnancy may alter the uptake, 
metabolism and effect of medication.  As more women with chronic diseases, such as diabetes, 
hypertension, depression and asthma are becoming pregnant, safe and effective medications to manage 
these ongoing conditions throughout their pregnancy and beyond are needed. While the federal 
LactMed database collects and distributes the available information on drug levels in human milk, 
significant gaps still remain on the impact of drugs on breastfeeding women and their children. 

The lack of robust information on the safety and efficacy of many drugs across the continuum from 
pregnancy through breastfeeding is due in part to the fact that the Food and Drug Administration (FDA) 
does not require drugs to be tested among pregnant or breastfeeding mothersiv. In fact, the vast 
majority of drug trials exclude this population. Without reliable data, women who are pregnant or 
nursing may decide to stop taking necessary medications, increasing risk for both mother and child. In 
other cases, women may choose not to initiate breastfeeding or may wean earlier than desired because 
they lack information about the extent of drug transfer into human milk, the potential impacts of the 
drug on milk production, and the impact of exposure on the infant. Even when drug safety data is 
available, such data is usually limited, and do not address how the changes of pregnancy and 
breastfeeding affect dosage.  

Additionally, pregnant women and their newborns are uniquely susceptible to the negative effects of 
various vaccine-preventable infectious diseasesv.  However, immunization rates for life-saving vaccines 
among pregnant and breastfeeding women remain low despite longstanding recommendations from 
the Centers for Disease Control and Prevention (CDC).vivii  In part, this is due to patient and provider 
reluctance because vaccine safety data is generated only after vaccine exposures, rather than during 
initial vaccine trials. 

Overall, better information is needed regarding drug metabolism and safety, including possible longer-
term effects, among women who are pregnant or breastfeeding their infants. Such information would 
allow mothers and health care providers to choose the safest drug for a given health problem in the 
appropriate dose to improve health and minimize risk for mother and child. Armed with high-quality 
data, providers would be more likely to recommend appropriate use of medications during pregnancy 
and lactation, and women would no longer be advised erroneously to stop breastfeeding due to 
medication exposure. Data are also needed on the extent to which medications during pregnancy and 
lactation affect breast development and lactation physiology and impact a mother’s ability to achieve 
her breastfeeding goals. High-quality information on drug safety would enable women to manage their 
health problems in the safest possible manner during pregnancy, make informed decisions about the 
use of medications in the perinatal period, and meet their breastfeeding intentions, thereby improving 
health outcomes for mother and child. 



Guiding Principles 

We support the following guiding principles in moving forward on health policy related to the issue of 
pharmacologic trials in pregnancy and lactation: 

I. Women and their newborns have the right to expect quality care and treatment 
options.    

 
II. Studies have shown the use of prescription medications for the management of 

chronic conditions has increased over time in the pregnant and breastfeeding 
population.viii Many health care providers and women lack sufficient information on 
the safety and efficacy of prescription drugs, therapeutics, and vaccines used during 
pregnancy and breastfeeding to make shared decisions informed by high-quality 
evidence. It is essential to disseminate current, evidence-based information about the 
safety and efficacy of these drugs, so that the best course of treatment can be 
determined.  
 

III. Appropriate research must be conducted in both the pregnant and breastfeeding 
populations on the safety and efficacy of existing and new drugs, therapeutics and 
vaccines. Many published studies have concluded that more research is needed, 
noting that physiological changes may alter drug pharmacokinetics during pregnancy 
through lactation, and that infant maturity may affect drug transfer in lactation.ixx 

 
IV. The federal government must prioritize clinical research and the generation and 

dissemination of data on a drug’s effects on underlying medical conditions across the 
entire period from pregnancy through lactation on the mother and her infant to 
better inform clinical decision-making.  
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