
A D V A N C I N G  S A F E
M E D I C A T I O N S  F O R
M O M S  A N D  B A B I E S  A C T
O F  2 0 2 3  ( H . R . 1 1 1 7 )
B u i l d i n g  o f f  t h e  F e d e r a l  I n v e s t m e n t  f r o m  t h e
b i p a r t i s a n  2 1 s t  C e n t u r y  C u r e s  A c t  t o  i n c l u d e
p r e g n a n t  a n d  l a c t a t i n g  w o m e n  i n  c l i n i c a l
t r i a l s .  

T H E  S O L U T I O N

Removing pregnant women as a vulnerable research population under the FDA
Prioritizing pregnant and lactating women in NIH research projects on existing and new medications designed to
improve the health of both mother and baby
Establishing a federal clearinghouse and increase public awareness and transparency for clinical trials enrolling
pregnant and lactating women
Continuing the federal coordination to identify gaps, opportunities, and track the Federal agency progress towards
implementing PRGLAC reports

Within the 21st Century Cures Act (P.L. 114-255 sec. 2041), Congress created the Task Force on Research Specific to
Pregnant Women and Lactating Women (PRGLAC). After years of federal investment to identify solutions, one of the
primary recommendations was to improve the research and systems to integrate pregnant and breastfeeding mothers
to keep mother and baby healthy. This legislation seeks to implement some of these recommendations as follows:

T H E  N E E D

A lack of data can affect the health of mom and baby in a time when maternal
mortality is at an all time high. 

Of the 4 million women in the United States who give birth each year, 70% take at least one prescription medication
during their pregnancy. Yet, the National Institutes of Health (NIH) and U.S. Food and Drug Administration (FDA) have
historically excluded pregnant and breastfeeding women from clinical trials, which has led to critical evidence gaps that
can affect health outcomes for both mother and baby and has left women, their families, and health care providers to
make health decisions without reliable data. 

Gambling with Dosing: Doses that are too low could expose women to disease and too high, to toxicity. During
the 2009 H1N1 flu pandemic, the CDC recommended using standard adult dosing of the flu medication Tamiflu
due to the flu's severe impact on pregnant women. However, a 2011 study revealed that the standard dose of
the medication was potentially too weak for pregnant women to benefit from the medication. Pregnant
women were prescribed a drug that was potentially ineffective in combatting the flu and protecting women
and their babies.

Baby Safety: Without data, the baby may be exposed to unacceptable risk. The drug thalidomide was
developed for treatment of morning sickness in the 1950s, but by 1962 the drug was linked to severe birth
defects. Researchers have argued that a well-controlled clinical trial could have prevented the widespread
effects of thalidomide.

Preventing Maternal Mortality: Women may lack access to beneficial drugs for their diseases or conditions,
which puts them at higher risk for complications during pregnancy or after birth. For women with severe
epilepsy who become pregnant, stopping treatment is not a "reasonable or safe option." Seizures during
pregnancy can affect the mother's cardiovascular health, which can cause risk for both mother and baby.

Source: Anne Drapkin Lyerly, MD, MA, Presentation, CAMT Virtual Congressional Briefing (2023) 
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The Coalition to Advance Maternal Therapeutics (CAMT) was founded in 2014 to advocate for
policy changes and raise awareness of the need for greater inclusion of pregnant and lactating
populations in clinical research. Through the CAMT’s efforts, the Common Rule was revised to

declassify pregnant people as a vulnerable population,  PRGLAC was established, and additional
programs and support for the inclusion of this population in research have been promoted. 
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