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Hana El Sahly, MD

Chair, Vaccines and Related Biological Products Advisory Committee
US Food and Drug Administration

Silver Spring, MD 20993

RE: Docket No. FDA-2021-N-0173; Vaccines and Related Biological Products Advisory Committee
Request for Comments

Dear Dr. Sahly;

The undersigned members of the Coalition to Advance Maternal Therapeutics (CAMT) thank members
of the Vaccines and Related Biological Products Advisory Committee for their unprecedented efforts to
respond to the ongoing COVID-19 pandemic and appreciate the opportunity to submit public comments
as you assess an Emergency Use Authorization (EUA) of the Janssen Biotech Inc. COVID-19 vaccine. We
appreciate that the Committee has respected patient autonomy by not recommending that pregnant
and lactating people be denied access to previously reviewed COVID-19 vaccines, allowing individuals in
these populations to make decisions about whether to receive a vaccine based on their own assessment
of risk and benefit. We urge you to follow suit for the Janssen Biotech Inc. COVID-19 vaccine and
recommend permitting the use of this vaccine by pregnant and lactating people.

CAMT was launched in 2014 with the goal of better understanding the safety and efficacy of prescription
drugs, therapeutics, and vaccines used during pregnancy and lactation. The coalition and its member
organizations are committed to raising awareness among policy makers and industry about the need to
include pregnant and lactating women in clinical trials, where appropriate, to close gaps in knowledge
and ultimately improve the health of women and their families. CAMT is committed to protecting the
health of pregnant and lactating people through research, not from it.

Recent data has demonstrated that pregnant people are more likely to have severe COVID-19 disease,
including an increased risk of ICU admission, mechanical ventilation, extracorporeal membrane
oxygenation (ECMO), and death compared to non-pregnant people'. Further, mothers with COVID-19
are at an increased risk of preterm birth." We also know that pregnant and lactating people comprise a
significant number of individuals in priority groups that are currently eligible or will soon be eligible for
vaccination. In addition to the estimated 330,000 pregnant health care workers, many essential workers
are women of reproductive age, including a disproportionate number of people of color who already
face increased risk for complications from COVID-19 illness because of health system inequities'™. For
example, seventy-six percent of teachers, a critical subset of essential workers, are women, and many of
them are of reproductive age". Unnecessarily prohibiting pregnant and lactating people from accessing
vaccinations puts their health, as well as the health of their families and the public, at risk.

In general, our organizations recommend that COVID-19 vaccines be made available to pregnant and
lactating people who choose to be vaccinated. This enables pregnant and lactating people to make



autonomous decisions regarding receipt of the vaccine. Pregnant and lactating individuals can discuss
the potential benefits and unknown risks with their clinicians when appropriate and desired. Given the
clear evidence of the dangers of COVID-19 in pregnancy, and the importance of patient autonomy, our
organizations urge the Committee to allow pregnant and lactating individuals to make their own
decisions regarding COVID-19 vaccination.

CAMT thanks you again for your work during this unprecedented time and your consideration of the
needs of pregnant and lactating people. Our organizations stand ready to work with you to ensure that

COVID-19 vaccines are equitably, safely, and quickly administered to bring this pandemic to an end.

Please direct questions to Elizabeth Karan at ekaran@artemispolicygroup.com.
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