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Remdesivir is a nucleotide analog with broad-spectrum antiviral activity that is administered intravenously in the treatment of COVID-19 and other
serious viral infections.

Maqnitude of '_I'eratogenic Risk to Child Born After Exposure UNDETERMINED
During Gestation:

Quality and Quantity of Data on Which Risk Estimate is Based: VERY LIMITED
Comments: NONE

Summary of Teratology Studies:
MAJOR CONGENITAL ANOMALIES

No epidemiological studies of congenital anomalies among infants whose mothers were treated with remdesivir during pregnancy have been
reported. Eleven women who were hospitalized with COVID-19 and received remdesivir during the second or third trimester of pregnancy
delivered healthy infants in separate case reports (McCoy et al., 2020; Saroyo et al., 2021; Singh et al., 2022 ).

ADVERSE PREGNANCY AND NEONATAL OUTCOMES

No stillbirths or neonatal deaths were reported among 39 infants born to women with COVID-19 who were treated with remdesivir during
pregnancy (Gutierrez et al., 2022). In the same study, no associations with composite adverse pregnancy and neonatal outcomes were reported
among the group treated with remdesivir compared to 56 pregnant patients with moderate or severe COVID 19 who did not receive remdesivir
treatment. No stillbirths or neonatal deaths were reported among 33 infants born to 64 women with severe or critical COVID-19 disease during the
second or third trimester of pregnancy in one series (Pierce-Williams et al., 2020). Seventeen of the 64 women were treated with remdesivir.

In other case reports, two preterm infants (25 weeks and 29 weeks) were born to mothers with severe COVID-19 pneumonia who received
several medications, including remdesivir, prior to delivery (Easterlin et al., 2020; Jacobson et al., 2021). Preterm delivery was attributed to
maternal iliness in both cases. A healthy full-term infant was born to a mother with severe COVID-19 pneumonia who received remdesivir in the
third trimester (Dande et al., 2021).

Six pregnant women were given remdesivir in a randomized, controlled trial of four different medications designed to treat Ebola virus disease
(Mulangu et al., 2019). No serious adverse neonatal events attributable to remdesivir were reported in this study.

ANIMAL TERATOLOGY STUDIES
Animal teratology studies of remdesivir conducted by the manufacturer have not been published in the peer-reviewed literature.
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COVID-19 PREGNANCY STUDY

A pregnancy studyhas been established for women infected with, or exposed to, the SARS-CoV-2 coronavirus (which causes COVID-19) during
pregnancy.

Healthcare providers are encouraged to enroll such patients, whether or not they have been treated with remdesivir, in the MotherToBaby
Pregnancy Study by calling 877-311-8972 (https://mothertobaby.org/join-a-study-form/).



