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Casirivimab/Imdevimab (casirivimab and imdevimab) is a combination of two neutralizing monoclonal antibodies that target the SARS-CoV-2
spike protein. Casirivimab/Imdevimab is administered intravenously in the treatment of COVID-19.

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

During Gestation:

Quality and Quantity of Data on Which Risk Estimate is Based: LIMITED

Comments: BECAUSE CASIRIVIMAB/IMDEVIMAB IS AN ANTIBODY MIXTURE, IT MAY BE ACTIVELY TRANSPORTED ACROSS

THE PLACENTA IN LATER PREGNANCY.

Summary of Teratology Studies:
MAJOR CONGENITAL ANOMALIES

No epidemiological studies of congenital anomalies among infants born to women who were treated with casirivimab and imdevimab during
pregnancy have been reported.

No congenital anomalies were described in a term infant born to a mother with COVID-19 who received casirivimab and imdevimab at the end of
her pregnancy (Mayer et al., 2021). This infant was admitted, however, to the neonatal intensive care unit with intermittent tachypnea but was
discharged at day 2 after delivery. No congenital anomalies were identified on ultrasound or at the time of delivery among four pregnancies in
women who were infused with casirivimab and imdevimab at gestational ages ranging between 11 and 32 weeks (Hirshberg et al., 2021).

ADVERSE PREGNANCY AND NEONATAL OUTCOMES

No significant differences in the frequency of adverse pregnancy or neonatal outcomes were reported among 24 (12 undelivered) women who
received casirivimab and imdevimab at some point in their pregnancy when compared to 47 (three undelivered) untreated women who were
hospitalized for COVID-19 during pregnancy in a retrospective cohort study (Levey et al., 2022).

In seven pregnant patients with COVID-19 who received casirivimab and imdevimab, five delivered healthy infants (two had pre-emptive
caesarian section at 31 and 36 weeks) while two had uncomplicated ongoing pregnancies (Folkman et al., 2022). In a separate case series of 24
women infused with casirivimab and imdevimab for COVID-19 treatment during pregnancy, 23 delivered healthy neonates, while one resulted in
fetal death (Thilagar et al., 2022). No details on timing of exposure were provided in this series. Fetal growth restriction in two term infants whose
mothers received casirivimab and imdevimab in pregnancy was reported in another case-series of 14 exposed pregnancies (Richley et al., 2022).
In another case-series of 13 hospitalized COVID-19 patients who received casirivimab and imdevimab in the second half of pregnancy, two of four
patients delivered via caesarian section and were preterm while nine pregnancies were still ongoing with no complications at the time of
publication (Buonomo et al., 2022).

ANIMAL TERATOLOGY STUDIES
Animal teratology studies of casirivimab and imdevimab conducted by the manufacturer have not been published in the peer-reviewed literature.
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