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11 USE IN SPECIFIC POPULATIONS 
11.1 Pregnancy 
 
Pregnancy Exposure Registry 
There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed 
to Moderna COVID-19 Vaccine during pregnancy. Women who are vaccinated with Moderna 
COVID-19 Vaccine during pregnancy are encouraged to enroll in the registry by calling 1-866- 
MODERNA (1-866-663-3762). 
 
Risk Summary 
All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the U.S. general 
population, the estimated background risk of major birth defects and miscarriage in clinically 
recognized pregnancies is 2% to 4% and 15% to 20%, respectively. Available data on Moderna 
COVID-19 Vaccine administered to pregnant women are insufficient to inform vaccine 
associated risks in pregnancy. 
 
In a developmental toxicity study, 0.2 mL of a vaccine formulation containing the same quantity 
of nucleoside-modified messenger ribonucleic acid (mRNA) (100 mcg) and other ingredients 
included in a single human dose of Moderna COVID-19 Vaccine was administered to female 
rats by the intramuscular route on four occasions: 28 and 14 days prior to mating, and on 
gestation days 1 and 13. No vaccine-related adverse effects on female fertility, fetal 
development or postnatal development were reported in the study. 
 
 
11.2 Lactation 
 
Risk Summary 
Data are not available to assess the effects of Moderna COVID-19 Vaccine on the breastfed 
infant or on milk production/excretion. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
https://www.fda.gov/media/144637/download 


