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The first coronavirus disease 2019 (Covid-19) vaccines available in the United States were messenger
RNA (mRNA) vaccines: BNT162b2 (Pfizer-BioNTech) and mRNA-1273 (Moderna). In: December 2020,

the vaccines were granted Emergency Use Authorization (EUA) by the Food and Drug: Admmlstratlon ‘

(FDA) as a two-dose series, 3 weeks apart for Pfizer-BioNTech and 1 month apart for Modema,,and were
recommended for use by the Advisory Committee on Immunization Practices (ACIP). Preg'n_ant_- persons
were excluded from preauthorization clinical trials, and only limited human data on safety duringpregnancy

were available at the time of authorization. However, pregnant persons with Covid-19 are at increased risk

for severe illness-and death, as compared with nonpregnant persons of reproductive age. Furthermore,
pregnant persons with Covid-19 might be at increased risk for adverse pregnancy outcomes, such as preterm
birth, as compared with pregnant persons without Covid-19. The Centers for Disease Control and Prevention
(CDC) and ACIP, in collaboration with the American College of Obstetricians and Gynecologists and the
American Academy of Pediatrics, have issued guidance indicating that Covid-19 vaccines should not be
withheld from pregnant persons.

Postauthorization monitoring in pregnant persons is necessary to characterize the safefy of these new
Covid-19 vaccines. .Furthermore, establishing their safety profiles is critical to inform recommendations on

- maternal vaccinatien against Covid-19. We report preliminary findings of mRNA Covid-19 vaccine safety

in pregnant persons from three U.S. vaccine safety monitoring systems: the “v-safe after vaccination health
checker” surveillance system, the v-safe pregnancy registry, and the Vaccine Adverse Event Reporting

{ System (VAERS)

Methods: Data source

vaccination program; enrollment is voluntary. V-safe sends text messages to participants with weblinks to
online surveys that assess for adverse reactions and health status during a postvaccination follow-up period.

Follow-up continues 12 months after the final dose of a Covid-19 vaccine. During the first week after
‘vaccination with any dose of a Covid-19 vaccine, participants are prompted to report local and systemic

signs and symptoms during daily surveys and rank them as mild, moderate, or severe; surveys at all time
points assess for events of adverse health effects. If participants indicate that they required medical care at
any time point, they are asked to complete a report to the VAERS through active telephone outreach. _
‘To identify persons who received one or both Covid-19 vaccine doses while pregnant or who became
pregnant after Covid-19 vaccination, v-safe surveys include pregnancy questions for perso‘ns'who do not
report their sex as male. Persons who identify as pregnant are then contacted by telephone and, if they meet
inclusion criteria, are offered enrollment in the v-safe pregnancy registry. Eligible persons are those who

| received vaccination during pregnancy or in the periconception period (30 days before the last menstrual

period through 14 days after) and are 18 years of age or older. For persons who choose to enroll, the
preguancy registry telephone-based survey collects detailed information about the participant, including
medical and obstetric history, pregnancy complications, birth outcomes, and contact information for

obstetric and pediatric health care providers to obtain medical records; infants are followed through the first
3 months of life.
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The VAERS is a national spontaneous-reporting (passive-surveillance) system established in 1990 that is
administered by the CDC and the FDA. Anyone can submit a report to the VAERS. Health care providers are required to
report certain adverse events after vaccination, including pregnancy-related complications resulting in hospitalization and
congenital anomalies, under the conditions of the EUAs for Covid-19 vaccines; the CDC encourages reporting of any
clinically significant maternal and infant adverse events. Signs and symptoms of adverse events are coded with the use of
the Medical Dictionary for Regulatory Activities (MedDRA), version 23.1. We used a pregnancy-status question in the
VAERS form and a MedDRA code and text-string search to identify reports involving vaccination in pregnant persons.
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Figure 1. Most Frequent Local and Systemic Reactions Reported in the V-safe Surveillance System on the Day
after mRNA Covid-19 Vaccination.

Shown are solicited reactions in pregnant persons and nonpregnant women 16 to 54 years of age who received a messenger RNA
(mRNA) coronavirus disease 2019 (Covid-19) vaccine — BNT162b2 (Pfizer-BioNTech) or mRNA-1273 (Moderna) — from
December 14, 2020, to February 28, 2021. The percentage of respondents was calculated among those who completed a day 1

survey.
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