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This Practice Advisory provides guidance for the use of respiratory syncytial virus (RSV)
vaccine during pregnancy for the prevention of severe RSV disease in young infants. Pfizer’s
RSVpreF vaccine (trade name Abrysvo) is the first and only RSV vaccine approved by the U.S.
Food and Drug Administration (FDA) and recommended by the Centers for Disease Control

and Prevention (CDC) for use during pregnancy to prevent severe illness in young infants.

Summary of Key Recommendations and Points

e The American College of Obstetricians and Gynecologists (ACOG) recommends a
single dose of Pfizer's RSV vaccine (Abrysvo) for pregnant individuals between 32
0/7 and 36 6/7 weeks of gestation, using seasonal administration, to prevent RSV
lower respiratory tract infection in infants. For most of the United States, RSV season

occurs from September through January.
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e Clinicians should counsel patients about the maternal RSV vaccine and the
monoclonal antibody, nirsevimab, as safe and effective ways to prevent severe LRTI

caused by RSV in infants.

e Patient preferences should be considered when determining whether to administer
the maternal RSV vaccine or not to administer the maternal RSV vaccine and rely on

administration of nirsevimab to the infant after birth.

e Maternal RSV vaccine can be administered at the same time as other vaccines

routinely recommended during pregnancy.

e Clinicians should document receipt or declination of maternal RSV vaccination in the

patient’s medical chart.

e The only RSV vaccine approved for use during pregnancy is Pfizer's bivalent RSVpreF

vaccine, Abrysvo.

e GSK’s RSV vaccine, Arexvy, is not approved for use in pregnancy.

Background

Respiratory syncytial virus is a common respiratory virus that usually causes mild cold-like
symptoms. Most people recover in a week or two, but RSV can be a serious illness for some

groups including infants and older adults.

Respiratory syncytial virus is one of the most common causes of childhood respiratory illness
and results in annual outbreaks of respiratory illnesses in all age groups. An estimated
58,000—-80,000 children under age 5 years, most of them infants under age 6 months, are
hospitalized each year nationwide because of RSV infection, with some requiring oxygen,
intravenous fluids, or mechanical ventilation. Each year, an estimated 100-300 children

younger than age 5 years die because of RSV in the United States 1 .

RSV Prevention: Maternal Vaccination

On August 21, 2023, the FDA approved the first RSV vaccine, Abrysvo, for use in pregnant
individuals to protect newborns and infants against severe RSV disease in the first 6 months
after birth. The FDA approved the vaccine to be administered between 32 and 36 weeks of

gestation 2 .



On September 22, 2023, the CDC'’s Advisory Committee on Immunization Practices (ACIP)
voted to recommend a single dose of maternal RSV vaccination for pregnant people at 32
through 36 weeks of gestation, using seasonal administration, to prevent RSV lower

respiratory tract infection (LRTI) in infants.

Importantly, while there is a second RSV vaccine from GSK approved for use in older adults, it
is not approved for use in pregnancy. Currently the only RSV vaccine approved for use in

pregnancy is Pfizer’s bivalent RSVpreF vaccine, Abrysvo.

Vaccine Efficacy

Among approximately 3,500 pregnant individuals who received Abrysvo, compared to
approximately 3,500 pregnant individuals who received placebo, Abrysvo reduced the risk of
severe LRTI in infants by 81.8% within 90 days after birth, and 69.4% within 180 days after
birth. In a subgroup of pregnant individuals who were at 32 through 36 weeks of gestation, of
whom approximately 1,500 received Abrysvo and 1,500 received placebo, Abrysvo reduced
the risk of LRTI in infants by 34.7%, and reduced the risk of severe LRTI by 91.1% within 90
days after birth when compared to placebo. Within 180 days after birth, Abrysvo reduced the
risk of LRTI by 57.3% and by 76.5% for severe LRTI, when compared to placebo 2 .

Vaccine Safety

As with other vaccines, the side effects most commonly reported by pregnant individuals who
received the RSV vaccine were pain at the injection site, headache, muscle pain, and nausea
2 .

The prescribing information for Abrysvo includes a warning to inform that a numerical
imbalance in preterm births in Abrysvo recipients (5.7%) occurred compared to those who
received placebo (4.7%). This imbalance was only seen in trial participants residing in low- to
middle-income countries. Thus, the available data are insufficient to establish or exclude a
causal relationship between preterm birth and Abrysvo. Specifically, the warning informs
health care professionals that to mitigate the theoretical risk of preterm birth following
administration of RSV vaccine before 32 weeks of gestation, Abrysvo should be administered

as indicated in pregnant individuals at 32 through 36 weeks of gestation 2 .

RSV Prevention: Monoclonal Antibody Products



On August 3, 2023, the CDC recommended the use of nirsevimab, a long-acting monoclonal
antibody product, for the prevention of RSV in infants and some young children. The CDC
recommends one dose of nirsevimab for all infants younger than 8 months, born during—or
entering—their first RSV season. For some children between the ages of 8 and 19 months
who are at increased risk of severe RSV disease, such as children who are severely

immunocompromised, a dose of nirsevimab is recommended in their second season 1 .

Nirsevimab has been shown to reduce the risk of both hospitalizations and health care visits
for RSV in infants by about 80%. For more information on the use of nirsevimab, see CDC’s
MMWR.

Another monoclonal antibody product, palivizumab, is available and recommended by the
American Academy of Pediatrics (AAP) for some infants under age 24 months at increased
risk of hospitalization for RSV infection 3 . For more information on palivizumab, see AAP’s

Policy Statement.

ACOG Recommendations

The American College of Obstetricians and Gynecologists recommends a single dose of
Pfizer's RSV vaccine (Abrysvo) for pregnant individuals between 32 0/7 and 36 6/7 weeks of

gestation, using seasonal administration, to prevent RSV LRTI in infants.

For most of the United States, RSV season occurs from September through January. As such,
similar to seasonal influenza vaccination, RSV vaccination is recommended for pregnant
individuals during the months of September through January. In jurisdictions with seasonality
that differs from most of the continental United States (eg, Alaska, jurisdictions with tropical
climates), health care professionals should follow state, local, or territorial guidance on

timing of administration 4 .

Most newborns and infants will not need both maternal vaccination and monoclonal antibody
administration. However, because the earliest time of vaccination is 32 weeks, and at least 14
days are needed from the time of maternal vaccination for development and transplacental
transfer of maternal antibodies to protect the infant, infants born at less than 34 weeks

should receive nirsevimab regardless of maternal vaccination status 4 .
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In very rare situations, infants born to mothers who were vaccinated at least 14 days before
birth may receive nirsevimab based on the clinical judgment of their health care professional.
This includes infants who have undergone cardiopulmonary bypass or infants with
substantial increased risk for severe RSV disease. Additionally, in situations where the
pregnant person may not mount an adequate immune response to vaccination (eg, people
with immunocompromising conditions) or have conditions associated with reduced
transplacental antibody transfer (eg, people living with HIV infection), administration of the
monoclonal antibody may be considered based on the judgment of the health care

professional 4 .

Implementation Considerations

Adding a new vaccine to the maternal immunization platform does not come without several
implementation considerations. The American College of Obstetricians and Gynecologists
encourages obstetrician—gynecologists to work with their staff and administrators to develop
an implementation strategy that ensures patients have access to all recommended maternal

vaccines.

Counseling

Pregnant patients should be counseled about RSV and the risk of infection to their newborns
and young infants. Clinicians should explain the difference between RSV, influenza, and

COVID-19, and the need for different vaccines to protect against each of these infections.

Clinicians should counsel patients about the benefits of maternal RSV vaccination as a safe

and effective way to prevent severe LRTI caused by RSV in infants through age 6 months.

Clinicians should also counsel patients regarding the monoclonal antibody, nirsevimab, as
another safe and effective option for newborns if the maternal RSV vaccine is not received
during pregnancy. When possible, discussions regarding nirsevimab should include

information about whether it will be available to the baby after birth.

Patient preferences should be considered when determining whether to administer the
maternal RSV vaccine or not to administer the maternal RSV vaccine and rely on
administration of nirsevimab to the infant after birth. Patients should be made aware that if
they plan to have their newborn receive nirsevimab, they do not need to receive the maternal

RSV vaccine during pregnancy.



See Box1 for additional counseling support for clinicians.

Box 1.

Counseling Guide for Clinicians

Maternal RSV Vaccine Benefits

e Newborn is born with immediate protection when vaccination occurs at least 14

days before birth
¢ Antibodies from maternal vaccination may be more resistant to virus mutation

e Reduces number of vaccines infant receives at birth
Monoclonal Antibody Benefits

e Protection from monoclonal antibody may last longer than maternal vaccination

e Results in antibody development directly to the newborn vs. passive transfer from

maternal vaccination

Coadministration with Other Maternal Vaccines

It is critically important that pregnant patients receive all recommended vaccines. Maternal
RSV vaccine can be administered at the same time as other vaccines routinely recommended

during pregnancy 4 .

Documentation


https://www.acog.org/clinical/clinical-guidance/practice-advisory/articles/2023/09/FB1

Documentation of vaccine receipt or declination is an essential component of any
immunization program. All vaccines received or declined should be documented in the
patient’s chart and state immunization information system. As such, clinicians should
document receipt or declination of maternal RSV vaccination in the patient’s medical chart.
Documentation of RSV vaccination or declination is especially critical because of the
relationship between maternal RSV vaccination and infant monoclonal antibody
administration. Hospitals and pediatric care professionals will need to know the maternal
RSV vaccination status in order to counsel patients appropriately about the monoclonal

antibody for the newborn.

Please contact clinical@acog.org with any questions.
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The American College of Obstetricians and Gynecologists recognizes and supports the
gender diversity of all patients who seek obstetric and gynecologic care. In original portions
of this document, authors seek to use gender-inclusive language or gender-neutral language.
When describing research findings, this document uses gender terminology reported by
investigators. To review ACOG's policy on inclusive language, see
https://www.acog.org/clinical-information/policy-and-position-statements/statements-of-

policy/2022/inclusive-language.
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A Practice Advisory is a brief, focused statement issued to communicate a change in ACOG
guidance or information on an emergent clinical issue (eg, clinical study, scientific report,
draft regulation). A Practice Advisory constitutes ACOG clinical guidance and is issued only
online for Fellows but may also be used by patients and the media. Practice Advisories are
reviewed periodically for reaffirmation, revision, withdrawal or incorporation into other ACOG
guidelines. This information is designed as an educational resource to aid clinicians in
providing obstetric and gynecologic care, and use of this information is voluntary. This
information should not be considered as inclusive of all proper treatments or methods of care
or as a statement of the standard of care. It is not intended to substitute for the independent
professional judgment of the treating clinician. Variations in practice may be warranted when,
in the reasonable judgment of the treating clinician, such course of action is indicated by the
condition of the patient, limitations of available resources, or advances in knowledge or
technology. The American College of Obstetricians and Gynecologists reviews its
publications regularly; however, its publications may not reflect the most recent evidence. Any

updates to this document can be found on www.acog.org/clinical.

While ACOG makes every effort to present accurate and reliable information, this publication
is provided “as is” without any warranty of accuracy, reliability, or otherwise, either express or
implied. ACOG does not guarantee, warrant, or endorse the products or services of any firm,
organization, or person. Neither ACOG nor its officers, directors, members, employees, or
agents will be liable for any loss, damage, or claim with respect to any liabilities, including
direct, special, indirect, or consequential damages, incurred in connection with this

publication or reliance on the information presented.

Publications of the American College of Obstetrician and Gynecologists are protected by
copyright and all rights are reserved. The College’s publications may not be reproduced in any

form or by any means without written permission from the copyright owner.

The American College of Obstetricians and Gynecologists (ACOG) is the nation’s leading
group of physicians providing evidence-based obstetric and gynecologic care. As a private,
voluntary, nonprofit membership organization of more than 60,000 members, ACOG strongly
advocates for equitable, exceptional, and respectful care for all women and people in need of
obstetric and gynecologic care; maintains the highest standards of clinical practice and
continuing education of its members; promotes patient education, and increases awareness
among its members and the public of the changing issues facing patients and their families

and communities. www.acog.org
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