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Taking Vedolizumab in Pregnancy Did Not
Increase the Risk of Birth Defects or Adverse
Pregnancy Outcomes

LA JOLLA, CA - Vedolizumab (sold under the trade name Entyvio®) is a medication that is used to treat Crohn’s disease
and ulcerative colitis, which are two forms of inflammatory bowel disease (IBD). For women who became pregnant
while taking vedolizumab, there are limited data on whether this medication could affect the pregnancy and the
developing baby. Our study sought to examine this question by evaluating the safety/risk of vedolizumab use in
pregnant women who were participating in MotherToBaby Pregnancy Studies.

What did we study? From 2015 to 2022, we enrolled 275 pregnant women in the United States and Canada; 99 of

the women had IBD and reported taking vedolizumab sometime during their pregnancy, 76 women had IBD but were
being treated with other biologic medications, and the remaining 100 women did not have IBD and were not exposed
to vedolizumab or other biologic medications.

We interviewed the mothers up to three times during their pregnancy and once at the end of their pregnancies. We
also collected information from the medical records of both mom and baby. Finally, a subset of the babies was
examined by one of our study doctors. We then compared the three groups of women by looking at several pregnancy
and birth outcomes, including pregnancy loss, preterm birth, and birth defects.

What did we find? We found no meaningful differences in the rates of pregnancy loss, preterm birth, or birth defects
between the groups. There were also no meaningful differences between the groups on infant growth measures at
birth and at 1 year of age.

What'’s the takeaway? Taking vedolizumab in pregnancy did not increase the chance of birth defects or other
adverse pregnancy outcomes. Our study provides additional reassuring evidence for women with IBD who take
vedolizumab during pregnancy.
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Questions? Call 866.626.6847 | Text 855.999.3525 | Email or Chat at MotherToBaby.org.

Disclaimer: MotherToBaby Fact Sheets are meant for general information purposes and should not replace the advice of your health care provider.
MotherToBaby is a service of the non-profit Organization of Teratology Information Specialists (OTIS). Copyright by OTIS, January 27, 2026.
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PRESS RELEASE

Brentwood, TN — MotherToBaby, a service of the Organization of Teratology Information Specialists (OTIS), today
announced the launch of two brand new resource hubs—a dedicated webinar repository and a collection of
downloadable infographics—to equip healthcare providers with evidence-based tools for patient education and clinical
practice. The announcement coincides with National Birth Defects Awareness Month (NBDAM), observed every January.

Each year, approximately 1 in 33 babies in the United States is born with a birth defect. Birth defects are a leading
cause of infant mortality. National Birth Defects Awareness Month, led by the National Birth Defects Prevention
Network (NBDPN), underscores the importance of prevention, education, and support for families.

The new MotherToBaby Webinar Repository houses on-demand presentations featuring nationally recognized experts
discussing timely topics related to exposures during pregnancy and breastfeeding, from medication safety to infectious
disease risks. All webinars are free to view, evidence-based, and designed for providers who counsel patients on
exposure risks and benefits.

In addition, the MotherToBaby Infographics Library offers visually engaging, easy-to-share graphics covering common
questions about exposures—from vaccines and radiation to environmental concerns. These materials can be shared
directly with patients, used in presentations, or integrated into community outreach.

“Healthcare providers are often the first line of support when families have questions about exposures during
pregnancy or breastfeeding,” said Lorrie Harris-Sagaribay, MPH, President of OTIS/MotherToBaby. “We created these
webinars and infographics to make their jobs easier—delivering evidence-based information in formats that are quick
to access, simple to share, and easy for patients to understand. Our goal is to help prevent birth defects and improve
outcomes by ensuring accurate, trusted information reaches the providers and families who need it most.”

By aligning this launch with National Birth Defects Awareness Month, MotherToBaby highlights the critical role of
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healthcare providers in advancing prevention and education. The organization encourages providers to explore the
webinars and infographics, and to share them with patients and colleagues.

More about MotherToBaby

MotherToBaby, a service of the non-profit Organization of Teratology Information Specialists (OTIS), is dedicated to
providing no-cost evidence-based information to pregnant and breastfeeding people, healthcare professionals, and the
general public about medications and other exposures during pregnancy and while breastfeeding. Talk directly to the
experts behind the most up-to-date research by calling (866) 626-6847, texting (855) 999-3525, or via live chat and
email on www.MotherToBaby.org. MotherToBaby is recommended by many agencies, including the Centers for Disease
Control and Prevention (CDC).

MotherToBaby is supported by the Health Resources and Services Administration (HRSA) of the U.S. Department of
Health and Human Services (HHS) as part of an annual award totaling $1,200,000 with zero percentage financed with
non-governmental sources. MotherToBaby is also supported by the Centers for Disease Control and Prevention

(CDC). The contents of this release are those of the author(s) and do not necessarily represent the official views of, nor
an endorsement, by HRSA, CDC, HHS or the U.S. Government. To learn more about MotherToBaby and OTIS, please
visit www.MotherToBaby.org.

Media Contact: Nicole Chavez, 619-368-3259, nchavez@mothertobaby.org

Questions? Call 866.626.6847 | Text 855.999.3525 | Email or Chat at MotherToBaby.org.

Disclaimer: MotherToBaby Fact Sheets are meant for general information purposes and should not replace the advice of your health care provider.
MotherToBaby is a service of the non-profit Organization of Teratology Information Specialists (OTIS). Copyright by OTIS, January 27, 2026.
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FOR IMMEDIATE RELEASE

BRENTWOOD, TN - With 1 in 33 U.S. babies affected by birth defects each year, MotherToBaby, in partnership with
the National Birth Defects Prevention Network (NBDPN), is kicking off National Birth Defects Awareness Month by
unveiling a new digital pregnancy tool as well as a special podcast series that offers listeners continuing education
credits.

MotherToBaby’s new and interactive critical periods of pregnancy tool aims to help pregnant people better understand
the different stages of prenatal development and when exposures can impact different organ systems. By entering a
last menstrual period (LMP) or estimated due date (EDD), as well as when an exposure (such as alcohol or medication
use) took place, the user can see how far along they are in the pregnancy and visualize when important development
events, such as the formation of the heart and lungs, are estimated to take place. Interactive popups on the chart
provide more detailed definitions and information to effectively reach people of all health literacy backgrounds.

“The critical periods chart has been around for some time in the field of teratology,” shared project lead Kirstie
Perrotta, MPH. “However, our team really wanted to add more detail and make the tool as interactive as possible.”
When people have questions about an exposure in pregnancy, they can call MotherToBaby to receive a one-on-one
assessment. This new tool is a nice complement to the personalized information service, allowing individuals to modify
the chart with just a few clicks to reflect their specific dates. “The end goal was always to increase education on the
topic of prenatal development,” added Perrotta. “With better information available to the public, individuals can make
the best choices possible for their developing baby.”

Also, just in time for Birth Defects Awareness Month, The MotherToBaby Podcast announces a three-part series on
Fetal Alcohol Spectrum Disorders (FASD) in collaboration with the Centers for Disease Control and Prevention (CDC)
and FASD United. For the first time ever for The MotherToBaby Podcast listeners, they can earn continuing education
credits if they listen to the three-episode series. “We know that exposure to alcohol during pregnancy can cause
serious birth defects and FASD. Many people may be unfamiliar with how to recognize FASD, which often goes
undiagnosed,” said Lorrie Harris-Sagaribay, MPH, MotherToBaby President. “We are thrilled to reach more healthcare
providers and members of the public to educate them about FASD through our popular podcast platform.” Continuing
education credit details are provided in the show notes of each episode. The MotherToBaby Podcast is available on
Apple Podcasts, Amazon Music, Spotify, and anywhere podcasts are played.

To complement the FASD podcast series, a free Birth Defects Awareness Month webinar about FASD aimed at
healthcare providers will take place on January 31, 2025 at 9a PT/12p ET. The webinar will be presented by Dr. Noemi
Spinazzi of the American Academy of Pediatrics. It is a free webinar, but advanced registration is required at the
following link: https://momtobaby.org/FASDwebinar2025

Every January during Birth Defects Awareness Month, MotherToBaby, in partnership with the National Birth Defects
Prevention Network (NBDPN) and other health organizations, aims to raise awareness about birth defects, their effects
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on the community and prevention efforts. Please share the tools found in the NBDPN education and awareness packet
that can be accessed online at https://nbdpn.org/national-birth-defects-awareness-month/.

More about MotherToBaby

MotherToBaby, a service of the non-profit Organization of Teratology Information Specialists (OTIS), is dedicated to
providing no-cost evidence-based information to pregnant and breastfeeding people, healthcare professionals, and the
general public about medications and other exposures during pregnancy and while breastfeeding. Talk directly to the
experts behind the most up-to-date research by calling (866) 626-6847, texting (855) 999-3525, or via live chat and
email on www.MotherToBaby.org. MotherToBaby is recommended by many agencies, including the Centers for Disease
Control and Prevention (CDC).

MotherToBaby is supported by the Health Resources and Services Administration (HRSA) of the U.S. Department of
Health and Human Services (HHS) as part of an award totaling $6,000,000 with zero percentage financed with non-
governmental sources. The contents of this release are those of the author(s) and do not necessarily represent the
official views of, nor an endorsement, by HRSA, HHS or the U.S. Government. To learn more about MotherToBaby and
OTIS, please visit www.MotherToBaby.org.

Media Contact: Nicole Chavez, 619-368-3259, nchavez@mothertobaby.org

Questions? Call 866.626.6847 | Text 855.999.3525 | Email or Chat at MotherToBaby.org.

Disclaimer: MotherToBaby Fact Sheets are meant for general information purposes and should not replace the advice of your health care provider.
MotherToBaby is a service of the non-profit Organization of Teratology Information Specialists (OTIS). Copyright by OTIS, January 27, 2026.
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As we enter the 2024-2025 respiratory virus season, MotherToBaby wants to highlight the importance of vaccinations
during pregnancy. All pregnant people are recommended to receive the annual flu shot and an updated 2024-2025
COVID-19 vaccine. Tdap, and the Abrysvo® RSV vaccine are recommended in the third trimester. These vaccines are
well studied in pregnancy and not expected to increase risks for the developing baby. Furthermore, by protecting the
pregnant person from diseases like the flu, COVID-19, pertussis, and RSV, vaccinations can help reduce the risk of
pregnancy complications and ensure babies are born with protection against serious illnesses.

MotherToBaby knows that people who are pregnant have a lot to remember. Between taking a prenatal vitamin every
day, getting blood work done, attending prenatal visits, and preparing for baby’s arrival, the pregnancy to-do list can
feel never-ending. In an effort to provide a simplified reminder about the four vaccines recommended in pregnancy
and why they are each so important, MotherToBaby has created a helpful infographic available for download below.

“This infographic is a great reminder of the many benefits vaccinations offer during pregnancy” shared Kirstie Perrotta,
MPH, co-chair of MotherToBaby’s Emerging Issues Task Force. “Getting these vaccines on time is one of the most
important things a pregnant person can do for their health and the health of their baby.”
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Protecting You and Your Baby
Vaccines Recommended in Pregnancy

Did you know?
Vaccines are well studied in
| pregnancy and not shown

COVID-19 Vaccine

COVID-19 infection in pregnancy
increases your chances of pregnancy
problems, being hospitalized, needing a
ventilator, and death.

GET VACCINATED with the updated
COVID-19 vaccine every year, in any
trimester of pregnancy.

Tdap

Pertussis (whooping cough) can be
serious and even life threatening for young
babies. Getting the Tdap vaccine in each
pregnancy protects the baby from
pertussis after delivery.

GET VACCINATED with Tdap in the third
trimester (27-36 weeks) of every
pregnancy.

Flu Shot

The flu during pregnancy increases your
chance of getting very sick. This can lead
to pregnancy problems, haspitalization,
and even death.

GET VACCINATED with the flu shot every
year, in any trimester of pregnancy.

RSV Vaccine

RSV (respiratory syncytial virus) can
cause severe illness in babies. Getting the
vaccine in pregnancy protects the baby
from RSV after delivery.

GET VACCINATED with the Abrysvo®
RSV vaccine in weeks 32-36 of pregnancy
between September and January.

(RSV season may differ in some areas.
Check with your healthcare provider.)

Did you know? \
Studies show that
antibodies you make after
getting vaccinated in
pregnancy pass to your
baby and can protect them
for months after they are

born. /

For more information about vaccines or other exposures in

@ MotherToaby*

pregnancy or lactation, call 866-626-6847, text 855-999-
3525, or visit https://mothertobaby.org/ to live chat or email

and access fact sheets, baby blogs, podcasts and more!
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For a PDF version of the infographic, click here.
MotherToBaby also has other resources available on the topic of vaccination in pregnancy.

Be sure to subscribe to The MotherToBaby Podcast so you don’t miss our upcoming episode series on vaccination. The
podcast is available on iTunes, Amazon Music or wherever you listen to podcasts.

Past vaccine-related podcast episodes:

RSV Vaccine in Pregnancy

Vaccine Questions during Pregnancy Answered
Vaccine Questions during Breastfeeding Answered
COVID-19 Vaccine in Pregnancy

Read our recent Baby Blogs discussing vaccination here:

¢ https://mothertobaby.org/baby-blog/another-vaccine-in-pregnancy-yes-and-heres-why-thats-good-news/

¢ https://mothertobaby.org/baby-blog/immunization-education-everything-you-need-to-know-about-vaccines-befor
e-and-during-pregnancy/

And check out our vaccine fact sheets here:

https://mothertobaby.org/fact-sheets/covid-19-mrna/

https://mothertobaby.org/fact-sheets/covid-19-protein-subunit-vaccine/

https://mothertobaby.org/fact-sheets/seasonal-influenza-vaccine-flu-shot-pregnancy/

https://mothertobaby.org/fact-sheets/tetanus-diphtheria-pertussis-tdap-vaccine-pregnancy/
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e https://mothertobaby.org/fact-sheets/respiratory-syncytial-virus-rsv-vaccine-abrysvo/

Still have more questions? MotherToBaby specialists are happy to assist you further. Please feel free to call, chat, text,
or email for more information: https://mothertobaby.org/contact/

Questions? Call 866.626.6847 | Text 855.999.3525 | Email or Chat at MotherToBaby.org.

Disclaimer: MotherToBaby Fact Sheets are meant for general information purposes and should not replace the advice of your health care provider.
MotherToBaby is a service of the non-profit Organization of Teratology Information Specialists (OTIS). Copyright by OTIS, January 27, 2026.
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MotherToBaby proudly announces a new partnership to further support maternal mental health with the National
Maternal Mental Health Hotline (NMMHH).
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