The European Network of Teratology Information Services, ENTIS: position statement
on COVID-19 vaccines during pregnancy & lactation.

Position adopted by ENTIS as of April 14th, 2021.

ENTIS holds the position that vaccination is the currently most effective measure to
reduce the risks associated with COVID-19 disease in pregnant women. Current
safety data are reassuring, and ENTIS endorses a favorable benefit-risk ratio for
COVID-19 vaccination in pregnancy

General considerations
The issue of COVID-19 vaccination during pregnancy (and lactation) is currently
subject to some controversies as opinions and practices differ across Nations,
Regulatory Agencies, health care professionals and patients. We acknowledge that
regulatory entities may differ with respect to labelling (as defined by “Indications” and
“Contraindications” in the respective Summaries of Product Characteristics, SmPC’s),
and in guidelines from health authorities. This may influence clinical practice and
decision making. Additionally, the amount of safety data for each specific vaccine
varies substantially with most pregnancy data currently accumulated for the PfizerBioNTech and Moderna vaccines.
The above factors notwithstanding, ENTIS supports the following points to consider on
COVID-19 vaccines in pregnancy and lactation given the current level of evidence and
benefit-risk assessments:
Specific points to consider
Considerations for the pregnant woman
•

•

•

•

Pregnancy, especially in its third trimester, poses an increased risk for severe
COVID-19 disease, compared to women with similar characteristics who are
not pregnant. Severe maternal COVID-19 disease appears associated with an
elevated risk of stillbirth and preterm delivery.
We currently hold the position that the benefit-risk assessment favors COVID19 vaccines during pregnancy. This is especially true for women
o at increased risk for acquiring COVID-19, such as health care providers
or those who reside in high morbidity outbreak areas
o who carry risk factors associated with more severe COVID-disease e.g.
diabetes, BMI>30, or hypertension
World-wide, a very large number of pregnant women have been vaccinated
with no signs of untoward effects to the pregnant woman or the fetus. There
are documented post-marketing data on more than 40.000 pregnant women
receiving COVID-19 vaccines with no signs of excess risk of morbidity or
mortality.
There should be no contraindication for women – regardless of individual risk
status - who received their first vaccine dose before pregnancy to complete the

vaccination with the second dose according to the original recommended
schedule, even after conception.
Considerations for women contemplating pregnancy
•

Women planning a pregnancy and women during ART are at an optimal
window of opportunities, to complete their vaccination before pregnancy, in
countries where vaccination is available.

Considerations for the fetus
•
•

To date, there is no evidence of risk to the embryo or fetus from COVID
vaccination in pregnancy.
Actual documented data on liveborn children exposed to COVID-19 vaccines
in utero are sparse (about 250) but reassuring.

Considerations for the nursing infant
•

Vaccination appears safe for the nursing infant. Generally, all non-live vaccines
are considered safe for nursing.
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