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KEY POINTS
What we know:
•

Pregnancy is a high-risk condition for severe COVID-19, hospitalization, and mortality.

•

Pregnant and lactating people were excluded from participation in vaccine trials.

•

Moderna’s mRNA-1273 and Pfizer’s BNT162b2 both use novel vaccine platforms (mRNA based) that have not been
studied in pregnant or lactating people.

•

•

The Pfizer vaccine will be administered in 2 doses 21 days apart and is 95% effective in preventing COVID-19.

•

The Moderna vaccine will be administered in 2 doses and is 94.1% effective in preventing COVID-19.

•

Common side effects include headache (55.1%), mild fever (up to 15%), fatigue (62.9%), joint pain (23.6%), muscle
pain (38.3%), and pain at the injection site (84%) which may last several days and were more common following
the 2nd dose of the vaccine.

•

Pregnant mouse models utilizing mRNA based vaccine platforms against Zika virus and Cytomegalovirus have not
demonstrated evidence of harm.

•

The Pfizer vaccine trial reported 23 pregnancies - 12 in the vaccine arm and 11 in the placebo arm. Vaccination
occurred prior to LMP, within 30 days of LMP and in unknown relation to LMP. There was one miscarriage and one
instance of retained products of conception, both in the placebo arm. Pregnancy outcomes are otherwise
unknown at this time according to the Vaccines and Related Biological Products Advisory Committee Meeting.

•

The FDAs Vaccines and Related Biological Products Advisory Committee endorsed the Pfizer-BioNtech vaccine on
12/10/2020 and on 12/11/2020 the FDA issued an emergency use authorization (EUA) for the Pfizer-BioNtech
vaccine for individuals 16 and older.

AstraZeneca AZD1222 uses a viral-vector similar to the Ebola vaccine (only regulated vaccine using next-generation
platforms).
•

The Ebola vaccine (live-attenuated recombinant vesicular stomatitis virus rVSV vaccine) was inadvertently
administered to 84 pregnant women with no evidence of unacceptable adverse pregnancy outcomes.

What we do not know:
•

Safety or efficacy in large groups of pregnant and lactating people.

•

Unknown, if any, fetal or neonatal impact of COVID-19 vaccination.

•

Whether mRNA crosses the placenta.

•

How long the vaccine will provide protection.

•

Whether or not the vaccine can prevent person to person transmission of SARS-CoV-2.

Current opinions:
•

In its EUA - the FDA acknowledged the lack of clinical data about the vaccine use in pregnant individuals but indicated that
pregnant individuals make their own decision about vaccination after having a conversation with their medical provider.

•

Some vaccine experts have stated: “FDA-approved COVID-19 vaccines should not be withheld from women solely based
on their pregnancy or lactation status, when they otherwise meet criteria for vaccination” calling this unethical (Craig et
al).

•

The American College of Obstetrics and Gynecologists (ACOG) and the Advisory Committee on Immunization Practices
(ACIP) echo this language advising all pregnant patients in prioritized groups may choose to receive the Pfizer-BioNtech’s
COVID-19 vaccine.

•

The Society for Maternal-Fetal-Medicine (SMFM) also strongly recommends that pregnant women have access to COVID19 vaccines and that pregnant healthcare workers should be offered the vaccine as part of prioritizing vaccination in frontline healthcare workers.
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UNIVERSITY OF MN MFM RECOMMENDATIONS
We agree with national societal recommendations that pregnant and lactating people should have access to
COVID-19 vaccines. The decision of each individual to be vaccinated will need to be centered around the unknown
risks of this vaccination in pregnancy and lactation but also taking into account the known risks of COVID-19 in
pregnancy and considering the risks of failing to intervene. The decision will ultimately be up to each patient. A
conversation with their clinical team may assist individuals in making their decision but is not required prior to
vaccination.
Specifically for lactating people, the theoretical safety concerns of receiving the vaccination while lactating do not

outweigh the potential benefits of the vaccine and thus lactating individuals who otherwise meet criteria for the
vaccine should receive it similar to nonlactating individuals.
Non-pregnant individuals actively contemplating pregnancy should receive the vaccine as indicated and do not need to
delay pregnancy after completion of both doses. Individuals becoming pregnant between doses or within 30 day of
receipt of the vaccine should participate in the CDC’s V-SAFE program.
Finally, we, as a profession, continue to advocate for the inclusion of pregnant and lactating women in phase II/III
vaccine trials and recommend pregnant women who receive the vaccine be monitored through a vaccine registry,
when this becomes available, so we can continue to monitor the safety for this vulnerable population. We will
continue to update our recommendations regarding the COVID-19 vaccine as further safety data emerges as we
anticipate emerging data may identify some vaccines are more suitable than others for pregnant women.

The following script is provided as a launching point to these conversations with your patient:
As you may have heard there is a COVID-19 vaccine now available. The way this vaccine works is by using messenger
RNA (mRNA) which acts like an instruction booklet for your cells. This vaccine provides instructions on how to make a
small, harmless piece of the spike protein found on SARS-CoV-2 virus. The spike protein that is made is seen as foreign
and our body’s response is to make antibodies against it. Then, when we are exposed to COVID-19, our body has a
readied defense system that prevents us from getting sick. This vaccine has proven to be highly effective with minimal
side effects (fever, chills, headache, body aches, injection site pain) however it has not been specifically studied in
pregnant or lactating people. We know that pregnant women who contract COVID-19 are at increased risk of

developing severe infection, requiring hospitalization, and needing ventilatory support. The risk of fetal harm is
theoretical for any untested medical treatment and this vaccine would be no different. We support pregnant women
being offered and receiving the COVID-19 vaccine to help reduce the risk of adverse outcomes for you but ultimately
that decision is up to you.
Regardless of whether or not you receive the vaccine we support your decision and would recommend continuing to
follow CDC guidelines with regards to mask wearing, hand hygiene, and social distancing as we do not yet know how
long the vaccine will provide protection against COVID-19 and whether or not it prevents person to person transmission
of the virus.
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