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Background
Pregnant people are at higher risk of severe illness from COVID-19 than nonpregnant people, and they have a
higher risk of pregnancy complications, such as preterm birth and stillbirth. 1 On May 21, 2021, the Food and
Drug Administration (FDA) expanded the use of monoclonal antibody (mAb) therapy for the treatment of
mild-to-moderate COVID-19 to include pregnant people, based on their pregnancy alone. 2,3 In clinical trials,
mAb therapy is associated with a relative reduction of 70-87% in COVID-19-related hospitalizations or deaths
in high-risk patients, 4 making them highly effective and often life-saving treatments. However, many patients
and their providers may be unaware of their eligibility for mAbs or how to access this therapy in Minnesota.
In addition, patients and providers may be hesitant to use this therapy due to concerns about its safety in
pregnancy.
This joint statement from the Minnesota Department of Health (MDH), Minnesota section of the American
College of Obstetricians and Gynecologists (Minnesota ACOG), Allina Health, Mayo Clinic, and University of
Minnesota summarizes what is known about the risks of COVID-19 in pregnancy, pregnancy-specific data and
recommendations related to mAb therapy, and provides information on how patients and providers can
access mAb therapy in Minnesota. Due to the risks for poor outcomes associated with COVID-19 in
pregnancy, mAb therapy is highly recommended in this population. COVID-19 vaccine should also continue
to be recommended to pregnant people as mAb therapy is not a substitute for vaccination.

COVID-19 monoclonal antibody use in pregnancy
Risk of COVID-19 in pregnancy
Through Nov. 15, 2021, more than 145,000 cases of COVID-19 in pregnant people were confirmed in the
United States, including more than 24,000 hospitalizations and 229 deaths. 5 Cases of COVID-19 in
symptomatic, pregnant people have a two-fold risk of admission into intensive care and a 70% increased risk
of death. 6
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Recent studies have found that these risks have increased even more since July 2021, when the delta variant
became the predominant variant in the United States. A study from Mississippi showed an increase from five
to 25 deaths per 1,000 SARS-CoV-2 infections during pregnancy, during the period when the delta variant
circulated widely. 7 Another Centers for Disease Control and Prevention study found that pregnant people
with COVID-19 were four times as likely to have a stillbirth compared to pregnant people without COVID-19,
during the delta variant dominant period. 8 There are also risks to their infants, including an increased risk of
admission to the neonatal ICU. 9 Finally, pregnant people as a group have a low rate of vaccine coverage, with
only 35% of pregnant people fully vaccinated as of Nov. 13, 2021. 10

Safety of mAbs in pregnancy
Pregnancy was added in May 2021 by the FDA as a high-risk condition indicating eligibility for mAbs. Prior to
this, pregnant people with additional high-risk conditions, such as diabetes, were eligible for treatment.
Although pregnant people were not included in the initial studies investigating mAbs for COVID-19, antibody
therapy is used for other conditions, such as hepatitis A and B, varicella, rubella, tetanus, rabies, and CMV,
and is considered to be safe. 11 Two published case series on the use of REGEN-COV in pregnancy found no
evidence of pregnancy complications or adverse treatment effects, although sample sizes were small. 12,13 To
date, we have not heard of specific safety concerns related to the use of mAb therapy in pregnancy from
Health and Human Services (HHS), which is overseeing mAb distribution to states, or from the FDA.
The Mayo Clinic monoclonal antibody treatment program has treated 51 pregnant patients with mild to
moderate COVID-19. 14 No patient progressed to severe COVID-19 illness requiring hospitalization. Twentynine patients have delivered healthy babies, while 21 patients remain pregnant, without adverse drug
reaction to the mother or the fetus. One pregnancy was complicated by fetal demise due to a previously
unrecognized congenital anomaly not related to monoclonal antibody therapy.

Recommendations from professional societies
The FDA explicitly lists pregnancy as a condition that places patients at higher risk for progression to severe
COVID-19 and states that mAb therapy should be used “during pregnancy if the potential benefit outweighs
the potential risk for the mother and the fetus.”2,3,15 The National Institutes of Health (NIH) Coronavirus
Disease 2019 (COVID-19) Treatment Guidelines states that “The use of anti-SARS-CoV-2 mAbs can be
considered for pregnant people with COVID-19, especially those who have additional risk factors for severe
disease,” and goes on to recommend that “authorized anti-SARS-CoV-2 mAbs should not be withheld in the
setting of pregnancy.”4 The American College of Obstetricians and Gynecologists (ACOG) has issued a
recommendation that obstetric providers "may consider the use of monoclonal antibodies for the treatment
of nonhospitalized COVID-19-positive pregnant individuals” and, in addition, that “lactation is not a
contraindication for the use of monoclonal antibodies.”16 The use of mAb therapy may also be considered for
post-exposure prophylaxis in pregnant persons who have had a recent exposure to an individual with SARSCoV-2 infection, if they are not fully vaccinated, or fully vaccinated but not expected to mount an adequate
immune response. 16
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Accessing mAb therapy in Minnesota
Minnesota Resource Allocation Platform (MNRAP)
The Minnesota Resource Allocation Platform (MNRAP) is an online tool that connects people and health care
providers with COVID-19 mAb appointments.17 Patients, their family or caregivers, or their health care providers
can use MNRAP to refer a patient for an appointment, either for post-exposure prophylaxis or treatment. The
tool is available on the MDH website at COVID-19 Medication Options
(https://www.health.state.mn.us/diseases/coronavirus/meds.html). MNRAP is for all Minnesotans and out-ofstate residents who receive care in Minnesota.
If a patient is eligible for treatment, MNRAP passes along information on their behalf to the closest health
care facility with an available appointment. Final decisions about treatment are up to health care providers
at that facility; however, MDH strongly encourages providers to provide treatment to all patients presenting
with risk factors for severe illness. Patients may self-refer using the MNRAP platform or have a caregiver or
provider submit their referral on their behalf. Treatment locations may operate their own screening
processes once referrals are received and may ask for medical records or require physicals or additional
health care visits to confirm eligibility, particularly if the patient is not usually seen at that health care
system. However, MDH has strongly encouraged treatment locations to work with patients and their
providers to ensure that their screening process does not impede access. Specific obstetric or other provider
referrals are not required by MDH or by the FDA for pregnant patients to access mAb treatment. If demand
for monoclonal antibody therapy exceeds available supply, higher risk patients may need to be prioritized for
treatment based on underlying conditions. Given the significantly increased risk of hospitalization and death
in pregnancy, pregnancy will be included as a high-risk condition for prioritization.

Summary
Pregnant people are at higher risk for severe COVID-19 outcomes and pregnancy complications and are
eligible for mAb therapy. MAb therapy is recommended for use in pregnancy and lactation by multiple
professional societies, including the NIH and ACOG. Both general and obstetric providers should be aware of
the indications for use of mAb therapy in pregnancy and where to refer eligible patients for treatment.
While specific safety data on the use of mAbs in pregnancy are limited, preliminary data, including published
case series and clinical experience from a large mAb treatment program (Mayo Clinic), suggest they are both
safe and effective. Further, given the well documented risks to patients and their infants from COVID-19,
MDH, Minnesota ACOG, Allina Health, Mayo Clinic, and University of Minnesota recommend and advocate
for their use in this population.
Signed,
Sarah Lim, MD, MPH
Medical Specialist, Infectious Disease Epidemiology, Prevention and Control
Minnesota Department of Health
St. Paul, Minnesota
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