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n December 2020, the Canadian National Advisory Commit-

tee on Immunization recommended that the vaccine

against severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) should not be routinely offered to individuals who
are pregnant or breastfeeding until further evidence is avail-
able, but can be considered in certain scenarios where the
benefits are deemed to outweigh the risks.! Guidance from spe-
cialist bodies in the United States, however, recommends
against withholding the SARS-CoV-2 vaccination from individ-
uals who are pregnant or breastfeeding.2®* We propose that
people who are pregnant (including those trying to conceive) or
breastfeeding should be offered the SARS-CoV-2 vaccine on
ethical grounds, and discuss how health care providers and
patients can use a shared decision-making approach to guide
these discussions.

Core principles of medical ethics hold that medical decisions
or interventions should respect individuals’ autonomy, be just,
be beneficial (beneficence) and not cause harm (nonmalefi-
cence). Excluding individuals who are pregnant or breastfeeding
from accessing the SARS-CoV-2 vaccine limits autonomy and
lacks consideration of individual factors. Pregnant individuals
have the right to make decisions that are in their best interests,
even when those interests may conflict with the well-being of
their fetus.* Categorical exclusion of this population does not
allow individuals to make choices based on their values and per-
sonal circumstances. Despite the legal rights that pregnant indi-
viduals have in Canada, deep-rooted normative cultural assump-
tions that they should sacrifice their own health for the sake of
their fetus may exist. Health equity considerations would value a
parent’s health as being equally important as that of their chil-
dren or future children, and require that all people, pregnant or
not, have equal access to the vaccine.

Existing data from clinical trials do not support the safety of
the SARS-CoV-2 vaccine among individuals who are pregnant
or breastfeeding; nor do they confirm that the vaccine harms
the pregnant individual or fetus. We argue that withholding the
vaccine is ethically justified only if clear, substantial and immi-
nent maternal or fetal harms are expected. Although live virus

KEY POINTS

e Canadian guidance has recommended that the vaccine
against severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) should not be routinely offered to individuals
who are pregnant or breastfeeding until further evidence is
available; however, it is ethically justified to offer individuals
who are pregnant, trying to conceive or breastfeeding the
option to receive the vaccine.

¢ Individuals who are pregnant or breastfeeding should be
considered in distinct risk groups in discussions about the
relative safety and benefit of the vaccine.

e Shared decision-making can help such individuals to make a
choice that aligns with their own values, and health care
workers should support the individual’s decision to receive the
vaccine or not.

® Factors to consider in patient-provider discussions include risk
tolerance, personal risk of SARS-CoV-2 infection and associated
morbidity and mortality; potential impact of the disease on the
fetus and newborn; family and caregiver responsibilities; and
the efficacy and safety of the vaccine for the pregnant individual
and fetus.

vaccines are not generally recommended in pregnancy
because of theoretical concerns regarding fetal infection, most
other vaccines are considered safe. The mRNA vaccine technol-
ogy used in the approved SARS-CoV-2 vaccines is novel, yet the
findings of preliminary reproductive toxicology studies in ani-
mal models suggest they do not harm the fetus.® Furthermore,
among 23 individuals (12 in the vaccine arm, 11 in the placebo
arm) who reported pregnancy after vaccination in the initial
Pfizer-BioNTech vaccine trials, no adverse effects have been
noted to date.® In contrast, the findings of a living systematic
review and analysis of surveillance data collected by the US Cen-
ters for Disease Control and Prevention suggest that symptom-
atic pregnant individuals with coronavirus disease 2019
(COVID-19) are at increased risk of severe illness and adverse
pregnancy outcomes, including preterm birth.”® In addition, a
recent statement from the Academy of Breastfeeding Medicine
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does not recommend cessation of breastfeeding in individuals
who are vaccinated against SARS-CoV-2, as antibodies and
T cells stimulated by the vaccine might transfer into breast
milk, thereby protecting the infant from SARS-CoV-2 infec-
tion.® Preventing known risks of COVID-19, particularly in the
face of limited evidence suggesting that health risks of the
vaccine are few, would suggest that vaccination is likely bene-
ficial to both the pregnant or breastfeeding individual and
their fetus or child.

It is also important to consider an individual’s likelihood of
both acquiring SARS-CoV-2 infection and developing severe
COVID-19 if they do. In Canada, as in many other countries,
women are overrepresented in front-line health care and essen-
tial service jobs, placing them at disproportionately increased
risk of SARS-CoV-2 infection. In addition, some individuals are
at even higher risk of severe COVID-19 because of underlying
obesity, diabetes or other comorbidities.” If individuals are at
high risk of illness, the argument that they should be protected
is strengthened.

In Canada, individuals who are at high risk of contracting infec-
tion (e.g., health care workers) or are more vulnerable to the
effects of the virus will be given priority access to the vaccine.!!
Part of the justification for this is the concept of reciprocity: that
individuals who knowingly put themselves in harm’s way should
have the option for protection. In addition, it will serve society to
protect these individuals from SARS-CoV-2 infection — the con-
cept of utility — as many health care workers perform essential
front-line roles and cannot be easily replaced, because of their
unique skill set. Restricting individuals who are pregnant or
breastfeeding and who fall into this category shows a disregard
for the risk they incur for others.

Until evidence emerges showing that harms outweigh bene-
fits, we propose that all individuals who are pregnant or breast-
feeding should be given the option of receiving the SARS-CoV-2
vaccine. Other options should also be presented as part of a
shared decision-making approach, including delaying vaccina-
tion until further safety data are available, or forgoing vaccina-
tion altogether and continuing to follow public health measures
to minimize the risk of SARS-CoV-2 infection.

Shared decision-making is a process whereby clinicians partner
with patients to reach informed, value-laden medical decisions.??
Each individual who is pregnant or breastfeeding will fall into a
distinct risk category and have their own personal considerations.
Using a shared decision-making approach maximizes autonomy
and allows every person to make a decision that fits with their val-
ues. Importantly, a patient should always feel supported in health
decision-making. We therefore suggest use of a framework to sup-
port shared decision-making that allows individuals to weigh the
risks and benefits, given the available evidence, and consider their
personal values and circumstances. Patients will bring forward
their values and goals to guide decision-making, and with input
from their provider, can make a choice that is in their best interest.
Some factors to consider in these discussions are outlined in
Appendix 1 (available www.cmaj.ca/lookup/doi/10.1503/
cmaj.202833/tab-related-content), and include risk tolerance, per-
sonal risk of SARS-CoV-2 infection and associated morbidity and

mortality, potential impact of COVID-19 on the fetus and newborn,
family and caregiver responsibilities, and the efficacy and safety of
the vaccine for the pregnant individual and fetus. Another impor-
tant consideration may be the level of trust that the individual or
community has in the health care system. Some groups, including
Black and Indigenous people, may be hesitant about vaccination
owing to long-standing racism and abuse.*®

Discussions about the safety of the vaccine for individuals
who are pregnant or breastfeeding will evolve over time as new
safety data emerge. In some regions, these individuals can enrol
in registries after receiving the vaccine and are expected to be
included in additional vaccine trials in early 2021. In the interim,
a permissive strategy is equitable, allowing individuals who are
planning a pregnancy, are pregnant, or are breastfeeding to
choose to receive the vaccine. This approach can be supported
through shared decision-making with health care providers,
which is in line with recent recommendations from the Society of
Obstetricians and Gynaecologists of Canada.®
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