
Precluding Pregnant Women from COVID-19 Vaccine 
Trials is Cause for Concern

The Alliance for Patient Access (allianceforpatientaccess.org), 
founded in 2006, is a national network of physicians dedicated 
to ensuring patient access to approved therapies and appropri-
ate clinical care. AfPA accomplishes this mission by recruiting, 
training and mobilizing policy-minded physicians to be effective 
advocates for patient access. AfPA is organized as a non-profit 
501(c)(4) corporation and headed by an independent board of di-
rectors. Its physician leadership is supported by policy advocacy 
management and public affairs consultants. In 2012, AfPA es-
tablished the Institute for Patient Access (IfPA), a related 501(c)
(3) non-profit corporation. In keeping with its mission to promote 
a better understanding of the benefits of the physician-patient 
relationship in the provision of quality healthcare, IfPA sponsors 
policy research and educational programming.
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“However, people in each of these groups 
have already been included in COVID-19 
vaccine trials, while one group is notably 
missing: pregnant women. (1)”

Michelle Winokur, DrPH, and the AfPA Governmental Affairs 
Team, Alliance for Patient Access (AfPA) 

 

It is normal to test vaccines in healthy adults first.  They have the 
lowest risk should a side effect occur.  It is the same reason older 
adults, young children, and people with certain health conditions 
are typically not included in early trials.  However, people in each 
of these groups have already been included in COVID-19 vaccine 
trials, while one group is notably missing: pregnant women. (1)

Researches would do well to find a way to safely include pregnant 
women – and soon.  Having a vaccine that hundreds of millions of 
people worldwide cannot take should be concerning.

Women of reproductive age comprise a sizable portion of the 
workforce, and they are overrepresented in many professions that 

are less likely to be able to work remotely.  They are first respond-
ers, health and child care providers, and educators, among other 
front-line jobs.  Vaccinating pregnant women will not only protect 
them from serious COVID-19 complications, but it also will benefit 
their communities and those they serve.

The Food and Drug Administration recognized the necessity of 
testing vaccines in pregnant women.  In June, the agency issued 
guidance that called upon vaccine developers to include not just 
diverse populations, elderly individuals and those with medical 
comorbidities, but also to “provide data to support [vaccine] use 
during pregnancy.”(2)

From influenza to the zika virus to Ebola, pregnant women experi-
ence more severe health outcomes, up to and including maternal 
death and fetal loss.(3)  Data released earlier this month from the 
Centers for Disease Control and Prevention show similar trends 
are likely for pregnant women with confirmed SARS-CoV-2 infec-
tion. 

The surveillance data representing the experience of more than 
20,000 pregnant women suggest they are more likely to be hos-
pitalized due to COVID-19-related complications than non-preg-
nant women.(4)  Additionally, pregnant women appear to be at 
increased risk of needing intensive care-level treatment and ven-
tilator support.

While the more recent data seem to validate early trends that show 
pregnant woman are not more likely to die from COVID-19, just 
knowing they are more vulnerable to severe COVID-19 should be 
reason enough to work toward an effective vaccine for them. (5)

Additionally, vaccinating pregnant women against COVID-19 
could benefit their unborn babies.  Research has proven that 
pregnant women who are vaccinated against certain diseases, 
flu, and whooping cough, for example, pass along antibodies to 
their babies. (6)  These antibodies give babies some immunity 
until they are old enough to be vaccinated themselves.  The ques-
tion as to whether or not unborn babies are similarly protected 
from COIVD-19 will remain until pregnant women are included in 
clinical trials.  

As the months toward the January 2021 target date for delivering 
a safe, effective COVID-19 vaccine wind down, those involved in 
the effort should pause to reflect on the effect of their omission, 
then retool their approach to include pregnant women in COV-

“The surveillance data representing the 
experience of more than 20,000 pregnant 
women suggest they are more likely 
to be hospitalized due to COVID-19-
related complications than non-pregnant 
women.(4)”
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ID-19 testing.
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Still a Preemie? 

Jaundice Feeding issues Respiratory 
problems

Born between 
34 and 36 weeks' 
gestation?

Just like preemies born much earlier, 
these “late preterm” infants can face: 

Born preterm
at a “normal” 
weight?

And their parents, like all parents 
of preemies, are at risk for 
postpartum depression and PTSD. 

www.infanthealth.org

Some preemies are born months early, at extremely low 
birthweights.They fight for each breath and face nearly 

insurmountable health obstacles. 

But that’s not every preemie’s story.

Though these babies look healthy, 
they can still have complications 
and require NICU care.

Born preterm 
but not admitted 
to the NICU?

But because some health plans 
determine coverage based on a 
preemie's weight, families of 
babies that weigh more may 
face access barriers and 
unmanageable medical bills.

Some Preemies All Preemies
Will spend weeks 
in the hospital

Will have lifelong 
health problems

Are disadvantaged 
from birth

Face health 
risks

Deserve appropriate 
health coverage

Need access to 
proper health care

Even if preterm babies 
don't require NICU care, 
they can still face health challenges.
Those challenges can extend through 
childhood, adolescence and even 
into adulthood.
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