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Abstract
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An effective response to the coronavirus disease 2019
(COVID-19) pandemic requires a vaccine that is safe and
effective for all populations, including minors. However
many sponsors do not have plans for when to enroll minors.
More recently, some have proposed expanding enroliment
to include minors, in one case enrolling children as young as
12 years old. Enrolling minors too soon runs the risk of
exposing them to excessive research risks. Yet, waiting too
long could unjustly deny minors and their families the
benefits of a vaccine and has the potential to delay an
effective response to the pandemic by a year or longer.
Researchers and sponsors thus need systematic guidance
on when and how to enroll minors in vaccine trials for
COVID-19 in ways that are consistent with regulatory
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Chapter 2

An effective response to the coronavirus disease 2019
(COVID-19) pandemic requires a vaccine that is safe and
effective for all populations, including minors.
However,(Beech & Anseel, 2020) many sponsors do not
have plans for when to enroll minors. More recently, some
have proposed expanding enrollment to include minors, in
one case enrolling children as young as 12 years
old. Enrolling minors too soon runs the risk of exposing them
to excessive research risks. Yet, waiting too long could
unjustly deny minors and their families the benefits of a
vaccine and has the potential to delay an effective response
to the pandemic by a year or longer. Researchers and
sponsors thus need systematic guidance on when and how
to enroll minors in vaccine trials for COVID-19 in ways that
are consistent with regulatory guidelines and ethical norms

It is widely agreed that an effective response to the
coronavirus disease 2019 pandemic needs to include a
vaccine that is safe and effective for minors. However, many
current vaccine trials have no plans for when to enroll
minors. Others have recently proposed enrolling minors as
young as 12 years old. This lack of a systematic approach
raises 2 concerns. Waiting too long to enroll minors could
unjustly deny minors and their families the benefits of a
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