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THE PROBLEM

* Pregnant women and their
offspring are among those most
severely impacted by outbreaks
and epidemics ‘
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* Epidemic vaccines are rarely developed
with pregnant women in mind, and
pregnant women are often excluded from
trials and denied access to vaccines
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WHY WE NEED EVIDENCE SPECIFICTO
PREGNANCY

* Pregnant women have unique physiologies

Q %{ drug metabolism, changes in respiratory function,

cardiac output, immune system, reproductive tract,
etc.

a Pregnancy can change the susceptibility and
severity of disease

O Pregnancy can alter dosing and efficacy of
interventions

O Interventions may carry risks unique to pregnant
women and/or their fetuses



SOME PRINCIPLES FOR RESEARCHWITH
PREGNANT WOMEN

Pregnant women deserve an evidence base for the
prevention and treatment of their illnesses equal
to others as a matter of justice

Pregnant women should not be categorized as a
“vulnerable population” for purposes of human
subjects research review.

It is ethically permissible to conduct research with
pregnant women that meets specific risk
standards.

Justice requires that pregnant women have fair
access to research that offers the prospect of
direct benefit.




THE HARMS & INJUSTICE OF EXCLUSION
IN EPIDEMIC VACCINE R&D

* Unjust exclusion of individual women from the
potential benefits of research participation

* Unjust exclusion of pregnant women as a class
from benefits of biomedical science

*Inadequate date to inform public health decisions
* Reticence to administer

* Significant delays in access to vaccines; outright
denial



THE PREVENT GUIDANCE

= Pregnancy Research Ethics

= for Vaccines, Epidemics,

= and New Technologies
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The PREVENT
Working Group
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THE PREVENT WORKING GROUP
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RECOMMENDATIONS
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RESEARCH & DEVELOPMENT

Inclusion in Vaccine Pipeline Rec 7 & 8
* Include investments in vaccines appropriate for use in pregnancy
* Assess suitability of novel platforms for use in pregnancy

Inclusion in Clinical Development

* Conduct required non-clinical studies when candidates
move to phase 2

* Include studies to evaluate vaccines in pregnancy —
pregnant women have opportunity to enroll/remain in  EPSEEEEE
studies conducted during outbreaks and epidemics
when prospect of benefit > risk

* Systematic capture of data from unintended exposures




THE PRESUMPTION OF EXCLUSION

perpetuated cycle
of exclusion and
evidence gaps on
products and
platforms

Exclusion
from research

Lack of
Evidence

Exclusion
from delivery




THE PRESUMPTION OF INCLUSION

Greater knowledge
about platforms,
adjuvants, and
vaccine
technologies to
inform future
research and use

Appropriate
inclusion in
research

Better
evidence

Appropriat
inclusion in
vaccine
campaigns

Enhanced
evidence
for use in
future
outbreak
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