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Outline

® Definition

® Categories of vulnerable populations
® Protections
® Research involving
Adult incapable of giving informed consent
Terminally ill patients
Children and adolescents

Woman / Pregnant and breastfeeding women

Students / Prisoners / Minorities
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Vulnerable Persons
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Individual, Group, and Community Vulnerablility

19. Some individuals, groups, and communities are in a situation of
more vulnerability as research participants due to factors that may be
fixed or contextual and dynamic, and thus are at greater risk of being
wronged or incurring harm. When such individuals, groups, and
communities have distinctive health needs, their exclusion from medical
research can potentially perpetuate or exacerbate their disparities.
Therefore, the harms of exclusion must be considered and weighed
against the harms of inclusion. In order to be fairly and responsibly
included in research, they should receive specifically considered support
and protections.

(Declaration of Helsinki 2024)
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Individual, Group, and Community Vulnerablility

20. Medical research with individuals, groups, or communities in
situations of particular vulnerability is only justified if it is
responsive to their health needs and priorities and the individual,
group, or community stands to benefit from the resulting
knowledge, practices, or interventions. Researchers should only
include those in situations of particular vulnerability when the
research cannot be carried out in a less vulnerable group or
community, or when excluding them would perpetuate or
exacerbate their disparities.

(Declaration of Helsinki 2024)

Ethical misconduct

Undue Inducements

Undue Influence

Exploitation
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Ethical misconduct
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The Belmont Report (1978)
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e Sociologist Laud Humphrey decided to
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Willowbrook Hepatitis Study
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Vulnerable group

Adult incapable of giving informed consent
Terminally ill patients
Children and adolescents

Woman / Pregnant and breastfeeding women

Students / Prisoners / Minorities
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Research involving
adults incapable of giving informed consent
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Research involving terminally ill patients

Protection
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Agreement
(Assent)

Adolescent
After providing adequate information
about the research appropriated with

their levels of maturity

Parent or

a legally authorized o
representative ‘ Permission o
(LAR)
</
e \/ - - \ a /
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Women as research participants
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Pregnant women and breastfeeding women

as research participants
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Pregnant women and breastfeeding wome

as research participants
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Research involving pregnant women

or fetuses
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Research involving pregnant women

or fetuses
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Research involving pregnant women

or fetuses

® No inducements, monetary or otherwise, will be offered to terminate

a pregnancy;

® Individuals engaged in the research will have no part in any
decisions as to the timing, method, or procedures used to terminate

a pregnancy; and

¢ Individuals engaged in the research will have no part in determining

the viability of a neonate.

45 CFR 46 subpart B
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Research involving students
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Research involving students
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Research involving students
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Research involving prisoners
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Research involving prisoners
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Research involving minorities
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Research involving minorities
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Vulnerability

® Ethical research is guided by the principles of respect for persons,
beneficence and justice.

® Vulnerable subjects should be included but also deserve special
protections.

® Think carefully about the populations you plan to include in your research
and take steps to ensure their rights and welfare are protected.

® Vulnerable groups should not be denied their right to participate in relevant
research.

81
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Vulnerability

When research involves vulnerable subjects, the researcher should consider
whether

® the research is specific to their conditions,
¢ exclusion of them will affect the research integrity or justice,
® the risk is minimized, and

¢ informed consent will be obtained by ethically acceptable means and from
individual or appropriated representatives if needed

6/4/2025
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