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The National Bioethics Advisory Commission (NBAC) 2001
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VULNERABLE SUBJECTS
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Some groups and individuals are particularly vulnerable and may

have an increased likelihood of being wronged or of incurring additional
harm (Declaration of Helsinki 2013)

Vulnerable persons are those who are relatively (or absolutely)
incapable of protecting their own interests. More formally, they may

have insufficient power, intelligence, education, resources, strength, or
other needed attributes to protect their own interests (CIOMS 2016)
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* All vulnerable groups and individuals should receive specifically considered
protection Dpeclaration of Helsinki 2013

* Additional safeguards have been included in the study to protect the rights and
welfare of these subjects

particularly aware of the special problems of research involving vulnerable

* IRBs must determine that “ the selection of subjects is equitable” and
populations The National Bioethics Advisory Commission (NBAC) 2001
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®* Informed consent process
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® Risk benefit assessment
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Medical research with a vulnerable group is only justified if the research is responsive to
the health needs or priorities of this group and the research cannot be carried out in a
non vulnerable group. In addition, this group should stand to benefit from the
knowledge, practices or interventions that result from the research.

(Declaration of Helsinki 2013)
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