8/28/2023

i™yB
£ORDPMK °2'""

Research in
Vulnerable Population
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Vulnerable subjects

®*May have and increased likelihood of being wronged or of
incurring additional harm (Declaration of Helsinki 2013)

® Physical, psychological, social harms, confidentiality breach

*Relatively (or absolutely) incapable of protecting their own
interests (CIOMS 2016)
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What is limited in vulnerable subjects?

Competency

Decision making
® Cognitive

- * \oluntariness
®* Communication
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Vulnerability

*Specific in certain circumstance
®*Temporary or permanent
®At initial consent or ongoing participation

*One or multiple types of vulnerability
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Social vulnerability
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- Capacity-related cognitive vulnerability
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Kid:s Are ot
Liktle Adulks

Child victims have unique needs.
See it through their eyes.
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Common Rule, Title 45, Code of Federal Regulations, Part 46, Subpart D
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Sponsor and
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Involving in study

planning
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