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“On the principle that one who undertakes to protect others must act responsibly,
IRB members could be liable if they did not exercise reasonable care in carrying out
their review. This might occur if their approval led to a research activity and injuries
that would not have occurred if a reasonable person, confronted with the same
information, would have placed conditions on the research that would have
prevented the injury. Thus, an injured subject could allege negligence by IRB
members in assessing the risks and benefits of proposed research, or in approving

consent procedures not reasonably likely to assure legally effective consent.”**’
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