New Human Subjects Regulations

Designated Reviewer and
Committee Review Changes
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e Designated reviewers must document their
rationale for determining that research appearing
on the expedited review list is greater than
minimal risk and thus requires Committee
review.

e |RBs must document the rationale for conducting
continuing review of research that otherwise
would not require continuing review.

e By institutional standard operating procedure,
non-exempt minimal risk human subjects
research at UMMS may be approved for no
longer than three years.
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