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PURPOSE

To define policies and procedures for conducting expedited initial review.

REVISIONS FROM PREVIOUS VERSION

Addition of minimal risk prisoner research; designation of expedited reviewers; clarification of
administrative review of minor changes

POLICY

The IRB uses an expedited review process to review studies that meet the categories adopted by the
Department of Health and Human Services (DHHS) that involve no greater than “minimal risk.” The
expedited applicability criteria, including the definition of “minimal risk” and federally mandated
categories are attached. Expedited review procedures allow the IRB to review and approve studies that
meet the criteria in the attached document without the fully convened IRB. The IRB Chair and designated
reviewers from among the IRB membership (regular and alternate members) conduct expedited initial
review.

The expedited reviewers only approve research that meets the federal criteria for approval as specified in
45 CFR 46.111 and 21 CFR56.111. Also, expedited reviewers ensure that the study’s informed consent

5 CFR 46,116 and 21 CFR 56.116
unless the IRB waives the requirements in accord with federal regulations. (See Informed Consent SOP.)
For studies that have vulnerable populations, the reviewer will follow the procedures described in

Protection of Vulnerable Populations SOP.

Expedited reviewers exercise all of the authority of the IRB except that the reviewers may not disapprove

the research. The IRB only disapproves a research activity in accord with non-expedited procedures set
forth in the DHHS regulations.

The IRB minutes for convened meetings advises the IRB of research studies approved using expedited
review procedures. Any member can request to review the entire IRB file for an expedited study.

RESPONSIBILITIES
Execution of SOP: IRB Chairs, IRB Members, Researchers, OIRB Staff.
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