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POLICY:

|.  For protocols that undergo the convened review process, the IRB reviews each
protocol within the HSPP to ensure that it meets the ethical principles explained in
the UIC HSPP policy /nstitutional Oversight and Assurance.

Il. For protocols that undergo the expedited review process, the IRB Chair, or the
individual he or she designates, reviews each protocol within the HSPP to ensure the
above.

lll. The initial review application and the Amendment and Continuing Review guides
allow the IRB or designated individual to identify, manage, and resolve ethical
issues.

IV. If necessary, ad hoc consultants are obtained to provide ethical opinions for the IRB
or the designated individual in accordance with UIC HSPP policy /dentification and
Use of ad hoc Consultants.

REFERENCES:

21 CFR 56.111(a)(1)(i). 21 CFR 56.111(a)(2)
45 CFR 46.111(a)(1)(i), 45 CFR 46.111(a)(2)
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.111

