Renewal
Protocol reviewed by IRBs 1-5

Convened IRB Review Expedited Review
is required by IRB Chair or Designee
if any of the following statements applies if any of the following statements applies
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The research is open to enroliment The research is permanently closed to the
| enrollment of new subjects; all subjects
have completed all research-related
- interventions and the research remains
The research is closed to active only for long-term follow-up of
enrollment subjects *
and research-related interventions 7
are ongoing ( )
> 2 No subjects under the responsibility of the
A substantive modification is CU PI were enrolled and no additional
— et o T rerevel risks have been identified *
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Study is not conducted under an IND or
IDE and

the IRB had previously determined that the
research involves minimal risk *
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The remaing research activities are limited
to data analysis *

*If any substantive modification is included in the renewal, the renewal and modification will be reviewed by
convened IRB review



