REVIEW of PHI-RELATED PROTOCOLS

PI: Submits Protocol/Application to the ORRC

ORRC Staff: Reviews Protocol for Completion
{including HIPAA Certification)

ORRC Staff: Send Protocol to IRB Reviewer

IRB Review Mechanism: Full-Board

IRB Review Mechanism: Expedited/Exempt

(If study is minimal risk/restricted to PHI only)

IRB Approved Protocol

ORRC: Sends Approval Letter to Pl ORRC: Sends letter Approval to HUH/FPP
{Including the details what is approved) (1) Includes details of what is approved
(2) Includes the B1 application form (for clarity)

(If submitted as part of greater than minimal risk protocol}

HUH Compliance Office (PHI Custodian): Sends approval letter to Pl




