IRB Reliance – Relying on external IRB (academic or health system institutions)
Step 1: Obtain ancillary reviews (Pre-Submission)
· Submit the protocol for ancillary reviews (i.e. Operational Feasibility, Research and Sponsored Studies).
· Local review can occur concurrently.
Step 2: Submit an abbreviated application 
Create an initial submission in Cayuse and completes the following sections:  Getting Started, Project Personnel, and Basic Information.  A checkmark must be in each section to submit.
[bookmark: _Hlk236060038]Upload the following documents:
· PI’s CV
· Research Personnel List
· Conflict of Interest form for each member of the study team
· DRSS Registration Letter
· Feasibility Letter
· Protocol
· Consent Template plus version edited to include LRH required local language (See Consent Form Requirements)
· Investigator’s Brochure or Package Insert or Device Manual (if applicable)
· Initial study-wide IRB approval letter
· Any other study related documents (recruitment material, etc.)
· Reliance documents by reviewing IRB and study specific-worksheet
a. Documents to be sent directly to study team from external IRB

Step 3: Administrative review of abbreviated application by the LRH IRB Office 
· Review for completeness and confirm the project meets the criteria for IRB reliance 
· LRH IRB Office establishes reliance agreement with external IRB 
· Provide a letter for approval to proceed to external IRB 
· Copy of reliance agreement will be attached. 
Step 4: Submit to external IRB
· Relying Site Study Team submits the LRH study documents to the Lead Study Team of the Reviewing site.
· External IRB review and approval (approval of site). 
Step 5: External IRB Review
· Review of the site submission for the addition of the LRH PI to a study
· External IRB issues approval for the LRH site and approves LRH specific document.
Step 6: Submit External IRB Approval via Cayuse (via Modification)
· Upload the external IRB approval notice and approved versions of the LRH site-specific consent in Cayuse
· Upload ancillary review letters
[bookmark: _Hlk240630212]LRH Post-Reliance Requirements 
During the course of the study, the LRH Investigator will need to submit the following through Cayuse:
1. Continuing Reviews
a. Include COI forms
b. External IRB approval letter and consent form

2. Amendments
a. Change in PI or other study personnel
b. Changes in Conflict of Interest
c. Changes involving an increase in risk

3. Unanticipated Problems/Continuing or Serious Non-Compliance
a. The IRB Chair, Vice-Chair or designated scientific member will administratively review the following when they are submitted:
i. All local unanticipated problems, adverse events, noncompliance, and/or suspension or restrictions to the members of the LRH research team.
ii. All reports submitted to the FDA, OHRP, federal funding agencies, or other federal authorities regarding unanticipated problems, adverse events, or noncompliance.

4. Study Closure
a. Submit after closed by external IRB.  
b. Upload external IRB letter
[bookmark: _Hlk234834835]
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