Lead IRB Timeline



	
	Initial Consultation Meeting*
	Reliance Planning Meeting*
	Initial IRB Review
	Onboarding Strategy Meeting*
	IRB Review of Relying Sites
	Ongoing Modifications and Site Updates
	Continuing Review by the IRB

	Purpose and Activities
	Assist with grant submission planning and develop the IRB letter of support

Learn about the protocol and the planned sites

Determine the need for IRB resources

Confirm willingness to serve as lead IRB

Discuss single IRB review budget

Provide letter of support and budget estimate
	Discuss updates to protocol and planned sites

Finalize budget

Map out the initial IRB submission and review

Offer pre-review of IRB submission documents
	Standard IRB submission for new protocols

IRB review includes investigator's Lead PI Supplement

IRB Office begins outreach to planned sites
	Provide overview of the process for onboarding sites

Strategize sites for onboarding

Gather information to be included in site packets
	Individualized review of each proposed site

Review local context requirements for the site

Approve each site 

Issue site-specific consent forms, recruitment materials and other documents for each site

IRB Office conducts training session for relying site study teams

KUMC team activates sites

	Provide ongoing review of protocol amendments and new information

Review study-wide protocol amendments

Issue revised consent forms for all sites when applicable

Review site-specific changes to recruitment or consenting processes

Review and approval changes to study personnel at all sites

Review reportable adverse events, reportable non-compliance or other unanticipated problems
	Confirm that the study continues to meet federal approval criteria 

Confirm that study conduct at all sites complies with the protocol

Review site-specific updates and new reportable events

Issue renewed site-specific consent forms and other documents

	Timing
	Required prior to grant submission
	Occurs when funding has been confirmed
	Upon initial IRB submission
	After initial IRB approval
	Rolling basis, as individual site documentation is complete
	Whenever overall study changes or site-specific updates occur
	Each year, prior to IRB expiration date




* Attendance by lead PI and project manager is required; other team members and regulatory support are welcome

