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KUMC INSTITUTIONAL REVIEW BOARD

LEAD IRB SUPPLEMENT

Directions:  This supplement should be used for multi-site research when the KUMC IRB will be the Reviewing IRB for non-KUMC sites. 

Download this form to your desktop/files.  Complete it and upload this form with your myIRB submission, as a Supporting Document.  

I.  STUDY INFORMATION 
	Principal Investigator:      



	[bookmark: Text53]Protocol Title:        



II. Protocol Training and Implementation

(a) How will you provide protocol training for the investigators at the relying sites?      

(b) For this protocol, is there any variability between what is considered standard of care at KUMC and standard of care at any relying site?      

(c) Is there any variability in how the study will be implemented at relying sites (e.g., differences in recruitment methods, study procedures, data handling and storage, etc.)      

(d) Who will train personnel at the relying sites on data entry?  How will the training be delivered?      

III. Ongoing Oversight 

(a) How will information and documents be disseminated to (e.g. IRB approvals/modifications) and collected from (e.g. information for continuing review) relying site study teams?       

(b) How will you ensure that relying sites record complete and accurate study data and transmit data in secure manner to the data center?      

(c) How will you monitor protocol compliance at the relying sites?      

(d) How will it be ensured that relying sites are meeting enrollment goals, subjects are completing study procedures, and problems with study progress are managed (e.g., modification to study design or eligibility criteria or adding new sites)?      

(e) How will you ensure the relying sites provide timely notification about adverse events and protocol non-compliance?      

(f) What is your plan for collecting source documents from relying sites to validate accuracy of study data and compliance with the protocol?      

(g) Who will be monitoring the data to ensure safety of the study?  [For studies that are greater than minimal risk, include a complete data safety monitoring plan with your protocol]      

IV. Points of Contact

(a) [bookmark: Text29]Which individual(s) will serve as the point of contact between the KUMC study team and study teams at relying sites?       

(b) Which individual(s) will serve as the point of contact between the KUMC IRB and the KUMC study team?       




For questions about this form, please contact the IRB Office at (913) 588-1240 or IRBhelp@kumc.edu
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