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RESEARCH COORDINATOR PROTOCOL SUBMISSION CHECKLIST TO be completed by the principal investigator’s departmental research coordinator

This checklist must be attached to the front of each protocol submitted to the IRB.  Incomplete applications will delay the IRB approval process.  

	StudyTitle:____________________________________________________________________________



	Principal  Investigator:

DEPARTMENT:
	
	PHONE


	
	PAGER


	E-MAIL




	REQUIRED ITEMS
	CHECK if present or enter NA, Not Applicable. 

Do not enter signatures in cells below
	RCRS Staff Review

	Principal Investigator must clearly state their status as a federal government employee in the beginning of the protocol submission.  Investigators must contact their departmental Research Coordinator before submitting any protocol to the Responsible Conduct of Research Service.  Protocols without the signature of the Research Coordinator will not be accepted for consideration.  This protocol has been reviewed and cleared for submission to the IRB
.

____________________________________________
___________

                 Research Coordinator’s Signature                               Date 
____________________________________________
                          Printed Name
	
	

	COMPLETE PROPOSAL COVERSHEET –SIGNED BY PI & DEPT HEAD
	
	

	Acknowledgement by investigator that the forms submitted are in current format and complete.  Provide date of current forms from website.    Date:  ____________
	
	

	COMPLETE NNMC RESEARCH PROPOSAL  (This should include abstract, specific aims, background & significance, experimental design which includes recruitment activities, inclusion/exclusion criteria, methods and materials, study population and statistical analysis, human use justification, minimize coercion and risks and references) maximize privacy and confidentiality.
	
	

	Medical Editor Review (B. Deevey, Ph.D.)    FOR PROTOCOLS WRITTEN AT NNMC or REQUESTED BY RCRS
	
	

	Library Literature Review (F. Simms, MLS)    FOR PROTOCOLS WRITTEN AT NNMC or REQUESTED BY RCRS
	
	

	DATA COLLECTION SHEET/SURVEY FORMS, TEST INSTRUMENTS ADVERTISEMENTS – LETTERS OF SUPPORT FROM COLLABORATING INSTITUTIONS
	
	

	COMPLETE FUNDING DOCUMENT to include a list of items to be purchased and prices (if applicable) 
	
	

	COMPLETE IMPACT STATEMENT - SIGNED BY PI’S DEPT HEAD AND ALL PARTICIPATING DEPARTMENTS 
	
	

	CONSENT FORM/HIPAA FORM  (Research Proposal, Consent Form & Resource Requirements should have same number of subjects listed)
	
	

	CURRICULUM VITAE FOR EACH INVESTIGATOR
	
	

	CITI TRAINING CERTIFICATE FOR EACH INVESTIGATOR (The principal investigator’s training is required at time of submission.  All investigators’ CITI training certificates are required before NNMC approval can be granted.)
	
	

	MEDICAL MONITOR LETTER OF INTENT & CV (for more than minimal risk studies)
	
	

	FDA 1572 (for investigational research only)
	
	

	ORIGINAL & ONE COPY TO RCRS, INCLUDING A DISK OF ALL DOCUMENTS
	
	


