




Initial Submission Checklist
	The purpose of this checklist is to provide support for PIs and study personnel when submitting an initial review application to the LRH IRB. This checklist must be used for all initial submissions (by the convened IRB, review using the expedited procedure, and exempt review). This checklist must be included in the submission.

	Cayuse ID:
Study Name:
Primary Investigator:
Entity: 
	     
     
     
     

	
	

	[bookmark: _Hlk97641046]Each initial submission must include the following items/forms for all study personnel:
	IRB Admin Check

	
	

	
	

	☐	Curriculum Vitae for PI
	

	☐	CITI Training (for each member of research personnel – initial submission only)
	

	☐	Research Personnel List
	

	☐	Research Department Stamped Letter
	

	☐	Feasibility Review (if funded)
	

	☐	IRB Study Proposal or Protocol
	

	☐	IRB Informed Consent Document OR Complete a Request for a Waiver/Alteration (within the application)
	

	☐	Conflict of Interest (one for each member of research personnel)
	

	☐	Research Data Security Survey
	

	☐	Confidentiality Agreement (one for each member of research personnel), if not already on file
	

	☐	Data Collection Form(s)
	

	
	

	[bookmark: _Hlk97641198]*For Non-LRH Agents - Each initial submission must include the following items/forms for all study personnel who are Non LRH-Agents, in addition to the abovementioned forms:
	

	
	

	☐	Data Use Agreement – Clinical Research (one for each non-LRH Agent member of research personnel)
	

	☐	Individual Investigator Agreement (one for each non-LRH Agent member of research personnel)
	

	
	

	These forms are needed in addition to the above-mentioned forms, if they apply to the study:
	

	
	

	☐	Request for IRB Waiver of Authorization (HIPAA)
	

	☐	Lakeland Regional Health Access Request User Acknowledgement and Agreement (if non-agent needs access to LRH)
	

	☐	Copy of FDA 1572 form (if utilizing medical devices in research)
	

	☐	Investigator Brochure
	

	☐	Surveys/Questionnaires
	

	☐	Advertisements/Recruiting Materials
	

	☐	IND/IDE
	

	☐	Package insert providing drug information (if utilizing drugs in research)
	

	☐	Device manual (if utilizing medical devices in research)
	

	☐	Pregnant Partner Consent
	

	☐	Child Assent or Parental Permission 
	

	☐	LAR/Legal Representative Consent
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