NEW PROTOCOL CHECKLIST

Revised 9/08


	PI:

IRB #/New Protocol Title:

Checklist completed by:                                                 Date Submitted: 

	Met
	Review Elements
	Comments and follow-up actions

	
	 Mandatory CITI Training 
	

	
	Verified VA or WOC Appointment
	

	
	Credentialing forms/CV received and on file
	

	
	Part 1 of Request to Conduct  (Initialed by Research)
	

	
	           Co- PI or Plan for alternate identified
	

	
	           Sponsor: 
	

	
	           Conflict of Interest  (If yes – IRB & R&D Review)
	

	
	Appendix A submitted and complete
	

	
	        Confidentiality Plan provided
	

	
	Inclusion Criteria Provided
	

	
	Exclusion criteria
	

	
	Benefits
	

	
	Risk Information provided ( physical, mental social, economic)
	

	
	Alternatives to participation
	

	
	Plan for monitoring/reporting AEs 
	

	
	Plan for reporting unanticipated problems
	

	
	Abstract submitted 
	

	
	Protocol with version date
	

	
	IND/IDE verified
	

	
	FDA – 1572 (if appropriate)
	

	
	Investigator's Brochure submitted (if applicable):
	

	
	Recruitment Plan 
	

	
	If Vulnerable population – VA mandates addressed
	

	
	Data Security & Storage Plan
	

	
	PI responsibilities signed
	

	 FORMCHECKBOX 

 FORMCHECKBOX 

	HIPAA considerations covered

· App 0 (2) Waiver request 

· App 0 (1) Authorization   
	

	
	Full Board Review Required
	

	
	Eligible for Expedited Review?  Request included?
	

	
	Eligible for review under Exempt criteria? Request included?
	

	
	Funding information included (copy of budget)

 (not applicable if Medical record or data base search)
	

	
	Consent included:  Refer to check list for all required elements 
	

	
	Information Letter (if applicable) includes witness signature and 8 elements of consent.
	

	
	Surrogate Consent:  including VA criteria explanation
	

	
	Tissue Banking Consent (as appropriate)
	

	
	Consent language level appropriate
	

	
	Recruitment Flyers (PM #578-02-151-003)
	

	
	Waiver of Consent request completed (if applicable)
	

	
	Other Recruitment materials
	

	
	Questionnaires, Surveys 
	

	
	Case Report Forms (CRF) and/or Data Collection Tools
	

	
	Recruitment of Non-Vets Request (if applicable)
	

	
	App H (1) & (2) submitted (Pharmacy sign off if drug involved)
	

	
	Investigational Drug FORM VA #10-9012b (if applicable):
	

	
	Laboratory Sign-off  Contract (if applicable)
	

	
	Patient Identifiable Data Form
	

	
	Data Security (“C” and “D”) Forms
	

	
	Other 
	

	
	Comments:
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