NEW PROTOCOL CHECKLIST

7/03


New Protocol Checklist

	Principal Investigator:
	     

	New Protocol Title:
	     

	Checklist completed by:
	     
	Date Intitiated:
	       

	Met
	Review Elements
	Comments and follow-up actions

	 FORMCHECKBOX 

	Human Subjects Protection Training Module completed for 
all staff (Dunn & Chadwick)
	     

	 FORMCHECKBOX 

	Good Clinical Practice Training Module completed for all staff
	     

	 FORMCHECKBOX 

	Credentials Verified for all staff
	     

	 FORMCHECKBOX 

	Verified VA Appointment
	     

	 FORMCHECKBOX 

	Part 1 of Request to Conduct  (Initialed by Research)
	     

	 FORMCHECKBOX 

	           Co- PI or Plan for alternate identified
	     

	 FORMCHECKBOX 

	           Sponsor: 
	     

	 FORMCHECKBOX 

	           Conflict of Interest  (If yes – IRB Review)
	     

	 FORMCHECKBOX 

	Appendix A submitted and complete
	     

	 FORMCHECKBOX 

	        Confidentiality Plan provided
	     

	 FORMCHECKBOX 

	        Risk Information provided and Plan to monitor

            (Physical, Mental, Social, Economic )
	     

	 FORMCHECKBOX 

	        PI responsibilities signed
	     

	 FORMCHECKBOX 

	Abstract submitted (In addition to Appendix A)
	     

	 FORMCHECKBOX 

	Investigator's Brochure submitted (if applicable):
	     

	 FORMCHECKBOX 

	FDA – 1572 (As appropriate)
	     

	 FORMCHECKBOX 

 FORMCHECKBOX 

	HIPAA considerations covered

· App 0 (2) Waiver request 

· App 0 (1) Authorization   
	     

	 FORMCHECKBOX 

	Full Board Review Required
	     

	 FORMCHECKBOX 

	Eligible for Expedited Review?
	     

	 FORMCHECKBOX 

	Eligible for review under Exempt criteria?
	     

	 FORMCHECKBOX 

	Funding information included (not applicable if Medical record or data base search)
	     

	 FORMCHECKBOX 

	App D - Consent included:  Refer to check list for inclusion of all required elements
	     

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Surrogate Consent:  VA criteria explained
	     

	 FORMCHECKBOX 

	App K – Tissue Banking Consent (as appropriate)
	     

	 FORMCHECKBOX 

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

	 FORMCHECKBOX 

	Other Recruitment materials
	     

	 FORMCHECKBOX 

	Questionnaires, Surveys 
	     

	 FORMCHECKBOX 

	Case Report Forms (CRF)
	     

	 FORMCHECKBOX 

	App N - Recruitment of Non-Vets Request (if applicable)
	     

	 FORMCHECKBOX 

	App H (1) & (2) submitted (if drug involved)
	     

	 FORMCHECKBOX 

	App I – IND (drug) FORM #10-9012b (if applicable):
	     

	 FORMCHECKBOX 

	App J - Laboratory Sign-off  Contract (if applicable)
	     

	 FORMCHECKBOX 

	Non-VA facility: includes FWA / MOU considerations
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