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For Studies Above Minimal Risk


	1. CFAR INSTITUTION: 


	2. CFAR GRANT NUMBER: 

	3. CFAR PROJECT INVESTIGATOR’S NAME:




	4. TITLE OF PROJECT:




	5. TOTAL Dollar Award      $


	


	6. HUMAN SUBJECTS CERTIFICATIONS
 FORMCHECKBOX 
 ATTACHED (for all key personnel) 
 FORMCHECKBOX 
 PARTIALLY ATTACHED (some personnel) 
 FORMCHECKBOX 
 PENDING (to be forwarded after training)


	7. IRB APPROVAL: 

 FORMCHECKBOX 
 IRB APPROVAL LETTER ATTACHED  
    __________________    _____________

     IRB #                              Approval Date 
 FORMCHECKBOX 
 PENDING (to be forwarded)
 FORMCHECKBOX 
 EXEMPT (attach documentation)
	8. Federal Wide Assurance (FWA)                   For each performance site:
 FORMCHECKBOX 
 Institution FWA Number   
            FORMCHECKBOX 
 Other FWA # ____________


	9. Protocol:  
 FORMCHECKBOX 
Draft Protocol attached 

          (Final protocol to be forwarded)

 FORMCHECKBOX 
Final Protocol attached
	10. Informed Consent:  
 FORMCHECKBOX 
Draft Document attached 

         (Final document to be forwarded)

 FORMCHECKBOX 
Final Document attached
	11. Data Safety and Monitoring*:  
 FORMCHECKBOX 
DSMP (Data Safety Monitoring                  Plan) description included
 FORMCHECKBOX 
DSMB (Data Safety Monitoring                  Board) description included
*Note: DSMP or DSMB required





   12. Explain how the Project PI will handle and report serious adverse events (SAEs).

	13.   FORMCHECKBOX 
 Copy of project / grant application attached
	14.   FORMCHECKBOX 
 Biosketches/CV attached 


	



   15.   FORMCHECKBOX 
 If the project involves International collaboration, please also fill out the international checklist form

           FORMCHECKBOX 
 N/A (Domestic only)
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