MRI INSTITUTIONAL REVIEW BOARD DEPARTMENT ADMINISTRATOR CHECKLIST


	IRB PROJECT #:
	     
	Principal Investigator:
	     


	Protocol Title:
	     

	Billing:
	Y
	N
	N/A

	(1)
	Are all costs concerned with the usual care or control arm being met by the sponsor if the study involves the use of drugs or procedures not currently accepted as SOP at this institution? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(2) 
	Does the project incur any billing that will not be covered by the sponsor or insurance?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If yes:
	
	
	
	

	
	(a) 
	Will the patient be fully informed that he/she is responsible for the extra research related cost?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(3) 
	If device:
	
	A
	B

	
	(a)
	Indicate the CMS (formerly HCFA) category? (Note: Category B requires documentation from CMS)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	Y
	N
	N/A

	(4) 
	Does the research project incur extra laboratory or radiology tests, which will not be covered by the sponsor or third-party billing?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If yes:
	
	
	
	

	
	(a) 
	Will the patient be fully informed that he/she is responsible for the extra research related cost?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(5) 
	Does the project involve sending specimens to the laboratory?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If yes:
	
	
	
	

	
	(a) 
	Are funds available?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(6) 
	Does the project involve costs for sample handling and shipping to the sponsor or an outside lab?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If yes:
	
	
	
	

	
	(a) 
	Are these costs being met by the sponsor?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments: 
	     

	Institutional Support:
	Y
	N
	N/A

	(1) 
	Does the research project require any support from the Pharmacy Department?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If yes:
	
	
	
	

	
	(a) 
	Has the research pharmacist signed off on the IRB Form # 2 (New Protocol Review Request Form)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(2) 
	Does the research project require any extra personnel time (e.g.: nursing, on-call time)?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(3) 
	Does the research project lengthen the time usually required in the Operating Room or Procedure Laboratory?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(4) 
	Does the research project involve laboratory test results?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	If yes:
	
	
	
	

	
	(a) 
	Has the PI consulted the laboratory to find out the resources required to supply requested data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	(5) 
	Does the research project prolong the length of hospital stay?                                             
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments: 
	     

	Department Administrator:

	Overall Comments/Requested Clarification: 

	
	·      

	
	Suggested Action:

	
	 FORMDROPDOWN 



______________________________________________

_____________________________________
 

Department Administrator Signature







Date
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