Routine Costs Determination Form
IRB #xxx-xx-xx     Coordinator:                                      

	Study Treatment/Procedure 
	

	To determine if the study treatment or procedures meets the definition of “routine costs” and may be billable to Medicare, please respond to questions #1-3:

	1
	Is this study treatment or procedure provided outside of a clinical trial (e.g., medically necessary conventional care)?
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No

	2
	Is this study treatment or procedure required solely for the provision of the investigational item or service (e.g., administration of a non-covered chemotherapy agent); clinically appropriate monitoring of the effects of the item or service; or the prevention of complications?
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No

	3
	Is this study treatment or procedure needed for reasonable and necessary care arising from the provision of an investigational item or service, in particular for the diagnosis or treatment of complications?
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Billable

 FORMCHECKBOX 
 No

	To determine if the study treatment or procedure is NOT billable to Medicare, please respond to questions #4-10:

	4
	Is this study treatment or procedure the investigational device, drug, or procedure itself (except for Category B devices identified as such and not previously deemed non-covered)?
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No

	5
	Is this study treatment or procedure provided solely to determine trial eligibility?
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No

	6
	Is this study treatment or procedure provided solely to satisfy data collection and analysis needs and not used in direct clinical patient management (e.g., monthly CT scans for a condition usually requiring a single CT scan.)
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No

	7
	Is this study treatment or procedure customarily provided by the sponsor without charge?
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No

	8
	Has the sponsor specifically paid the provider for the study treatment or procedures?
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No

	9
	Is there a Medicare benefit category for this study treatment or procedure?
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No-Not billable
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No-Not billable
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No-Not billable
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No-Not billable
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No-Not billable

	10
	Is this study treatment or procedure statutorily excluded or fall under a national non-coverage policy?
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes-Not billable

 FORMCHECKBOX 
 No
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