Clinical Trial Billing – Basic Rules: 
Two General Rules that apply to all insurers:

· No Double Billing – if funded by sponsor/grant, can’t bill patient/insurance 

· If ICF says something is free, can’t bill patient or insurance. 

Commercial Payers: 
· Coverage varies by plan; may need to get details from insurer and pre-authorization for some services 

Medicare – IDE Device Trials: 

·  Must get advance permission from Medicare contractor GS) 
·  Category A Devices (truly novel and investigational) 

· Cannot bill for device 

· May be able to bill for services related to the use of the device if patient has an immediately life threatening disease or condition 
· Category B Devices (“new” device that works like an already FDA-approved device) 

· Device may be billable, in addition to services incident to its use 

Medicare – All Trials other than IDE-Device trials: 
· Can bill for all standard of care services (services which would have been provided   off-study) 

· Can bill for treating complications 

· In addition to standard of care services, you can bill for “routine costs” of “qualifying” trials: 

A trial is considered a “qualified clinical trial” if all of the conditions are met:
1. Investigational service/item falls within a Medicare benefit category; 

2. Therapeutic intent (usually does not include Phase I trials); 

3. Enrolls diseased subjects; and 

4. Study must be funded/supported by particular federal agencies 

    (NIH, CDC, AHRQ, CMS, DOD or the VA)

5. Has Investigational New Drug (IND) application, or
6.  IND exemption (21 CFR 312.2(b)(1)) 

     Routine Costs are:
1. Required for provision of the investigational item or service 

2. Monitoring of the effects of the item or service, or the prevention of  
    complications 

Items that cannot be billed for: 

· the investigational item or service itself, unless otherwise covered outside the clinical trial 

· data collection and analysis 

· customarily provided free by sponsors 

· the item/service provided solely to determine trial eligibility 
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