Frequently asked Questions:
1. Why do we have to do this?

Clinical trials can garner tremendous prestige for academic health centers and can heighten awareness, credibility and trust with the public.  However, the current and future reputation of an institution is at peril should there be a failure to comply with any one of an array of regulations.  Such a failure puts the institution at risk for potential investigations and financial repercussions by federal agencies, as major academic health center settlements of upwards of $20 million in recent years have revealed.  The biggest issue with past settlements and fines involves double billing: billing Medicare or another insurer for services for which a sponsor has already paid (e.g., billing Medicare for an x-ray which was already funded as part of the budget with the sponsor).
2. What are some Research Billing Compliance Risks?

· Submitting a claim to a third party payer “in the hope they will pay” is not consistent with Medicare National Coverage Determination.  The responsibility may not be contingent upon payer determination.

· Waiving Medicare co-payments and/or deductibles

· Up coding billable services to Medicare

· Inadequate medical record documentation

· And billing Medicare for:

· Investigational drug, device or procedures

· Research specific services (e.g., trial eligibility)

· Items or services provided only for data collection

· Any routine care in a non qualifying trial

· Routine care not covered by Medicare

· Services the sponsor pays for or the sponsor is providing free of charge.
3. Does any of this apply to my study?
If your study is enrolling human subjects who will receive some sort of medical items or services from Lifespan, such as office visits, lab work, drugs, x-rays, etc.), then this information applies to your study.  The funding source (industry, sponsor, federal grant, foundation grant, hospital funded or other source) is irrelevant.  If your participants have already received any and all medical services and you are no longer enrolling new subjects, then a Coverage Analysis will not be created for your study.
4. Do I have to comply with these requirements even if I do not plan to bill Medicare?

Yes.  Many commercial insurance companies also follow Medicare rules/guidelines.  Also be aware that in order to avoid inadvertent double billing you must provide clear communication that the research account must be billed and not a third party payor.  
5. What do we have to do?

Research staff must communicate to the Office of Research Administration who the appropriate payor (sponsor, insurance or participant) will be for each clinical service. As of  1/1/2012, all new studies submitted to the Office of Research Administration enrolling human subjects who will receive billable services from Lifespan, such as office visits, lab work, drugs, x-rays, will require a PI signed Coverage Analysis (CA) and a Qualifying Clinical Trial (QCT) determination form to be completed and sent to CTO administrator.
6. Will more information/guidance be available?

Yes!    Gina Johnson and/or Kim Lawrence are available to work with you to complete any of the forms. 

If you are unable to attend any of the sessions, we taped the trainings presented in March 2011 from Kelly Willenberg, an outside consultant on creating Coverage Analysis Training. This can be accessed by clicking the link on the Clinical Trial Billing website  @ http://lifespan.mediasite.com/mediasite/Viewer/?peid=cd7e6d673e7545afa1ad96c83d6cf2bf1d 
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