Test to determine if a trial meets the qualifications to be considered a Qualifying Clinical Trial (QCT) for possible Medicare Reimbursement of Routine Costs (not applicable to device trials) 
1. Is purpose or subject of trial to evaluate item or service that falls in Medicare benefit category (e.g. physician services, durable medical equipment, diagnostic test)? 

Yes→Continue 

No → [image: image1.png]


, trial doesn't qualify 

2. Has item or service been statutorily excluded (e.g. cosmetic surgery, hearing aids). 

Yes→[image: image2.png]


, trial doesn’t qualify 

No →Continue 

3. Does trial have therapeutic intent (i.e. not designed exclusively to test toxicity or disease pathophysiology)? 

Yes→Continue 

No →[image: image3.png]


, trial doesn't qualify 

4. If trial involves therapeutic intervention, do all participants have diagnosed disease (i.e. no participants that are normal volunteers)? 

Yes→Continue 

No →[image: image4.png]


, trial doesn't qualify 

5. If trial involves diagnostic interventions, do all participants have diagnosed disease or, if healthy participants included, are they only assigned to proper control groups. 

Yes→Continue 

No →[image: image5.png]


, trial doesn't qualify 

6. Answer the following to find out if trial falls in one of the following categories 
    deemed automatically qualified for Medicare coverage?

a. Is trial funded by NIH, CDC, AHRQ, CMS, DOD, or VA? 
Yes→Go to Step 8 

No →Go to b. 
b. Is trial supported by centers or cooperative groups that are funded by the   
    NIH, CDC, AHRQ, CMS, DOD, and VA? 
Yes→Go to Step 8 

No →Go to c. 
c. Is trial conducted under an IND application reviewed by the FDA? 
Yes→Go to Step 8 

No →Go to d. 
d. Is trial a drug trial exempt from IND application under 21 CFR 
312.2(b)(1){i.e. see regulation 
Yes→Go to Step 8 

No →Go to Step 7 

7. If the answer to steps 6a, 6b, 6c, and 6d were NO then [image: image6.png]


trial doesn't qualify at this time. 

8a. If the answer to Step 6a or 6b is YES, then[image: image7.wmf] trial deemed qualified for
Medicare coverage . 
b. If the answer to Step 6c or 6d is YES, then has sponsor/investigator sponsor of 
trial identified  themselves to Centers for Medicare and Medicaid (CMS) via e- mail to  clinicaltrials@cms.hhs.gov. A copy of the email notification should be forwarded to the Manager Clinical Trials Billing Compliance at dtemple@lifespan.org  
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