[image: image1.png]an
S\Mzé Lifesp
IS





Qualifying Clinical Trial Determination Form
A research study must be a “Qualifying Clinical Trial (QCT)” in order for the services to be potentially billable to Medicare.

Determining whether a study is qualifying is a two-part test:

Part 1
( ALL  must be applicable)

___
Does the purpose of the study evaluate an item or service that falls within 



an existing Medicare benefit category (e.g. physicians’ service, durable

medical equipment, diagnostic test, drug) and is not statutorily excluded from coverage (e.g. cosmetic surgery, hearing aids)  In other words, is the investigational item or service something that Medicare pays for generally as an item or service?


____
Does the study have therapeutic intent? Therapeutic intent is defined



by CMS as being listed as one of the primary objectives of the study



and the study is not designed exclusively to test safety or toxicity



of the investigational item or service.


____
Does the study enroll subjects with diagnosed disease (studies of 

diagnostic interventions may enroll healthy subjects in order to have

a proper control group.
Part 2     (Must have all seven “desirable characteristics” outlined by CMS. Only one
method is available now to determine if a study meets these characteristics:     the “deemed” trial method.)

Effective September 19,2000, clinical trials that are deemed to be automatically qualified if:   

(At least one box must be checked)


_____
Is the trial funded by NIH, CDC, AHRQ, CMS, DOD or VA?


_____
Is the trial supported by centers or cooperative groups that are funded



by  NIH, CDC, AHRQ, CMS, DOD or the VA?


_____
Is the trial conducted under an investigational new drug application



IND reviewed by the FDA?


_____
Is the drug exempt from having an IND under 21 CFR 312.2(b)(1)

Is Comm. # _____________ study considered a “Qualifying Clinical Trial “for potential Medicare coverage of routine costs?  

  FORMCHECKBOX 
Yes
     FORMCHECKBOX 
No

____________

________________________________________________
  (date)




(person who filled out the form)
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