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	A. Qualifying Clinical Trial Determination: Services provided in a research study that is a “Qualifying Clinical Trial” may be billable to Medicare.

	Part 1

(See Medicare NCD for Routine Costs in Clinical Trials 310.1.)


	Requirement
	
	Comments

	
	1. Will the trial evaluate an item or service that falls within a Medicare benefit category and is not statutorily excluded from coverage?
	Yes    FORMCHECKBOX 
        
	No     FORMCHECKBOX 

	     

	
	2. Does the trial have therapeutic intent, i.e., not designed exclusively to test the toxicity or disease pathophysiology?
	Yes    FORMCHECKBOX 
        
	No     FORMCHECKBOX 

	     

	
	3. Will the trial enroll patients with the diagnosed disease, ie. not a Phase I study enrolling only healthy volunteers? (Trials of diagnostic interventions may enroll healthy patients in order to have a proper control group.)
	Yes    FORMCHECKBOX 
             
	No     FORMCHECKBOX 

	     

	· If all of the above questions #1-3 were answered YES, then move to Part 2 below.

· If any of the above of the questions #1-3 were answered NO, then STOP – The trial is not a Medicare Qualifying Clinical Trial.

	Part 2

(See Medicare NCD for Routine Costs in Clinical Trials 310.1.)

Note: 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, under which a trial meeting one of the 4 categories in this Part 2 is “deemed” to have these characteristics.
	Requirement
	
	Comments

	
	1. Is the trial funded by NIH, CDC, AHRQ, CMS, DOD or VA?
	Yes   FORMCHECKBOX 
             
	No    FORMCHECKBOX 

	     

	
	2. Is the trial supported by centers or cooperative groups that are funded by NIH, CDC, AHRQ, CMS, DOD or VA?
	Yes   FORMCHECKBOX 
    
	No    FORMCHECKBOX 

	     

	
	3. Is the trial being conducted under an Investigational New Drug application (IND) reviewed by the FDA?
	Yes   FORMCHECKBOX 
     
	No    FORMCHECKBOX 

	     

	
	4. Is the trial a drug trial that is exempt from having an IND under 21 CFR 312.2(b)(1)? (See Appendix A for definition of IND exempt drug trial)
	Yes   FORMCHECKBOX 
         
	No    FORMCHECKBOX 

	     

	· If any of the above questions #1-4 were answered YES, then the trial is a Medicare Qualifying Clinical Trial.  See Appendix B for information about Medicare coverage for Qualifying Clinical Trials.


	B. Device Trial Coverage Determination: For certain IDE studies, Medicare covers routine care services and sometimes the investigational device itself.  Determinations regarding Medicare study coverage and category A or B status (which governs whether the investigational device itself is covered by Medicare) are made centrally by Medicare and are posted at https://www.cms.gov/Medicare/Coverage/IDE/Approved-IDE-Studies.html

	Qualification
	
	Comments

	Is the device study listed on the CMS Approved IDE Studies website?
	Yes    FORMCHECKBOX 
     


	No    FORMCHECKBOX 

	     

	· If no, then the study is not covered by Medicare.

	If the device study is listed on the CMS Approved IDE Studies website, is it categorized as Category A or Category B?
	 A       FORMCHECKBOX 

	 B       FORMCHECKBOX 

	     

	· See Appendix A for information about Medicare coverage for Category A and B device studies.
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	________________________________
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________________________________
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	I have reviewed the information within this form and agree that it is complete and accurate to the best of my knowledge.



Appendix A
Definition of an IND Exempt Trial

21 CFR 312.2 Applicability. 

(b) Exemptions. 
(1) The clinical investigation of a drug product that is lawfully marketed in the United States is exempt from the requirements of this part if all the following apply:

(i) The investigation is not intended to be reported to FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug;

(ii) If the drug that is undergoing investigation is lawfully marketed as a prescription drug product, the investigation is not intended to support a significant change in the advertising for the product;

(iii) The investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product;

(iv) The investigation is conducted in compliance with the requirements for institutional review set forth in part 56 and with the requirements for informed consent set forth in part 50; and

(v) The investigation is conducted in compliance with the requirements of 312.7

CITE: 21 CFR 312.2 (https://www.ecfr.gov/cgi-bin/text-idx?SID=d7497da3eb5cf8744807f604311bc271&mc=true&node=se21.5.312_12&rgn=div8) 
Appendix B
Medicare Coverage in Qualifying Clinical Trials
If a trial meets the criteria for a “qualifying clinical trial,” Medicare covers “routine costs.” Routine costs of a clinical trial include all items and services that are otherwise generally available to Medicare beneficiaries (i.e., there exists a benefit category, it is not statutorily excluded, and there is not a national non-coverage decision) that are provided in either the experimental or the control arms of a clinical trial except:

· The investigational item or service itself, unless otherwise covered outside of the clinical trial;
· Items and services provided solely to satisfy data collection and analysis needs and that are not used in the direct clinical management of the patient (e.g., monthly CT scans for a condition usually requiring only a single scan); and
· Items and services customarily provided by the research sponsors free of charge for any enrollee in the trial.

Routine costs in clinical trials include:

· Items or services that are typically provided absent a clinical trial (e.g., conventional care);
· Items or services required solely for the provision of the investigational item or service (e.g., administration of a noncovered chemotherapeutic agent), the clinically appropriate monitoring of the effects of the item or service, or the prevention of complications; and
· Items or services 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.
Source: CMS National Coverage Determination (NCD) for Routine Costs in Clinical Trials (310.1): Indications and Limitations of Coverage: https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&ncdver=2&bc=BAABAAAAAAAA&
Appendix C
Medicare Coverage for Category A and B Device Trials

Category A

Medicare covers “routine care items and services” only.  

Category B

For approved device studies under Category B, Medicare covers “routine care items and services” as well as the Category B device itself and related services.  

“Routine care items and services” are defined as items and services that are otherwise generally available to Medicare beneficiaries (that is, a benefit category exists, it is not statutorily excluded, and there is no national noncoverage decision) that are furnished during a clinical study and that would be otherwise furnished even if the beneficiary were not enrolled in a clinical study.
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