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	Trial Identification
	Sponsor:
	     

	
	Protocol Number:
	     

	
	Protocol Title:
	     

	
	Principal Investigator:
	     

	
	Coordinator:   
	     

	
	IRB: 
	     

	
	Study Type (Drug/Device)*
	     

	*For Category B Device Studies, complete Section A, then skip to Section D (NCD for Routine Costs in Clinical Trials is N/A to Category B Investigational Device Exemptions). Section A should still be completed to provide a basic MCA under general Medicare coverage guidelines.
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	A. Requirements for Medicare Coverage of Routine Costs: Any clinical trial receiving Medicare coverage of routine costs must meet the following three requirements:

	Qualifying Clinical Trial Analysis (see 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 not statutorily excluded from coverage?
	Yes   FORMCHECKBOX 
        

No    FORMCHECKBOX 

	     

	
	2. Does the trial have therapeutic intent, ie. 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?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	· If all of the above questions #1-3 were answered YES, then move to Section B 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.


	B. Qualification Process for Clinical Trials: The three requirements above (i.e., Section A) are insufficient by themselves to qualify a clinical trial for Medicare coverage of routine costs. Clinical trials also should have the following desirable characteristics (See  Section C); however, some trials, as described below, are presumed to meet these characteristics and are automatically qualified to receive Medicare coverage:

	Qualifying Clinical Trial Analysis continued (see NCD for Routine Costs in Clinical Trials 310.1)


	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 the 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 

	IND# 064402

	
	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 exempt drug trials)
	Yes   FORMCHECKBOX 
         

No    FORMCHECKBOX 

	     

	· If any of the above questions #1-4 were answered YES, then the trial is Automatically Deemed to be a Medicare Qualifying Clinical Trial – Skip to Section D below. 
· If none of the above questions #1-4 were answered YES, then move to Section C.


	C. Desirable Characteristics: The three requirements above (i.e., Section A) are insufficient by themselves to qualify a clinical trial for Medicare coverage of routine costs. Clinical trials also should have the following 7 desirable characteristics:

	Qualifying Clinical Trial Analysis continued (see NCD for Routine Costs in Clinical Trials 310.1)


	Requirement
	
	Comments

	
	1. Is the purpose of the trial to test whether the intervention potentially improves the participants’ health outcomes?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	2. Is the trial well-supported by available scientific and medical information or intended to clarify or establish the health outcomes of interventions already in common clinical use?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	3. Does the study NOT unjustifiably duplicate existing studies?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	4. Is the trial designed to answer the research question being asked?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	5. Is the trial sponsored by a credible organization or individual capable of executing the proposed trial successfully?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	6. Is the trial in compliance with the Federal regulations relating to the protection of human subjects?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	7. Will all aspects of the trial be conducted according to the appropriate standards of scientific integrity?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	· If all of the above questions #1-7 were answered YES, then the study is presumed to be a Medicare Qualifying Clinical Trial by virtue of this MCA – Move to Section D below.
· If any of the above questions #1-7 were answered NO, then STOP – The trial is not a Medicare Qualifying Clinical Trial.


	D. Items not billable to Medicare/Insurance: Carve-outs

	Carve-outs
	Requirement
	
	Comments

	
	Is the Sponsor reimbursing for all tests, services, and procedures (i.e., nothing is to be billed to Medicare or other payers)?
	Yes   FORMCHECKBOX 
    

No    FORMCHECKBOX 

	     

	
	· If you answered NO above, continue to the 3 questions below.
· If you answered YES above, then STOP (The trial does NOT meet Medicare’s requirements for coverage of routine costs).

	
	1. Does the study include any items, tests, or services that are provided free of charge or reimbursed by the Sponsor?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	     

	
	2. Does the study include any items, tests or services that are not part of routine care (ie. not considered conventional care)?
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	Facility is billing PI for non-SOC tests and services.

	
	3. Does the study include any items, tests, or services that are non-covered by local or national CMS coverage determinations?*
	Yes   FORMCHECKBOX 
             No    FORMCHECKBOX 

	

	· If any of the above questions #1-3 were answered YES, then attach a standard of care (SOC) table (see Appendix B for example).

· If none of the above questions #1-3 were answered YES, then STOP (Completion of a SOC table is not necessary).
*Medicare Coverage Database: www.cms.gov/medicare-coverage-database/overview-and-quick-search.aspx


Final Deposition:
Based on the above documented MCA, the trial is a Medicare Qualifying Clinical Trial and meets Medicare’s requirements for payment of routine costs (See Appendix B for Routine Cost definitions.  See Appendix C for coding information):
Yes   FORMCHECKBOX 
  No    FORMCHECKBOX 

INVESTIGATOR STATEMENT

	     
________________________________
Principal Investigator Name

	I have reviewed the information within this form and agree that it is complete and accurate to the best of my knowledge.


	
	By:
________________________________








Signature of Principal Investigator


Signature of Principal Investigator

Date:
________________________________


Appendix A
Definition of an IND-Exempt Trial

Sec. 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: 21CFR312.2 (http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.2)

Appendix B
Definition of Routine Costs and Sample SOC Table
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

Coding Information
Qualifying Clinical Trials (E.g., Drug Trials)

Do not bill for any items or services that are not considered routine costs (per the SOC table) or that are reimbursed by the Sponsor.
Routine clinical services
· Diagnosis code V70.7: Apply as secondary diagnosis code to all physician and hospital claims
· Q1 Modifier: Append a Q1 modifier (“Routine clinical service”) to all routine clinical service codes (all physician claims; outpatient hospital claims only)
· Condition code 30: Report condition code 30 regardless of whether all services on the claim are related to the clinical trial or not (all hospital claims)
Source: Medicare Claims Processing Manual: Chapter 32, Billing Requirements for Special Services (Section: 69.6; Pp. 52-55): www.cms.gov/manuals/downloads/clm104c32.pdf


	Category B IDE Device Studies
Local Medicare Part A and/or Part B (depending on the anticipated site of service) coverage approval for the Category B IDE study must be obtained prior to billing any individual Medicare patient claims for payment. 

If the device is billed under a Category B IDE study, and it meets the billing requirements for IDEs, the device itself and the routine costs associated with its use are eligible for payment (Payment for the device may not exceed the Medicare-approved amount for a comparable device that has already been FDA-approved). Do not bill for any items and/or services that are not considered routine costs (per the SOC table) or that are provided at no-cost or are reimbursed by the Sponsor.
Investigational item or service
· FDA IDE Number: Enter as “FDA IDE # Gxxxxxx” (field 43 for UB-04/CMS-1450 hospital claims; field 23 for CMS-1500 physician claims)
· Q0 Modifier: Append a “Q0” modifier (“Investigational clinical service”) to all investigational service codes (all physician claims; outpatient hospital claims only)
· Revenue Code 624: Use “0624” (field 42 revenue code 0624 for Investigational devices is used for all hospital claims instead of revenue code 027X for FDA approved devices)
Routine clinical services
· Diagnosis code V70.7: Apply as secondary diagnosis code to all physician and hospital claims
· Q1 Modifier: Append a Q1 modifier (“Routine clinical service”) to all routine clinical service codes (all physician claims; outpatient hospital claims only)
· Condition code 30: Report condition code 30 regardless of whether all services on the claim are related to the clinical trial or not (all hospital claims)
Source: Medicare Claims Processing Manual: Chapter 32, Billing Requirements for Special Services (Sections: 68.4, Pp. 48-50; 69.6; Pp. 52-55): www.cms.gov/manuals/downloads/clm104c32.pdf
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