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IDENTIFICATION OF SERVICES PROVIDED TO CLINICAL TRIAL PARTICIPANTS

PI: 






Sponsor:  
Trial Name: 

Using the clinical trial protocol, please indicate the clinical encounters, tests and/or procedures that are considered research-related and should be paid for by the study/sponsor (a schedule of events/schema may be helpful).  In making your assessment, consider the following:

A) the encounters, tests and/or procedures are required for research purposes only as part of this clinical trial and are not part of conventional care for patients with this medical condition 
B) the sponsor of the trial is providing compensation for a service and therefore it is not considered billable to a subject and/or their third party

Per the CMS National Coverage Decision Sept. 2000, only services considered routine costs of qualifying clinical trials, are “billable” to Medicare.  All coverage rules and payment requirements (i.e. local coverage decisions) must still be met.  To be “billable” to the subject and/or their third party, all services considered routine/ conventional care must meet the following criteria:
· The services are considered safe and effective based on authoritative evidence as generally accepted by the medical community.
· The services are considered medically necessary.
· The services are not unproven or experimental in nature.
· Supported by other institutional billing requirements
Other Budget Related Items: (please answer all questions)  

1. How many subject do you plan to enroll?  


2. If using an investigational drug, will the Investigational Pharmacy be used?  



3. If applicable, will labs be processed Locally or at a Central Lab?  


4. Do you plan to provide: 
a) Patient Compensation?  If so, how much? 



b) Parking vouchers? If so, for which visits?  



5.  Will you require funds for Advertising?  If so, how much and for what?  



6. Will you be using the CRC?  



7. Will the study interactions occur INPATIENT _____  OUTPATIENT ______ or BOTH _____

If Outpatient, which visits will be conducted only by a nurse, thus subject to the nursing facility fee?_____________________________________________________________________
8. Will any drug(s) be supplied by the sponsor? ____________ If yes, which? __________________
9. Will any device (s) be supplied by the sponsor? ___________ If yes, which? _________________

Your signature below, will serve as your attestation that following your review of the clinical trial protocol, all clinical services you expect to perform have been identified and labeled as either clinical trial/ research-related or conventional care. 

PI Signature: 







Date: 




Questions?  Please contact ____________ at x-xxxx, yyyyyyy@yyyyyyyyyyy.uchicago.edu
CMS- National Coverage Decision www.cms.gov and search “clinical trials”

