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October 23, 2025
Re:  Medicare Coverage Analysis Fees
Services provided as part of a clinical research study should be billed appropriately. All clinical services, items or  procedures billed to study sponsors, study subjects, and/or study subjects’ Medicare, Medicaid, or other third party payers must be: a) consistent with applicable federal and state billing rules of the third party payer being  billed; b) consistent with any grant provisions or contractual obligations entered into by UT Southwestern Medical Center; c) consistent across all study related documents, including the protocol, grant/contract, budget,  and informed consent document; and d) consistent with practice plan procedures that establish standards for professional billing.   

To ensure that clinical costs are allocated to the appropriate entity, a Coverage Analysis (CA) must be performed.   
· UT Southwestern Medical Center (UTSW) charges an Institutional CA review fee of $500 for initial review of all industry-sponsored and industry-developed clinical research studies. 
· For clinical research studies deemed as qualified clinical trials and/ or those that include billable items and services, an additional $3,500 fee is assessed.  
· SPA will assess a fee of $1,500 for CA amendments/ modifications. This fee will be assessed for each CA amendment/modification request submitted in Velos, which generates at the request of an industry or corporate sponsor. 
These fees apply only to those studies that have been developed and prepared by an industry or corporate sponsor. There is no charge for the coverage analysis review of studies developed by university investigators, government-funded studies, or studies sponsored by not-for-profit organizations. Additionally, these fees will not be charged for applications involving non-research use of a Humanitarian Use Device, or for single cases  involving emergency use, or expanded access of an investigational drug or device.  
UTSW requires that a CA be completed if the study includes billable items and services.   


Billing and payment are handled as follows: The Office of Clinical Research Services, Sponsored Programs Administration, will invoice the sponsor upon contract execution and at the time of initial invoicing for the study.  Study accounts will be assessed these fees at the initial award set-up. All payments received by the sponsor will be deposited to the University clearing account and credited to the study account.   
Lockbox Addresses for Receipt of Checks:   
· U.S. Mail: UT Southwestern Clinical Trials   
· P.O. Box 842265   
· Dallas, TX 75284-2265   
Tax ID Number: 75-6002868 
Note: Checks should be made payable to "The University of Texas Southwestern Medical Center" and should reference the Principal Investigator's name, protocol number, and invoice number.

Sincerely,
Megan G. Marks, Ph.D.
Associate Vice President
Sponsored Programs Administration
Sponsored Programs Administration, 5323 Harry Hines Blvd., Dallas, TX  75390-9020
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