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Justification for Coverage Analysis Fees 
 
In alignment with Loyola University Medical Center (LUMC) policy "Institutional Approval of Clinical 
Research", a coverage analysis is required for clinical research that involves patient care services in 
support of compliance with the Center for Medicare and Medicaid Services National Coverage 
Determination (NCD) for Routine Costs in Clinical Trials (310.1). A coverage analysis is required for 
studies intending to bill patient care services to third party payers and for studies that intend to pay for all 
patient care services with study funds. 
 
LUMC Revenue Integrity purchases the services of an outside vendor to complete coverage analyses. 
The fees provided cover the cost of this service. Study teams may budget for the personnel effort 
necessary to review and finalize a coverage analysis in addition to these costs. 
 
 
 

 
Fees 
 
Initial Coverage Analysis    $3,000 
The initial coverage analysis fee covers the development of the coverage analysis based on the version 
of the protocol initially provided by the sponsor. 
 
 
Coverage Analysis Amendment   $500 
The coverage analysis amendment fee covers the cost of amending the coverage analysis due to a 
protocol amendment that modifies the timing of patient care services and/or adds or removes patient care 
services. 
 
 
 
 
 
 
 

 


