----------------------------------------------------------

RESEARCH BILLING MONTHLY AUDIT

----------------------------------------------------------

PURPOSE 


The purpose of this policy is to ensure that clinical services associated with a research study are following billing compliance requirements, billing appropriately to a patient or third party payor, and adhering to all federal and state regulations and Aurora Health Care policies governing medical billing practices.

SCOPE


This policy applies to all sites conducting clinical research approved by the Aurora Health Care Institutional Review Board conducted within Aurora Health Care Hospitals and Clinics.  This includes all clinical research projects involving research related patient charges generated from any services, tests, medical intervention, behavioral or social science outcomes, and health services research, involving human subjects.

BACKGROUND

As part of any effective compliance program it is essential to have a monitoring and auditing component.     
The audit process supports Aurora Health Care in determining whether the compliance process is effective concerning the submission of appropriate billing claims to ensure that billing for costs incurred in the conduct of clinical studies occur only as appropriate and in compliance with regulations and Aurora Health Care policies and procedures. 

MONITORING PLAN

· 
· The Quality Review Program was developed to coordinate the evaluation of the Aurora Health Care Research Compliance Program   

· The Program will conduct random reviews of clinical services provided to research study subjects and monitor compliance with applicable medical billing requirements in accordance federal and state regulations, and Aurora Health Care policies.

· 
· 
· 


MONITORING PROCEDURES

Documents that may be reviewed but not limited to include:

· Financial or Billing records

· Contracts

· IRB files

· Research protocol

· Signed informed consent

· Medical record

· Sponsor documents  

The monitor will review the subject’s account to determine if:

· Charges are study or non-study related

· Charges are billed to the appropriate entity

· Services are coded correctly
· Charges are correctly billed



All non-compliant billing queries will be documented and reported to the Research Compliance Committee.  As appropriate a corrective actions or a corrective action plan will be implemented.

REFUNDING 


Any over payment errors identified during the monitoring process will follow Aurora’s policies and procedures for refunding.

RESULTS
· A final report will be written detailing the findings of the review.

· The Research Compliance Officer will report the monitoring results to the Director of Corporate Compliance.
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