
Principle III-10. Clinical Research Billing Compliance:  The institution has a system that complies with federal, state and local government regulations for appropriately billing Medicare/third-party payors for clinical research services.
	Instructions: For each item indicate whether or not the institution has policies and practices in place to meet the criterion. If so, are those current policies and practices adequate or do they need major improvement? If you lack sufficient personal knowledge about a given item, please mark it “NR” for no response.
	No
	Yes: Adequate
	Yes: Needs Improvement
	Comments

Please include a citation to the relevant institutional regulation, policy or practice where applicable.

	Practice A.  The institution conducts a needs assessment to identify compliance with clinical research billing in research programs involving clinical procedures or services.
	
	
	
	

	Indicator 1.  The institution is knowledgeable of the federal regulations related to research billing compliance and has conducted a risk/legal assessment of its billing system and current practices.
	
	
	
	

	Indicator 2.  The institution has analyzed the business processes related to research billing compliance and performed a gap analysis.  This should include budget development and approval, determination of billing eligibility, registration of research participants, order entry for research services, documentation and coding, charge entry, patient billing and accounts receivable.
	
	
	
	

	Indicator 3.  The institution has determined the realistic process/workflow from the idea for a specific research study through the study’s closure.  This should be based on analysis of research billing models in like institutions and best practices.
	
	
	
	

	Indicator 4.  The institution has evaluated the information technology infrastructure needed to support research billing compliance.
	
	
	
	

	Indicator 5.  The institution has provided ongoing educational opportunities for the clinical research community to inform them of their roles and responsibilities in research billing compliance.  The institution has written and disseminated policies and procedures for research billing compliance.  The institution has provided reference materials and tools to support and guide clinical research faculty and staff.
	
	
	
	

	Indicator 6.  The institution has a mechanism to measure the performance of its research billing compliance program to assure that it is accomplishing its goals.
	
	
	
	

	
	
	
	
	

	Practice B.  The institution has created a pre-award process to manage budget development, budget negotiation and prospective reimbursement analysis.
	
	
	
	

	Indicator 1.  The institution has a process to develop and negotiate comprehensive budgets for clinical research studies to assure all costs are identified.
	
	
	
	

	Indicator 2.  The institution has identified what types of studies need a prospective reimbursement analysis and communicated this widely to the clinical research faculty and staff.
	
	
	
	

	Indicator 3.  The institution performs a prospective reimbursement analysis to identify all items and services within the clinical research study and determine whether they are billable to the PI/department, sponsor or third-party payor.
	
	
	
	

	Indicator 4.  The institution has developed a process to verify the consistency of research billing language within the informed consent document, including but not limited to financial commitments made to subjects and coverage for research-related illness and injury, the budget, the clinical trial agreement and other documentation or guidance provided by the sponsor.
	
	
	
	

	
	
	
	
	

	Practice C.  The institution has created a post-award process to assure the research participants and third parties are billed as planned.
	
	
	
	

	Indicator 1.  The institution has developed a process to assure clinical research services are not billed inappropriately to third-party payors.  The institution may perform a bill hold to verify clinical research services are charged appropriately.
	
	
	
	

	Indicator 2.  The institution has developed a process to respond to deficiencies in the research billing process whereby mis-billings may occur.  The institution has a mechanism to perform charge and credit corrections.
	
	
	
	

	Indicator 3.  The institution has a process to track and trend issues related to research billing compliance.  The institution provides a mechanism to re-educate clinical research faculty and staff on the research billing processes to promote compliance and prevent reoccurrence.
	
	
	
	


