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Research Study File Set Up Procedure


	Procedure statement
	All Aurora Health Care employees have a responsibility to maintain a high level of integrity in the billing process in the setting up of a research study file when the Business Office Research Team is notified of a new research study.  


	Purpose of procedure
	The purpose of this procedure is to outline the steps necessary to maintain the documents of an approved research study in a specific study file. The documents for the study file are: IRB (institutional review board) study approval letter, IRB submission form, patient consent, budget, discount form, coverage analysis and prior notification of device approval letter.


	Responsibility
	Billing Projects Representative (BPR) staff is responsible to complete set up of the research study file. 


	Effective date
	August 23, 2003

Revisions:  11/06


	Procedure 
	Follow the steps in the table below to set up the study file.


	Step
	Action

	1
	Create a file folder for the study file with the IRB protocol number from the IRB approval letter.

	2
	Complete the study checklist.

Note: See Attachment A – Research Billing – Study Checklist.

	3
	Obtain any missing information listed on the checklist. 

	4
	Place completed checklist on left-hand side in the study file folder.

	5
	Place completed study file in designated file cabinet in study order.

	6
	Reconcile quarterly with the IRB database of all research study files to ensure all billing files are complete with none missing.


	Related procedures
	Research Study Patient Participation Notification

Research Claim Preparation for Submission

Research Claim UB Completion

Research Billing Monthly Audit


