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This Standard Operating Procedure (SOP) applies to all studies using OnCore that have billable services and outlines the process by which Research Charge Analysts notify insurers of a trial participant that has enrolled on a clinical trial at Yale which has billable services. Exceptions include participants enrolled in fully research sponsored trials, subjects without medical insurance.

2.0 Purpose 
Pursuant to sections 38a-504f and 38a-542f of the Connecticut General Statutes, and section 38a-504a-3 of the Regulations of the Connecticut State Agencies, all requests for coverage of routine patient care costs for individuals enrolled in any clinical trial that includes medical procedures, required by the trial, being billed to the patient/patient insurance, must be pre-authorized through a submission of a completed, standardized form that all providers, hospitals and institutions shall submit when seeking to enroll an insured person in the clinical trial.

This document outlines the process that YCCI uses for submitting the form titled, “Request for Authorization for Coverage of Routine Patient Care Costs Associated with Clinical Trials,” to third party payers for all studies with billable services to advise third party payers that the research participant has signed consent for research participation.  
3.0 Definitions and Abbreviations
Electronic medical record (EMR) – A collection of medical information and health history about a person that is stored in digital format on a computerized system or web-based platform.

Epic – Yale’s electronic medical record (EMR) system.

OnCore - Yale School of Medicine’s Clinical Trial Management System (CTMS).

The terms “subject” and “participant” where applicable are interchangeable.
4.0 [bookmark: _Toc425171621]Procedure 
4.1 Report Delivery
4.1.1 An automated report is emailed daily to the Research Charge Analysts. The report identifies trial participants who have consented to clinical trials within the past thirty days who also have the Identifier type field in OnCore Subjects Clinical Research Administration (CRA) Console, Demographics tab, left blank. 
4.1.2 The Research Charge Analyst is responsible for reviewing the report daily and sending the required form.  Review responsibilities are assigned to the Research Charge Analysts for every day of the week, Fridays rotating on a weekly basis.  
4.2 Complete and Submit the Form
4.2.1 To provide payer notification, a form will be completed for the trial participant and submitted to the insurer on file. Patient demographic and insurance information will be obtained from Epic to complete the form. Completed forms are to be saved in the YCCI Charge Review folder on the shared drive. 
4.2.2 Refer to exceptions above and the Clinical Trial Preauthorization Work Instructions document. 
4.2.3 The following sources should be referenced to complete the form:
· Epic for insurance coverage information
· OnCore PC Console for information related to the clinical trial
· Clinical Trial Preauthorization Requirements for payer specific information
4.3 OnCore Updates Documented
4.3.1 Research Charge Analysts will update the Identifier type field in OnCore Subject Console, Demographics tab, to indicate if a form was faxed or not needed.
4.4 Training
All responsible personnel listed within this SOP will receive the appropriate level of training applicable to their role and level of responsibility. 
5.0 Roles and Responsibilities
· The following study personnel may be delegated study tasks with documentation of appropriate training and experience:
· Research Charge Analysts
· Assistant Director
· Sr. Associate Director
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance’s, and policies related to this procedure.
7.1 Connecticut General Assembly
· Substitute Senate Bill No. 21
· PA 11-172—sSB 21
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Clinical Trial Preauthorization Work Instructions
· Clinical Trial Preauthorization Requirements	
· Request Form for Authorization for Coverage of Routine Patient Care Costs Associated
with Clinical Trials
· [bookmark: _Overview]Request For Authorization for Coverage of Routine Patient Care Costs Associated With Clinical Trials
9.0 Version History
· 01/24/2024: New document (no prior history)
· 05/05/2025: Updated to be consistent with the development of YCCI financial management standard operating procedures.  
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