1.0 Scope
This Standard Operating Procedure (SOP) applies to all cancelled service fees within the Yale Center for Clinical Investigation (YCCI).
[image: ]
Cancelled Service Fees – 1504 – Procedure 
Responsible Office:		YCCI 
Procedure Sponsor:		Sherry Lockett, Eric Borchardt, Anthony Gardner, Brian Sevier	
Effective Date:			09/05/2024


Page 1 of 2

Page 2 of 2
2.0 Purpose 
The purpose of this Standard Operating Procedure (SOP) is to outline the cancelled service fees (refunds) process for University Service Providers (USP) at the Yale Center for Clinical Investigation (YCCI).
3.0 Definitions and Abbreviations
Cancelled Service Fee (Refund) – returning payment for a good or service to the customer.
Customer - provided a good or service and charged a USP rate. 
External Users - purchase services and/or goods and are non-Yale individuals.
4.0 [bookmark: _Toc425171621][bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure 
4.1 [bookmark: _Toc425171623]Internal Cancelled Service Fee (Refund) Process

4.1.1 For any cancelled service fees for internal customers, a thorough review of the project, service, and/or event is completed by the Principal Investigator (PI) and/or the PI’s Business Office to discuss with the YCCI designee.
4.1.2 Research is done by the YCCI Senior Associate Director (Sr. AD) or designee concerning what was presented by the PI or PI’s designee about the cancelled service fees. 
4.1.3 At times, the YCCI Business Office is asked to research the backup data for any YCCI service fees that are looking to be refunded. If the Sr. AD does not move forward with refunding the PI, the Business Office does not process a refund.
4.1.4 If the YCCI Sr. AD or designee has approved the refund, the Business Office will process a refund to the original service that was charged.
4.2 External/Sponsor Cancelled Service Fee (Refund Process)
4.2.1 Any overpayment by an industry sponsor should be promptly identified and document on the study reconciliation sheet. 
4.2.2 Upon identification, the sponsor will be notified of the overpayment (if sponsor did not notify YCCI of the overpayment). This notification will include instruction of how the overpayment will be credited on the next invoice(s) until the credit is exhausted.
4.2.3 Refunds to sponsors will only be processed after final reconciliation, including holdbacks after IRB Study Closure. 
4.2.4 Refunds for overpayments will not be issued after final study closeout. Sponsors are encouraged to review and reconcile all payments prior to final closeout. 
4.3 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP and Yale policies and applicable governing regulations. 
· Business Office: Processes the cancellation of service fee (refunds) for YCCI.
· Sr. Associate Director or designee: The YCCI responsible party that provides approval for the cancellation of services fees (refunds).
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.
· N/A
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· N/A
9.0 Version History
· 08/19/24: New document (no prior history)
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