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1.0 	Scope
This Standard Operating Procedure (SOP) applies to all clinical research activities for which Yale Center for Clinical Investigation (YCCI) provides services to the Investigator and their department. Investigators receiving services from YCCI, as well as YCCI personnel, are required to understand and comply with the procedures outlined below.
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2.0	Purpose 
This document details the application of the YCCI administrative fee schedule, review frequency, and update responsibilities.
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3.0	Definitions
[bookmark: _Toc425171621]Billable Services - Services rendered to a research subject that would normally generate a bill from a clinical services provider such as Yale New Haven Hospital or Yale Medicine to the research patient or the patient/family insurer.  No distinction is made whether the services are paid for by the patient/insurance (Standard of Care) or by the study’s funding mechanism (Sponsored Research).   

Clinical Research - As defined by the NIH, research performed on human subjects or on material or information obtained from human subjects as part of human experimentation. 
  
Clinical Trial – Any interventional investigation in human participants intended to discover or verify the clinical, pharmacological and/or other pharmacodynamic effects of an investigational product(s); and/or to identify any adverse reactions to an investigational product(s); and/or to study absorption, distribution, metabolism and excretion of an investigational product(s) with the object of ascertaining its safety and/or efficacy.

Coverage Analysis (CA) – Also referred to as a Medicare Coverage Analysis (MCA), the CA is a comprehensive review process to determine which costs associated with a clinical trial can be billed to insurance, such as Medicare, and which costs should be covered by the study sponsor.  This analysis ensures compliance with billing regulations and helps prevent issues like double billing or billing for services not covered by insurance.  

Effective Date – The date on which an SOP or other document becomes available for use by personnel, after documented training.  

Investigator - A person responsible for the conduct of the clinical trial, including the trial participants for whom that person has responsibility during the conduct of the trial. If a trial is conducted by a team of individuals, the investigator is the responsible leader of the team and may be called the principal investigator. Where an investigator/institution is referenced in this guideline, it describes expectations that may be applicable to the investigator and/or the institution in some regions. Where required by the applicable regulatory requirements, the “investigator” should be read as “investigator and/or the institution.”

OnCore – Yale School of Medicine’s Clinical Trials Management System. 
 
Trial Participant – An individual who participates in a clinical trial who is expected to receive the investigational product(s) or as a control. In this guideline, trial participant and participant are used interchangeably.
 
Principal Investigator (PI) – See Investigator. 
 
Protocol Activation and Lifecycle Management (PALM) – The Protocol Activation and Lifecycle Management team within YCCI is the team responsible for providing pre-award activation services such as coverage analysis, budget development and negotiation to the Investigator.   

4.0 [bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]	Procedure 
4.1 Administrative Fee Service Rate Development
4.1.1 [bookmark: _Toc425171623]The YCCI financial management team has a standardized administrative fee schedule for clinical research, which is inclusive of services provided by YCCI throughout the lifecycle of a clinical trial, including but not limited to trial activation, maintenance, and close out.  The current fee schedule rates are published here: https://medicine.yale.edu/myysm/research/clinical-research/ycci-rates/
4.1.2 Fee schedule rates are effective on the latter of the date of publication or stated effective date as noted on the website. 
4.1.3 [bookmark: _1430.2_Shipping_Research/Clinical][bookmark: _3305.2_Banking_Arrangements][bookmark: _1503.3_Review_and][bookmark: _1301.3_Interim_Financial][bookmark: _1305.3_Authorization_and][bookmark: _1115.3_Requirements_for][bookmark: _1430.3_Relocation_Services][bookmark: _1430.4_Export_Control][bookmark: _1430.3_Export_Control][bookmark: _3305.3_Expenses_Funded][bookmark: _3510.2_Relocation_Expense][bookmark: _3305.4_Other_Expense][bookmark: _3510.3_Specific_Rules]The YCCI financial management team reviews service rates annually according to the institutional fiscal year. These rates are adjusted based on a cost analysis conducted during the rate-setting process.
4.1.4 The service rates are classified based on funding source as follows:
a. NIH/Grant funded, Investigator Initiated Trial (IIT), Departmental funds
b. Industry Sponsored
4.1.5 At predetermined intervals, YCCI will charge department-specific Charts of Accounts (COA’s) for all services rendered pursuant to the approved University Service Provider (USP) rates. 
5.0	Roles & Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for appropriately delegating 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. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for the management of the project and ensuring appropriately experienced and trained staff are delegated.

· YCCI leadership is responsible for conducting the annual cost analysis and completing the fiscal year rate-setting process, in accordance with the University Service Provider process overseen by the Controller's Office

· Budget analysts/negotiators are responsible for incorporating the current YCCI fee schedule rates into the budget and communicating these fees to the study team and sponsor.  Failure to incorporate these fees into a study budget does not exclude the study from YCCI charges.

· YCCI Service Area Leadership is responsible for monitoring and tracking activities conducted by YCCI. These individuals will work with YCCI business office to ensure all applicable fees are charged to the applicable COA for each study. 

6.0	Contact Information 
[bookmark: _Hlk497987165]Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0	Related Information
· Yale University Service Provider (USP) Resources 
8.0	References
· N/A
9.0	Version History
· 08/12/2025: New document (no prior history)
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