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Industry Supported Clinical Trial Indirect Rates – Procedure
Responsible Office:	MEDFIN Finance and Administration 
Procedure Sponsor:	Jess Caponigro						
Effective Date:		10/03/2025	


Scope
This document outlines the standardized procedure for the annual calculation and assessment of the Industry Supported Clinical Trial Indirect Rate at Yale School of Medicine (YSM). 
Procedure Purpose
The purpose of this procedure is to provide a systematic approach for calculating and determining the indirect rates associated with industry supported clinical trials conducted at YSM. This ensures transparency, consistency, and compliance with Yale University (the university) and funding agency guidelines.	
Definitions
Direct Costs
Costs that can be directly attributed to a specific clinical trial project.

[bookmark: _Toc425171621]Indirect Costs (IDC) 
Costs that are not directly attributable to a specific clinical trial but are necessary for the general operation of the organization and the conduct of its activities.

Indirect Rate (also known as the Facilities and Administrative, or F&A, rate)
The percentage of total direct costs that is added to cover indirect costs

Industry Supported Clinical Trials
An industry supported clinical trial is a research study, typically involving the prospective enrollment of human participants to evaluate the safety and efficacy of therapeutic, diagnostic, or preventative interventions, that is funded by an industry sponsor that has contracted with a Principal Investigator (PI) to conduct a clinical trial. These clinical trial expenses and revenue are tracked in the following Workday fund: FD29 Grants and Contracts – Industry Clinical Trials

[bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Procedure Sections 
Annual Calculation 
[bookmark: _Toc425171623]Annually, each fall, the YSM Controller's Office Costing Team will determine the Indirect Rate for Industry Supported Clinical Trials using the actual financial data from the previous year.  
The analysis will include both HDCC1485 MEDCCI Yale Center for Clinical Investigations (YCCI) and CC1423 MEDCCC Clinical Trials Operations (YCC CTO).
All administrative and space costs associated with clinical trials will be included in the analysis, less any revenue received from Yale New Haven Health System (YNHHS) and University Service Provider (USP) billings.
The portion of costs associated with Industry Supported Clinical Trials will be calculated by determining the percentage of total direct charges, on awards classified under the Workday award purpose codes 'Clinical Trial – Organized Research' or 'Clinical Trial – Other Sponsored Activity' for federal, non-federal, and industry clinical trials at YSM.

[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 completed analysis will be shared with YCCI, YCC CTO, and YSM Dean’s Office leadership for their review and potential discussions regarding adjustments to the rate.
Indirect Rate Changes 
Any increase or decrease in the clinical trial Indirect Rate must be approved by the Dean of YSM.
Upon approval of Indirect Rate change:
The YSM Associate Controller will inform the leadership of both YCCI and YCC CTO to ensure agreement on the effective date of the new Indirect Rate.
YCCI and YCC CTO will be responsible for notifying PIs, Department Business Offices, and Industry Sponsors of the Indirect Rate change.

The YSM Controller’s Office Costing Team will be responsible for notifying the Office of Sponsored Projects (OSP) of the effective date to ensure the university’s website is updated accordingly.
The YSM Controller’s Office Costing Team will collaborate with Financial Systems & Solutions (FSS) and OSP to establish a new grant hierarchy, ensuring that Industry Supported Clinical Trials are assessed at the revised rate.

Monitoring
The YSM Controller’s Office Costing Team is responsible for ensuring that clinical trials are being assessed correctly in accordance with both historical and current rates.
The YSM Controller’s Costing Team will collaborate with OSP and relevant departments to address any discrepancies that are identified.
The YSM Controller’s Costing Team will make the necessary correcting entries to ensure accurate assessments are applied.

Special Situations & Exceptions
Exceptions to this procedure must be documented using the YSM Policy/ Procedure/ Guideline Exception Request - Form  and presented to ysmcontroller@yale.edu. 
Requests for exceptions related to Facilities and Administrative (F&A) Waivers should follow the exception process in Policy 6002 Application of F&A Rates and Costs Recovery by using Form 1306 FR.02 F&A Rate Reduction/Waiver Request.

Roles & Responsibilities
YSM Controller’s Office
· Calculation of Indirect Rate
· Coordinating efforts for updates of Indirect Rates

YCCI/YCC
· Reviewing annual Indirect Rate
· Notifying PIs of updates to Indirect Rates

Contact Information 
· [bookmark: _Hlk497987165]YSM Controller’s Office: ysmcontroller@yale.edu

Related Information
Industry Clinical Trial Indirect Rate - Reference  
YSM Revenue Assessment Chart FY26 - Reference 
FD29 Industry Sponsored Clinical Trials Responsibilities and Reporting - Reference 
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