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1.0 	Scope
This Standard Operating Procedure (SOP) applies to all clinical research at Yale University School of Medicine, where Yale Center for Clinical Investigation (YCCI) provides post-award support. Investigators and their departments that utilize YCCI for post-award support and YCCI personnel involved in financial management and sponsor invoicing activities must understand and comply with the procedures described below. 

This SOP applies to the Yale Cancer Center (YCC) and other clinical departments when utilizing YCCI for financial management of study accounts.  When the YCC or other clinical departments do not rely on YCCI for financial management of study accounts, the YCC and other clinical departments will follow their department-specific SOPs.
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2.0	Purpose 
This document outlines the processes for the financial management of study accounts.  
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.
  
Clinical Trial Agreement (CTA) – The legal agreement between the research site and the study funding source or sponsor.  This agreement is negotiated by the Office of Sponsored Programs (OSP) and generally includes standard provisions found within a clinical trial agreement such as indemnification, subject injury, insurance, and a budget exhibit describing the payment terms for services provided.  The CTA can be a stand-alone or master agreement.   

Clinical Trial Management System (CTMS) – A software system (i.e., OnCore) used to manage one or more clinical investigations designed to efficiently manage planning, performance and reporting functions, along with participant contact information, tracking deadlines and milestones. 

Chart of Accounts (COA) – A list of all the accounts used to record a business's financial transactions.

Integrated Business Office (IBO) – An office that supports business operations for departments across the Yale School of Medicine. 

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 (CTMS). 

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.    
 
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.

Workday – The Yale enterprise resource planning (ERP) system used for financial management across the institution.

4.0 [bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]	Procedure 
4.1 [bookmark: _Toc425171623]Invoicing Account Set-Up
4.1.1 Upon notification that the final terms of the Clinical Trial Agreement (CTA) have been reached, the Protocol Activation and Lifecycle Management (PALM) team is responsible for Financial Console entry within the OnCore Clinical Trial Management System (CTMS) in accordance with the sponsor budget and the payment terms.
4.1.2 The YCCI Post-Award Financial Management team is responsible for the validation of the financial console entry.  
4.1.3 The PALM Intake and Activation team will record the execution of the CTA in the YCCI Research Resources Request Portal (Salesforce) intake system.
4.1.4 The assigned YCCI Post-Award financial analyst will conduct a post-award kick-off discussion (e.g., meeting or email communication is acceptable) with the department-aligned financial management coordinator, including when applicable the study team and Integrated Business Office (IBO) administrator. This communication should be tailored to the needs of the protocol and experience level of the department and the purpose is to inform them of the  protocol-specific billable activity that requires communication and monitoring. This should take place prior to any post-activation billable activity but should not impede activation.
· As part of this kickoff, the YCCI Post-Award financial analyst will provide a study-specific reference tip sheet describing the invoiceable items or services outlined in the CTA and responsibilities for monitoring, communicating and/or triggering events as they occur.
· When feasible, the YCCI PALM team will create OnCore system triggers to assist with efficient activity communication.   
4.1.5 Following budget amendments, if applicable, the YCCI Post-Award financial analyst is responsible for reviewing and revising the tip sheet as appropriate and notifying the IBO administrator and study team of relevant changes. 
4.2 Invoicing Account Set-up: Workday Tasks
4.2.1 The IBO administrator is responsible for ensuring   a study-specific chart of accounts (COA) is setup in Workday. The IBO administrator can request an At-Risk COA if needed before IRB approval 
4.2.2 IBO’s are responsible for sharing, maintaining, and keeping YCCI informed of the COA, and update with any changes, expirations, or updates as applicable.
4.3 Invoicing
4.3.1 The Principal Investigator (PI) or delegated study team member will document patient screening, enrollment, and subject visit activity in OnCore per YCCI guidelines.
4.3.2 The PI or delegated study team will communicate non-patient visit financial activity (e.g. monitoring visits, pre-screening chart reviews, advertisement, etc.) via the Financial Events tab in OnCore or email following YCCI guidelines and study-specific tip sheet instructions.  
4.3.3 The YCCI Post-Award financial analyst will review all financial activity, including non-patient visit financial activity, that has occurred for assigned trials at least monthly and generate an invoice in OnCore, including all invoiceable items, and email a copy of this invoice to the department-aligned financial management coordinator   for department review prior to sending the invoice to the sponsor.
· If patient reimbursement activity has occurred, the YCCI Post-Award financial analyst will add this to the sponsor invoice and request backup documentation (e.g., receipts, cash reports, logs, etc.) as required by the CTA.
· For items and services paid via sponsor triggers such as data completion instead of invoices (i.e. “autopayments”), the YCCI Post-Award financial analyst will generate an invoice in OnCore as per guidelines when payment is received. 
4.3.4 The department-aligned financial management coordinator will have two (2) business days to review and request changes to the sponsor invoice.
4.3.5 If no changes are requested after two (2) business days, the YCCI Post-Award financial analyst will enter the invoice “send date” to reflect finalization of the invoice, export the invoice from OnCore and send via email to the sponsor contact.  
4.4 Reporting
4.4.1 Revenue recognition reports that capture all invoices generated for the previous calendar month will be run by the YCCI Post-Award financial analyst and emailed to departments by the fifth (5th) business day.
4.5 Accounts Receivable Management
4.5.1 The YCCI Post-Award financial analyst will review aging information from OnCore on a monthly basis and will  follow-up with the sponsor for invoices aged >30 days past due and continue until resolved.  Engagement with the investigator and study team to assist in resolution is encouraged.
4.5.2 The YCCI Post-Award financial analyst will consult with the department IBO administrator to establish a resolution plan for invoices that have aged >90 days past due.  Engagement with the investigator and study team to assist in resolution is required.
4.6 Payment Reconciliation 
4.6.1 Upon receipt of sponsor payment, the department’s research accounting team will review payment and remittance information to determine if a corresponding invoice can be identified and apply the payment in Workday accordingly.
· If the payment details are sufficient to identify the appropriate research account but not the specific invoice, the payment can be applied at the account level. 
· If available information is insufficient to identify the appropriate research account to credit, the research accounting team will apply the payment "On Account" in Workday as a temporary measure until resolution occurs.
4.6.2 The YCCI Post-Award financial analyst will review all payments placed “On Account” on a weekly basis, investigate until resolution and inform the department research accounting team of appropriate action via email.   
4.7 Financial Close-Out
4.7.1 Upon study closure with the IRB, the YCCI Post-Award financial analyst will initiate the financial close-out process by reconciling the account and verifying that all invoices have been sent and earned revenue has been received.  
4.7.2 OnCore financial closure documentation will be recorded and maintained in OnCore by the YCCI Post-Award financial analyst.  
4.7.3 The YCCI Post-Award financial analyst will notify the department IBO administrator of the project balance and initiate the disbursement of residual funds or the resolution of account deficit according to Yale School of Medicine's Financial Reporting and Financial Closeout procedures. 
4.8 Training
All responsible personnel listed within this SOP will receive the level of training appropriate to their role and level of responsibility. 
5.0	Roles & 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. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.
· The YCCI PALM team is responsible for OnCore financial console entry. 

· The YCCI Post-Award financial analyst is responsible for all sponsor invoicing and financial reconciliation procedures. 

· The IBO administrator is responsible for oversight of the department study accounts and in collaboration with the study team, timely review of sponsor invoices and clinical invoices received from Yale New Haven Health System.

· The Workday Accounting Team is responsible for the receipt, processing, and recording of study payments received.   

· The YNHH clinical trial billing coordinator is responsible for generating study-related clinical statements, resolving research statement billing inquiries, and authorizing related journal entries for research-related clinical expenses.  
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
This section identifies applicable regulations, guidance’s, and policies related to this procedure.
· Yale School of Medicine Financial Reporting and Financial Closure Policy
8.0	References
Reference materials are located in each functional area’s working directory.
· YCCI Sponsor Invoicing Work Instructions
9.0	Version History
· 08/25/2025: New document (no prior history) 
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