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1.0 	Scope
This Standard Operating Procedure (SOP) applies to all clinical research with billable services at Yale University when the Office of Sponsored Projects (OSP) is providing contract review and negotiation and Yale Center for Clinical Investigation (YCCI) is providing coverage analysis (CA) and budget development and negotiation services to the Investigator.  Investigators, OSP and YCCI personnel involved in the contract review and negotiation activities must understand and comply with the procedures described below.  
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2.0	Purpose 
The purpose of this procedure is to establish a consistent and standardized approach for the review, negotiation, and management of clinical trial agreements involving billable services at Yale University. This SOP delineates the roles and responsibilities of OSP in contract review and negotiation, and YCCI in providing coverage analysis (CA) and budget development services. 
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.  Any investigation in human subjects intended to discover or verify the clinical, pharmacological, and/or other pharmacodynamic effects of an investigational drug or device, to identify any adverse reactions to an investigational drug or device, and/or to study the absorption, distribution, metabolism, and excretion of an investigational drug with the objective of ascertaining its safety and/or efficacy. The terms "clinical trial" and "clinical investigation" are synonymous.  
  
Clinical Trial – See Clinical Study.  
 
[bookmark: _Hlk200609886]Clinical Trial Agreement (CTA) – The legal agreement between Yale University and the study funding source or sponsor.  This agreement is negotiated by the Office of Sponsored Projects (OSP) and generally includes standard provisions found within a clinical trial agreement such as indemnification, subject injury, insurance, payment terms and a budget exhibit for services provided.     
    
Coverage Analysis (CA) – Also referred to as a Medicare Coverage Analysis (MCA), the CA is an independent review of a research study to determine whether clinical services are billable to the research subject, third-party payer, or sponsored award.  The CA/MCA includes a review of the clinical trial documentation, published practice guidelines, Local Coverage Determinations (LCD) and National Coverage Determinations (NCD) to determine the billing status of items and services that are documented in the research protocol and/or research plan.    
  
InfoEd Institutional Research and Enterprise System (IRES Agreements Module) – The IRES Agreements Module is the Yale University electronic system for managing the contract review and negotiation processes for clinical trial agreements and confidential disclosure agreements.

Click Institutional Research and Enterprise System Institutional Review Board (IRES-IRB) – IRES-IRB is the Yale University electronic system for managing submissions of human subjects research to the Yale University HRPP / Institutional Review Board.

Informed Consent Form (ICF) – A written document that provides all necessary information to a subject candidate to enable him or her to decide whether to participate in a trial. This document is signed and dated by the subject and by the person who conducted the consenting process and discussion.    
 
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.”
     
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.    
 
Quality Assurance (QA) - Planned and systematic actions established to ensure the clinical investigation is performed and the data are generated, documented (recorded) and reported in compliance with GCP, the Clinical Protocol and the applicable regulatory requirement(s); typically performed by independent personnel not responsible for the conduct or oversight of the clinical investigation.  
 
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.

4.0 [bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]	Procedure 
4.1 [bookmark: _Toc425171623]Intake
4.1.1 If a Confidential Disclosure Agreement (CDA) is required by the study funding source or sponsor, OSP is responsible for the negotiation and execution of the CDA. CDAs are submitted through the IRES Agreements Module and require a Draft CDA and correspondence from the external source. OSP does not require a CDA be executed if not required by the sponsor. However, for any investigator initiated Clinical Research, it is recommended that Yale enters into a CDA to protect any outgoing Yale information. 
4.1.2 Once the decision to move forward with a CTA occurs, all required study documents must be submitted through the IRES Agreements Module, including:
· Draft CTA
· Draft Budget (optional)
· Email from the sponsor who sent the CTA and Budget (not who sent the regulatory docs as this is typically a different person)
4.1.3 If additional information is needed, the OSP contract manager will contact the study team
4.1.4 OSP and PALM will coordinate to identify any special needs such as equipment, storage, participant stipends and/or reimbursements, home-health services, etc. that could impact contract review.  
4.1.5 The OSP contract manager will update study statuses in the IRES Agreements Module, link the study with IRES-IRB (IRES IRB funding source selections are made by regulatory submitters), and initiate the review and negotiation process.
4.1.6 Clinical trial agreement amendments will follow the same intake, review, negotiation, and finalization procedures.
4.2 Negotiations
4.2.1 The YCCI PALM Pre-Award team is responsible for negotiating the following:
· Budget, or payment amounts
· Screen failure amounts 
· Unscheduled Visit amounts 
4.2.2 The OSP Contract Manager is responsible for negotiating the following:
· Agreement legal terms and payment terms
4.2.3 Communication
· The YCCI Palm Pre-Award team and the OSP Contract Manager are responsible for keeping each other apprised of issues which may impact negotiations.
· OSP Contract Managers will escalate payment term deviations to PALM per the CTA review manual.
4.3 Final Review
4.3.1 The OSP Contract Manager will receive the final agreement from the Sponsor and ensure that final terms reflect what was negotiated between the parties.
4.3.2 The YCCI PALM Pre-Award team will perform a QA review to ensure that the final budget and payment terms align with the protocol schedule of events, coverage analysis and Yale informed consent form(s).  
4.4 Tracking
4.4.1 The contract manager will track the status in IRES Agreements Module throughout the contract review and negotiation lifecycle.
4.5 Execution
4.5.1 The contract manager will route the final version of the CTA for signatures to:
· Principal Investigator (PI) (“read and understood”)
· Institutional signatory
4.5.2 The OSP contract manager will return the signed agreement to the Sponsor and notify PALM Pre-Award team, department business office administrator, study team and create a task for the OSP award set up (ISCU).
4.5.3 Upon assignment of a task, the OSP ISCU team will ensure the following:
· OSP compliance matters are complete, including training, ABS form and COI.
· If any of the above is pending, a hold will be placed on the COA setup and monitored weekly
· IRB approval has been obtained.
· If approval is pending, an HRPP hold will be placed on the COA set-up and monitored weekly.
· The fully executed agreement has been uploaded to the IRES Agreements Module.
· The agreement status is correct in the IRES Agreements Module. 
· The funding source has been linked to the appropriate Chart of Accounts (COA) in the Workday system.  
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 Office of Sponsored Projects (OSP) is responsible for contract and payment term review, negotiation, finalization and resolution of any discrepancies identified.   

· The YCCI PALM Intake and Activation Team is responsible for ensuring that all documents are received from the study team to initiate activation services. 

· The YCCI PALM Pre-Award team is responsible for coverage analysis development, budget development, budget negotiation and harmonization with the clinical trial agreement payment terms.
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
· N/A
8.0	References
Reference materials are located in each functional area’s working directory.
· Clinical Trial Budget Review and Negotiation SOP
· Harmonization of Financial Documents SOP 
· OSP Proposal Development and Submission Checklist Addressing Tasks, Requirements, and Roles and Responsibilities
· OSP Payment Terms for Clinical Trial Contracts
9.0	Version History
· 08/12/2025: New document (no prior history) 
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