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1.0 	Scope
This Standard Operating Procedure (SOP) applies to all prospective human subject research.  Yale requires that all research studies involving the provision of billable services must undergo a Coverage Analysis (CA). Yale Center for Clinical Investigation (YCCI) is responsible for Coverage Analysis (CA) development for all clinical research at Yale School of Medicine and Yale affiliates and the review of all finalized budgets to ensure alignment between the CA and the clinical trial budget. 

Investigators utilizing YCCI CA services and YCCI personnel involved in the development and review of a CA must understand and comply with the procedures as described below.
This SOP applies to the Yale Cancer Center (YCC) and other clinical departments when utilizing YCCI for activation services. When the YCC does not rely on YCCI trial activation services, YCC will follow their department-specific SOPs.
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2.0	Purpose 
This document outlines the coverage analysis development and approval process.  A Coverage Analysis (CA) is required for all clinical research with potentially billable items or services.
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3.0	Definitions
[bookmark: _Toc425171621]Billable Services – Services ordered and 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). 

Budget-Informed Coverage Analysis – A Coverage Analysis drafted based on sponsor-provided draft budget and other funding documents. 

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 Projects (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. 

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, in accordance with published guidelines.  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.   

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.”

OnCore – Yale School of Medicine’s Clinical Trials Management System. 

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, and regulatory support 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. 

Qualifying Clinical Trial (QCT) review - refers to initial steps of the coverage analysis which determines if a clinical trial that meets specific criteria set by the Centers for Medicare & Medicaid Services (CMS) under the Clinical Trial Policy (NCD 310.1). These trials are eligible for Medicare coverage of routine costs associated with the trial. To be deemed a QCT, a trial must meet the minimum following requirements:

· The trial must investigate an item or service that falls within a Medicare benefit category and is not statutorily excluded from coverage.
· Study must have therapeutic intent (trial cannot exclusively test toxicity or pathophysiology)
· Study must enroll subjects with diagnosed disease (not healthy volunteers only)

Additional requirements apply after the minimum 3 qualifications have been met. Once a trial is determined to be a QCT, the routine care costs associated with it, may be eligible to be billed and reimbursed by Medicare and other third-party payers

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.

The terms “subject” and “participant” are used synonymously. 
4.0 [bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]	Procedure 
4.1 A QCT analysis is required for all clinical research studies in which trial participants will be consented.  The PALM Pre-Award team, or its designated service provider, will perform the initial QCT analysis to identify Billable Services, and determine the level of Coverage Analysis Services that will be necessary. This review will be documented using the QCT checklist within the OnCore CA console.  
4.2 After qualifying status is determined and the QCT checklist is completed, PALM Pre-Award team will conduct any necessary CA services or assign to a designated service provider.
4.3 The Pre-Award team or a designated service provider will then develop a CA using the sponsor-provided study documents including the final protocol, ICF and draft budget. 
4.4 The PALM Pre-Award team, as directed by PALM leadership, is empowered to modify the owner of CA responsibilities from above as necessary to meet business needs. 
4.5 The PALM Pre-Award team maintains the CA development guidelines, which outline the Yale-specific requirements for coverage analysis.
4.6 Once a CA is drafted, a Pre-Award team member will conduct an initial quality check in alignment with SOP Harmonization of Financial Documents – 0706 – Procedure. 
4.7 The PALM Pre-Award team will record CA completion within OnCore. 
4.8 Amendments
4.8.1 The PALM Pre-Award team will update the QCT checklist within the OnCore CA console as needed for subsequent amendment submissions which impact the budget and/or CA. 
4.9 Training
All responsible personnel listed within this SOP will receive 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 some study duties to trained research personnel; however, must retain responsibility over some tasks, such as CA approval. 

· The YCCI Pre-Award team is responsible for:
· Conducting the initial QCT review to determine CA applicability
· Assigning CA development responsibilities to the Coverage Analyst or designated vendor 
· Updating the OnCore build task list and Salesforce 
· Reviewing of the CA prior to study team review and resolving any discrepancies identified
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.
· SOP Harmonization of Financial Documents – 780 – Procedure 
· Coverage Analysis Development Institutional Style Guide (Template)
· QCT guidelines
· QCT Checklist
8.0	References
Reference materials are located in each functional area’s working directory.
· NIH Patient Care Costs Policy
· Medicare Coverage ~ Clinical Trials
· Centers for Medicare and Medicaid Services

9.0	Version History
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