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Research Studies with Billable Clinical Services - Policy
Responsible Office:		MEDCCI Yale Center for Clinical Investigation (YCCI), MEDFIN Finance and Administration 
Policy Sponsor:		David Coleman, Jess Caponigro (Associate Controller, Yale School of Medicine)					
Effective Date:			10/01/2025


Scope
This Policy establishes requirements regarding the billing for clinical procedures and services received by study participants in a clinical trial or research study (herein referred to as “research study”).
Reason for the Policy
The purpose of this Policy is to establish sound internal control standards to assure the integrity of billing procedures in the Yale School of Medicine’s (YSM) and Yale-New Haven System’s (YNHHS) research studies which require or offer diagnostic procedures, clinical diagnosis, treatment, observation, or other clinical services as part of the research study. Additionally, this Policy is issued to ensure compliance with sponsor terms and conditions, governmental regulations, protection of research participants, and YSM and YNHHS policies related to billable clinical services in research studies.		
Definitions
[bookmark: _Toc425171621]Billable Clinical Services (herein referred to as “billable services”)
For purposes of this policy, a billable clinical service is any clinical service rendered to a research subject that, if he/she was not on a study, would generate a bill from either Yale-New Haven Health System or Yale Medicine to the research participant or the participant’s insurer. The billable clinical service may be performed by the research staff of the study or may be provided by professionals within either YNHHS, Northeast Medical Group, or Yale Medicine (examples include physical examinations, x-rays, MRIs, CT scans, and laboratory and histologic studies). In some cases, billable services for research studies are provided by vendors external to Yale Medicine or YNHHS (e.g., Greenwich Radiology).A billable clinical service includes services paid by the research participant or insurance (Standard of Care), or by the study’s funding mechanism (sponsor may include internal or external entities) regardless of whether some, part, or all of the services are billed to the research sponsor.

In select circumstances, a clinical service may be conducted as part of a research study in research facilities (e.g., PET Center, MR Research Center). Instead of billing sponsors or the participant’s insurance at rates according to the research chargemaster for clinical services, these facilities may charge research sponsors as a designated University Service Provider under the following circumstances: 1) the procedure or encounter is solely related to the research study and is not part of the standard of care as determined by the Medicare Coverage Analysis described below; 2) the USP rates have been approved by the YSM Controller; 3) rates for clinical research services charged to NIH grants are at or below the most favorable among research sponsors; 4) the research area where the research procedure or encounter are conducted meets or exceeds all applicable regulations pertinent to participant privacy, safety, and effectiveness; 5) As noted in Section 5 in the Policy Section below, the encounter or procedure is documented in Epic and OnCore (or in the electronic health record at the VA or Connecticut Mental Health Center if the research is conducted at these sites). If the research facility is not an approved USP provider or fails to meet the criteria above, clinical procedures or encounters should not be conducted as part of a YSM research protocol. Exceptions to the requirement for documentation in the Electronic Health Record are permissible for research studies in the research protocol that are (1) not “clinical grade”, (2) the results of which would not affect any subsequent clinical care of the subject. Some non-clinical grade studies may produce results that the clinician determines requires further investigation by clinical grade studies (e.g., some genetic or imaging evaluations) that would be entered into the electronic health record for the safety or clinical care of the subjects.

Please note that this policy does not otherwise apply to administrative or other non-clinical services provided by a University Service Provider.
Informed Consent Form (herein referred to as “ICF”)
The document used by the investigator to obtain the informed consent of the individual who wishes to participate in the research study. The ICF includes specific information about the study including but not limited to what research services/procedures will be performed and the associated financial obligations of the research subject, his/her insurer, and/or the sponsor.

Institutional Review Board (herein referred to as “IRB”)
The IRB is the administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under the auspices of the Institution. The IRB is responsible for reviewing and approving human subjects research. The IRB can be either a Yale body or an external entity with which the Yale Human Research Protection Program has contracted to review/approve protocols.

Medicare Coverage Analysis (herein referred to as “MCA”)
MCA is an independent review of a research study to determine which clinical procedures and services are billable to the research subject, third-party payer or sponsored award. The MCA includes a review of the statutes, National Coverage Determinations (NCD), Local Coverage Determinations, published practice guidelines and clinical trial documents to determine the payment obligations for items and services that are documented in the research protocol and/or research plan.

Research injury (herein referred to as subjects’ injury)
Research injury is a serious adverse event (SAE) that meets all of the following criteria:
1.  Direct Attribution to Research: It must be definitely or probably attributed to the trial therapy or procedures required by the protocol.
2.  Exclusion of Primary Disease or Other Conditions: It must not be attributable to the subject’s primary disease, natural progression of the primary disease, or any pre-existing condition.
3.  Unexpectedness: When applicable, the adverse event must not be a known or reasonably anticipated side effect of the trial therapy based on existing scientific knowledge, or clinical experience.
4.  Novelty of Adverse Event: The serious adverse event would not have been expected from the standard treatment using currently approved therapies for the subject’s condition. However, if the side effects expected in the standard of care treatment are worsened in frequency or severity due to the research intervention, then it would be considered a research injury.
Research Study Services (herein referred to as “services”)
Includes but is not limited to clinical encounters, diagnostic evaluation, and tests, procedures, and treatments related to the conduct of the research study. These services are conducted in all clinical research trials and include studies sponsored by industry, government, and other research sponsors. The services fall into one of the following three categories:
1. Services billed to the research study sponsor;
2. Standard of care services related to the research study that are billed to the research subjects and/or his/her insurer; and
3. Unanticipated clinical services beyond those required in the research protocol that are covered by the patient/insurer or research sponsor in accordance with the terms of the sponsor agreement.

[bookmark: _Toc427373286][bookmark: _Toc425171622][bookmark: _Toc425171625]Policy Sections 
Sponsored Research Studies
All human subjects research study agreements supported by any external entity shall be reviewed and negotiated by an appropriate Authorized Official (AO) within the Office of Sponsored Projects (OSP). OSP will ensure that the agreement contains subjects injury provisions and payment terms that reflect the institution’s preferred position.

As part of the agreement review and approval process and to assist in an effective clinical billing process, OSP will, upon finalization of the contract (including payment terms) and budget, distribute a final signature-ready version of the contract to the Yale Cancer Center, Yale Center for Clinical Investigations and/or the department (as applicable) for confirmation. This step can occur simultaneously with circulation for the PI’s signature.

[bookmark: _Toc425171623]Yale University Human Research Protection Program will ensure the language addressing subject injury contained in the ICF is aligned with the language in the agreement and with Yale’s position regarding subject injury coverage. Departments conducting the research are responsible for ensuring that financial terms described in the ICFs align with an accompanying budget.  
Medicare Coverage Analysis

Yale requires that all human research studies that are non-exempt from IRB approvals be evaluated by the Yale Center for Clinical Investigations (hereafter referred to as YCCI) to determine if a research study is a Qualifying Clinical Trial under Medicare guidelines. Studies involving the provision of billable clinical procedures and services must undergo a Medicare Coverage Analysis. By this policy, Yale School of Medicine is requiring YCCI Central Medicare Coverage Analysis Unit, to complete a coverage analysis on all qualifying trials in alignment with National Coverage Decision (NCD) and Local Coverage Decision (LCD). For oncology clinical research protocols, YCCI can cede the Medicare Coverage Analysis to the Yale Cancer Center (YCC). MCA decisions can be appealed by members of the study team but a determination by the Central Medicare Coverage Analysis unit of YCCI (or YCC) is the final arbiter of MCA decisions.

Research Study Budget
Budget development requires the use of Yale Medicine, YCCI, YCC, and Yale New Haven Health System (YNHHS) research chargemaster fee schedule to ensure that the sponsor fully reimburses Yale for the costs of conducting the study. The rates for both professional and technical clinical services charged by YNHHS, YSM, Northeast Medical Group, or Greenwich Radiology should be consistent across departments and based on the Medicare rate as a reference guide.
In circumstances where vendors outside YM or YNHHS provide a clinical service in a research protocol, the rates for research studies must be published and negotiated prospectively in the compilation of the research budget. The rates charged by external vendors should be reviewed by the YCCI (or YCC) budgeting office to ensure that the rates comply with regulatory requirements. 

Final approval of the budget is the responsibility of the Principal Investigator, Departmental Business Office, and YCCI (or YCC for oncology studies) prior to execution.

Research Study Financial Considerations and Liabilities
The PI shall ensure that there is clear and consistent language in the approved protocol, ICF, and the sponsor agreement/budget regarding research related services and standard of care services (routine costs). The PI is also responsible for ensuring that the study participant is aware of the procedures and services occurring at each visit and which services will be covered by the research sponsor and under what circumstances the research subject and/or his/her insurer may have a potential financial obligation. The PI is also obligated to include in the ICF the Clinical Research Billing Unit contact information should the research subject have any billing questions. In instances in which research participants continue to incur expenses for clinical care related to the study but beyond the closure of the study by the IRB or PI, the OnCore record for the study should be listed as “billing purposes only” to facilitate invoicing of sponsors or third-party payers for clinical services.
Billing Information and Supporting Systems
All Yale research studies with billable services (including those billed as a USP service) must fulfill the following requirements described below.
Services and orders must be described and registered for research subjects in Epic to support billing for the service to research subjects, insurance, or the sponsor of the research study to promote clinical care, billing compliance, and revenue recovery.  Two exceptions to the requirement for registration and documentation in Epic are:
not “clinical grade” and the results of which would not affect any subsequent clinical care of the subject;
the clinical service is rendered at an affiliated clinical site (e.g. Connecticut Mental Health Center, Department of Veterans Affairs) which does not use Epic as the electronic medical record.
Use Yale’s Clinical Trial Management System (OnCore) for tracking, maintaining and monitoring research study services, and calendar, along with applicable payments or reimbursements for expenses made to study participants

The PI is responsible for ensuring that, prior to the occurrence of any study visits, a study calendar for research encounters is created within OnCore and the services that will be billed to the sponsor or study account or to the research subject or third- party payer, or billed as a USP service are identified. This calendar must reflect the information contained in the protocol, ICF, and agreement, if applicable. 

To avoid potential billing problems, the study team shall enter into OnCore all newly consented research participants on the day they are consented. 

Subsequent visits shall be recorded within 48 hours of the visit to promote effective and efficient billing compliance. 

Participant encounters cannot commence until the protocol has been activated in OnCore

Full execution of the Clinical Trial Agreement is required to invoice for a billable service.
Billing Compliance Quality Assurance
The billing compliance framework includes quality control oversight of all research study billable clinical procedures and services. YCCI’s Clinical Research Billing Quality Assurance group is charged with this oversight function which includes proactive protocol risk assessments and continuous monitoring of clinical trial billing compliance and charge review(s). The purpose of these ongoing reviews is to identify inconsistencies in billing of payers (e.g., research sponsor vs insurance or patient) between Yale Medicine and Yale New Haven Health System (YNHHS) Corporate Business Services, to assist in the appropriate billing for services, comply with governmental regulations, and to facilitate communication with study participants.
Injuries to Research Subjects
In the event of the potential injury to research subjects, the Principal Investigator (PI) is responsible for initial assessment and documentation of the injury. The PI will communicate with the sponsor and relevant parties at Yale and provide necessary documentation related to the injury. The PI in collaboration with the sponsor will determine whether the adverse event is considered a research injury. When an event is determined to be subject injury, YCCI/YCC will invoice the sponsor for payment in accordance with the agreement and perform the necessary follow up to ensure payment according to the terms of the clinical trial agreement (CTA) between Yale and the sponsor.
Clinical Trials.gov Registration
Medicare may pay for research study services under three policies: (1) the Clinical Trial Policy (CTP), (2) the Investigational Device Exemption (IDE) policy, and (3) the Coverage with Evidence Development (CED).
 
In order for Medicare to pay for services under these policies, the study must be registered in ClinicalTrials.gov and a National Clinical Trial (NCT number) identifier assigned. The NCT number should appear for any research subject in a recruiting, active, or not recruiting clinical trial for any services being billed to Medicare.
Record Retention
All records related to clinical services and billing are to be documented and stored in Epic, the Clinical Trial Management Software (OnCore) and Workday. At clinical sites that do not use the Epic medical record system, the electronic medical record at the site must be used to facilitate electronic data capture.
Special Situations & Exceptions
Exceptions to this policy must be documented using the YSM Policy/ Procedure/ Guideline Exception Request - Form and presented to ysmcontroller@yale.edu
Roles & Responsibilities
Human Research Protection Program
· Ensures that IRB policies, procedures and practices are compliant with University policies, federal regulation and state law requirements.
· Ensures that the subject injury provisions described in the ICFs are consistent with the agreement.
· Provides guidance to the IRBs on emergent issues and ensures consistency across the University IRBs.

Institutional Review Board
· Reviews, approves, and provides continuing oversight of research involving human subjects.
· Ensures the protocol and ICF adequately describe financial obligations.
· Ensures the protection of human subjects in the design and conduct of human subject research through dissemination of guidance, training and monitoring activities.
Office of Sponsored Projects
· Structures relationships and negotiates agreements with external parties funding research at Yale, such as federal agencies, foundations, and for-profit corporations.
· Ensures agreements are consistent with University requirements related to the ethical conduct of research.
· Ensures that research grant and contract funds are not expended for human subjects’ research which has not been approved by an IRB of record in accordance with its policies and practices.
Departmental Business Office
For those departments/centers using YCCI services for budgeting services, YCCI is responsible for the tasks listed in this section. 
· Prior to full execution of the contract by the Office of Sponsored Projects, departments/centers developing their own budgets are responsible for verifying the following as part of the final consistency review within five (5) business days of receiving the final contract and budget from OSP:
· Consistency of the designations in the Coverage Analysis, Calendar, contract and Budget.
· Consistency of payments/economic considerations language in the informed consent form, contract and the budget, including any payments, stipends, parking/travel reimbursement, or other supplies being provided to the participant. If third party vendors are engaged, confirm consistency of language in informed consent and contract.
· Verifies the accuracy of the billing grid and that services provided are documented and billed appropriately
· Tracks and reconciles revenue from sponsor with the services provided and budget agreement.
Principal Investigator
While investigators may delegate appropriate tasks to research support staff, they remain responsible and accountable for all work performed by delegates.
· Ensures the research study is conducted according to the IRB approved protocol and in accordance with University policies, federal, state and local regulations, terms of the sponsored award/investigator statement and other applicable regulations.
· If a patient or insurer is inappropriately billed for costs of study-related tests, treatment, procedures and/or services, the PI (or designee from the study team) must ensure those payments are refunded, billed to the appropriate entity, and provide confirmation of the correction to the YCCI Clinical Research Billing Quality Assurance team.
· Works with the Clinical Research Billing Quality Assurance group to resolve any billing issues.
· Ensures study participants are adequately informed of their financial obligations.
· Ensures the study framework is created in OnCore
· Works hand-in-hand with YCCI and the study team to develop a detailed schedule of events and procedures, equipment, items, services, and human participant visits required to carry out the schedule of events.
· Ensures the accuracy of the billing grid.
· Ensures that the services provided are documented and billed appropriately. 
· Ensures that the study team enters into OnCore all newly consented research participants on the day they are consented. Also ensures that subsequent visits shall be recorded within 48 hours of the visit to promote effective and efficient billing compliance.

Yale Center for Clinical Investigation
· Registers applicable clinical trials using the Protocol Registration System (ClinicalTrials.gov)
· Supports the reporting of results of applicable clinical trials using the Protocol Registration System (ClinicalTrials.gov)
· Conducts invoicing of sponsors for IRB activities
· Works hand-in-hand with the PI and study team to develop a detailed schedule of events and procedures, equipment, items, services, and human participant visits required to carry out the schedule of events.
· Ensures that a detailed MCA is completed for all research studies regardless of funding source, identifying items and services that can be billed to insurance versus items that cannot and communicates the results of the MCA to all responsible parties including Hospital and Physician Charge Reviewers, Auditors, Principal Investigators, and QA/QC team (In some cases, YCC may perform these functions for oncology studies).
· Ensures downstream implementation of the MCA and billing grid from pre-award and activation processes to post-award charge review and sponsor invoicing, and subsequent QA of clinical trial billing processes.
· Develops and negotiates final budget directly with sponsor and/or Clinical Research Organization (CRO) in coordination with the PI.
· Coordinates MCA and budget negotiation with OSP.
· For budgets developed, ensures harmonization of MCA, budget, OnCore calendar and ICF – as part of the Yale Consistency Review Procedure. 
· Conducts clinical research billing quality assurance activities.
Departments and Yale Cancer Center
Departments and YCC may conduct aspects of protocol development independently from YCCI. Specifically, they can:

· Work with the PI and study team to develop a detailed schedule of events and procedures, equipment, items, services, and human participant visits required to carry out the schedule of events.
· Develops and negotiates final budget directly with sponsor and/or Clinical Research Organization (CRO) in coordination with the PI.
· Coordinates MCA and budget negotiation with OSP.
· Ensures that the financial obligations described in the ICFs are consistent with the study budget. 

Contact Information 
· [bookmark: _Hlk497987165]Human Research Protection Program: HRPP@yale.edu
· YCCI Request Portal: https://m.yale.edu/ycci-requests
· Yale Clinical Trials.gov Team: Yale.CTgov@yale.edu

Related Information
A to Z List of Research Support Services 
YCCI Request Portal 
FD29 Industry Sponsored Clinical Trials Responsibilities and Reporting - Reference 
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