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Performed by the Yale Center for Clinical Investigation (YCCI) Clinical Research Billing Quality Assurance (CRB QA) Unit, this standard operating procedure (SOP) outlines how to complete the Risk Assessment Score Sheet for clinical trials within Yale School of Medicine (YSM), Yale School of Public Health (YSPH) or Yale School of Nursing (YSN) that have been identified by the YCCI Billing Review Unit or in the OnCore Report “Billing Compliance Assessment” as being a Medicare Qualifying Trial (MQT).
2.0 Purpose 
The purpose of this policy is to establish a sound practice for the completion of clinical research billing risk assessment score sheet for each clinical trial that has been entered in OnCore and conducted within YSM, YSPH or YSN.

3.0 Definitions and Abbreviations
Billing Compliance Assessment - a weekly report run from OnCore to identify new research studies entered in OnCore where a Clinical Billing Risk Assessment has not yet been completed.
Billing Review Unit - a YCCI centralized charge matching unit that reviews any Professional Billing (PB) charges incurred for subjects who are enrolled in a study before bills/invoices are sent to either the sponsor, patient, or the appropriate insurer/third-party payor.
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.
Medicare Qualifying Trial - a process by which a clinical trial is assessed to determine if Medicare will pay for routine procedures and services completed during the clinical trial. 
OnCore - Yale School of Medicine’s Clinical Trial Management System
The terms “subject” and “participant” where applicable are interchangeable.
4.0 [bookmark: _Toc425171621]Procedure 
4.1 Procedure to Complete Risk Assessment Score Sheet
Each clinical research trial entered in OnCore and conducted within YSM, YSPH, or YSN is assigned a Clinical Billing Risk Assessment total score that guides the Clinical Research Billing Quality Assurance workplan. The Protocol Billing Compliance Assessment Score Sheet is completed by CRB QA staff or designee and is recorded in OnCore.

1. Using the PC Console in Oncore navigate to the left column and click on Risk Assessment.
2. Scroll to the bottom of the page and click update. 
3. Locate the section “Billing Compliance Factors”.
4. Based upon the details of the study being assessed, make the following selections using the protocol and details found on the OnCore PC Console for the study:
a. Study Type (Field #1)
i. Oncology
ii. Non-Oncology 
b. Intervention (Field #2)
i. Interventional
ii. Non-Interventional 
c. Treatment Route (Field #3) 
i. IV, Injection, Procedure
ii. Oral or N/A
d. Phase (Field #4)
i. Phase 3-4
ii. Phase 1-2
iii. Non-Therapeutic
iv. N/A
v. Pilot
vi. Registry
vii. Expanded Access
e. Target Accrual (Field #5)
i. >= 10
ii. <10
f. Billing Type (Field #6)
i. Mixed Billing
ii. All services are R or SOC only
g. Number of Clinical Services (Field #7)
i. High Volume >3
ii. Low Volume or N/A <=3
h. Medicare Population (Field #8)
i. High Volume
ii. Low Volume or N/A
5. Upon completion of #4, a Risk Score will automatically populate (Field #9).
6. Select the applicable radio button (Field #10).  
7. Note:  Select “High-Escalated” only if the study is one of the following departments:
a. Anesthesiology
b. Cardiology
c. Immunology
d. Neurology
e. Psychiatry
f. Urology
8. Enter the date the Billing Compliance Review Date (Field #11).  
9. Enter the QA Documentation Review Start Dates (for High and High-Escalated Studies only) (Field #12).
10. Enter the initials of the Team Reviewer (Field #13).
11. Use the BC_Comment Field (Field #14) for additional or clarifying information.   
12. Identify if the study was Selected for Review (for High and High-Escalated Studies only) (Field #15).
13. Enter the QA Review Completion Date (Field #16).  This date is determined one of two ways:
· Once the second subject chosen for review has completed the trial OR
· If the trial is abandoned or closed to accrual (prior to subject enrollment)

4.2 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 and Responsibilities
· Assistant Director, Clinical Research Billing Quality Assurance
· Quality Assurance Specialist
· Research Billing Compliance Analyst
· Research Charge Analyst
6.0 Contact Information 
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.
· Clinical Billing Risk Assessment –0405- Procedure
· National Coverage Determination, Routine Costs in Clinical Trials, Section 310.1
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Yale School of Medicine Policy, "Research Studies with Billable Clinical Services"

9.0 Version History
· 11/20/2023: New document (no prior history)
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