President’s Clinical Trials Oversight Committee (PCTOC)
OnCore CTMS and Clinical Billing Review Governance Subcommittee Charter

Co-Executive Sponsors:
Senior Vice President for Medicine and Dean
Vice President for Research
UAB Health System CEO

SUMMARY
This charter outlines the purpose, responsibilities, and structure of the OnCore Clinical Trial Management System (CTMS) and Clinical Billing Review (CBR) governance framework, comprising the: 1) Oversight Group, 2) Management Group, and 3) Operations Group. This governance structure empowered by the President’s Clinical Trials Oversight Committee, ensures effective management, optimization, synergies, and utilization of OnCore to support clinical trials activities. As of March 1, 2024, all new industry sponsored finalized clinical trial budgets were required to be entered into OnCore and the Financials module (in addition to any clinical trial with a clinical billable). In addition, all subject visits for industry sponsored trials must be managed in OnCore in a timely manner.

1. OnCore and CBR Oversight Group
Purpose: The Oversight Group provides strategic direction, sets priorities, and ensures alignment of the OnCore system with the overall goals and objectives of the research enterprise. This group is responsible for high-level decision-making, resource allocation, and issue escalation.

Meetings: Quarterly or as needed.

Responsibilities:
Strategic Direction: Define the long-term vision and strategic goals for OnCore and CBR within the institution.
Prioritization: Review and prioritize major system enhancements, integrations, and initiatives based on institutional needs and strategic priorities.
Policy & Compliance: Establish overarching policies and guidelines related to usage, data governance, and compliance with relevant regulations.
Resource Allocation: Approve significant resource allocations (financial, personnel).
Issue Escalation & Resolution: Escalation to the PCTOC of critical issues that cannot be resolved at the Technology or User Group levels.
Performance Monitoring: Review key performance indicators (KPIs) related utilization, data quality, and system efficiency.
Stakeholder Communication: Facilitate communication and alignment among senior leadership, research administration, and the other subcommittees and governance groups.
Charter Review: Periodically review and update this charter to ensure its continued relevance and effectiveness.

Membership:
Jason Nichols (Chair)
Katie Crenshaw
Curt Carver
Cheri Cannon
Joan Hicks
Brian Bates
David Kimberlin
Orlando Gutierrez
Mike Matthews

2. OnCore and Clinical Billing Review (CBR) Management Group
Purpose: The Management Group analyzes metrics assessing productivity of the OnCore and CBR teams. This group is responsible for overseeing the effectiveness of OnCore and CBR processes to ensure delivery of highly effective services for the conduct of clinical trials at UAB. The Management Group reports to the Oversight Group.

Meetings: Every other Friday at 2:00 p.m.

Responsibilities are to review reporting metrics for:
· Time required for calendar builds (OnCore)
· Time for completion of Medicare Coverage Analysis reviews for studies (CBR)
· Delinquent visits
· Invoicing
· Other performance parameters as indicated

Membership:
David Kimberlin (Chair)
Geoff Gordon
Cindy Joiner
Mike Matthews
Dana Rizk
Ashley Specht







3. OnCore and Clinical Billin Review (CBR) Operations Group. Reports to Oversight Group

Meetings:  Every Friday at 11:00 a.m.

Responsibilities: 
The group will consist of two sub-groups, an operational core group and an operational process improvement group. 

The operational core group will be responsible for the following: 
· Design OnCore/CBR Key Performance Indicators (KPIs)
· Establish TAT (Turn-Around Time) goals for the clinical trial  (CBR/OnCore)
· Provide EPIC EMR/Oncore integration updates including required process changes to current CBR/OnCore workflows. 
· Provide weekly updates on the OnCore CTMS system performance and report any technical updates including system enhancements and software version upgrades. 
· Review outstanding issues with UAB St. Vincent’s clinical trial submissions

The operational process improvement group will be responsible for the following:
· Design and implement process improvements to existing OnCore/CBR workflows including RedCap, CBR Tracker, OnCore, Budgeting, Pricing, and FBS/BA4
· Discuss/resolve outstanding Hospital Billing Office/Finance issues including LOAs for device trials
· Streamline processes to obtain pricing from ancillary research units such as research radiology, hospital labs and specimen processing and biorepository.
· Review existing required departmental awareness/training initiatives and work to enhance/improve study management outcomes. 

Membership:
Ashley Specht (Chair)
Geoff Gordon  (Core Group)
Mike Matthews  (Core Group)
Fekisha Guyton (Core Group)
Emily Bruer (Core Group)
Lauren Bryant
Courtney Wilson
Patrick Frazier
Vic Stark
Sarah Houston
Jodelle Carlee
Shekilya Thomas
Jane Vines
Ashley Gilmore

June 20, 2025		Version 1,0
