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I.
Preamble

The University of Texas Health Science Center at Houston (UTHSC-H) the Department of XX is committed to ensuring that its affairs are conducted in accordance with applicable laws and regulations.  As part of this commitment, the Department of XX has developed a Departmental Clinical Research Plan, which refers to the formal, ongoing methodology by which Department of XX seeks to ensure that appropriate individuals within the organization understand and follow all applicable legal requirements relating Clinical Trials Billing.  This Departmental Clinical Research Plan has been reviewed and approved Department of by XX on (Insert Date).
II.
General Policy

The provisions of this Plan apply to all XX faculty, residents, fellows, and to all other persons and organizations who are involved in billing for XX professional services.  All claims related to clinical trials research made by or on behalf of the XX shall adhere to applicable federal and state laws and regulations, The University of Texas System Board of Regents’ Rules and Regulations, and UTHSC-H policies.
III.
Departmental Clinical Research Billing Compliance Organizational Structure

Departmental Clinical Research Billing Committee: The DCRBC is responsible for approving this Departmental Plan and any subsequent revisions, as well as for providing advice and guidance to the Chair on the design and operation of the Departmental Clinical Research Compliance Program, including matters related to research billing compliance.  As such, DCRBC shall receive reports reflecting the activities conducted pursuant to this Departmental Plan.  This committee will meet quarterly to review findings of reconciliation of research services for all active protocol and review results of monitoring provided by the Clinical Research Budgeting and Billing Compliance Program.  This committee shall consist off the Department Chair, Director of Management Operations, Principal Investigators, Study Coordinators, and other individual as deemed appropriate.
XX Department:  The Department of XX is charged with coordinating and implementing this Departmental Plan.  These responsibilities are specifically outlined, as follows:
Department Chair:

a. Ensuring, and being held accountable by the Dean of the Medical School, that all goals of the Departmental Clinical Research Plan are met in his/her department.
Committee responsibilities:  

The committee will form a responsibility log for each study to cover the following necessary activities in the department:

a. Overseeing and monitoring the implementation and execution of the Department Plan;

b. Establishing methods to improve the XX efficiency and quality of service and to reduce the XX vulnerability to fraud and abuse;

c. Participating in a training program that focuses on clinical research billing compliance; and

d. Reporting XX clinical research billing compliance issues and concerns to the DCRBC and completing the Semi-Annual Clinical Research Billing Assurances document.  
e. Developing a budget and identifying which services are billable to insurance and which services will be covered by the grant; 

f. Determining service provider departments;

g. Discussing fees and payment arrangements for ancillary services with appropriate department personnel and maintain records related to the research study.
h. Establishing research billing accounts (i.e., UTP, CRU, MH); and, 

i. Overseeing and monitoring the implementation of terms and conditions of the research project and its related budget;

j. Ensuring compliance with all rules for billing Medicare, Medicaid and third party insurers for services provided in the context of clinical research;
k. Coordinating and tracking patients enrolled in studies and appropriately billing of research charges in IDX and proper invoicing of cost to sponsor in accordance with the Clinical Trials Agreement (CTA); 
l. Establishing a billing ledger (billing grid);
m. Reconciling statement for Research services from IDX and initiating corrective action as needed 
n. Monitoring and Authorizing payments from UT study account to service provider;
o. Invoicing sponsor per payment schedule in CTA; and,  
p. Tracking reimbursements per payment schedule in CTA. 
IV.
Clinical Trial Templates: 
The principal investigator, clinical research coordinator, or designee shall use the following tools to identify and accurately charge research services: (The following forms can be found on http://www.uth.tmc.edu/research/forms/index.html )
a. Research Account Set-up Form
b. Clinical Trial Services Form/Charge Document
c. Clinical Trial Budget Template
V.
Education and Training

The XX Chair or designee shall be responsible for ensuring that UTHSC-H policies concerning research billing compliance are disseminated and understood.  To accomplish this objective, the XX will work with the Clinical Trials Office to ensure there are appropriate and ongoing compliance training programs that enhance and maintain awareness of billing compliance policies among existing staff, and that introduce new personnel to billing compliance policies.  It is the responsibility of the Director of Management Operations to ensure that all individuals involved in the clinical research process shall complete mandatory clinical research billing education provided by the Clinical Research Trials Resource Center prior to beginning clinical trial-related duties and at least two years there after.  Additional training shall be provided as needed.  Refer to schedule available online at http://www.uth.tmc.edu/research/clinical/training/ClinBudgeting.html. 
VI.
Internal Monitoring 

It is the responsibility of the Director of Management Operations or designee to monitor the completion of the Clinical Trials Research Billing Checklist for each active clinical trial research project and establish methods to improve the XX efficiency and quality of service and to reduce the XX vulnerability to fraud and abuse.
VII. External Quality Assurance 

The goals of the Clinical Research Budgeting and Billing Compliance Program are to simplify and clarify the clinical research billing processes, ensure full cost recovery of clinical research studies, and reduce the risks of inappropriately billing patients and/or third parties.  It is the responsibility of the Director of Management Operations to ensure that all individuals involved in the clinical research process shall participate in quality assurances provided by the Clinical Research Budgeting and Billing Compliance Program.  In addition, the Director of Management Operations shall review findings of monitoring to ensure all applicable legal requirements relating Clinical Trials Billing are complied with and correction actions, if any, are implemented. 
VIII.
Corrective Action 

When an instance of non-compliance related to research billing compliance has been identified through monitoring, reporting of possible issues, investigations, or otherwise, the Chief Compliance Officer will ensure the implementation of a corrective action plan by the XX Chair.  

 

Corrective action plans may include, but are not limited to, the following elements:

· Modification of billing practices;

· Requirement of additional billing training;

· Recommendations for refunds; 

· Placement of restrictions on billing employee;

· Disciplinary action, up to and including termination.

IX.
Disciplinary Guidelines
Disciplinary action(s) involving XX faculty, administrative and professional staff, or staff members shall be administered in accordance with The University of Texas System Board of Regents’ Rules and Regulations and the UTHSC-H HOOP 4.08 Termination for Good Cause, 3.06 Termination of Employment, or 5.13 Disciplinary Actions, respectively as applicable.
X. Federal Regulations and Procedures
For Federal, clinical trials and those trials funded by not for profit organizations, the department of XX shall abide by the guiding regulations located in the NIH Grants Policy Statement, 12/03, under Research Patient Care Costs. The Department xx shall also abide by the Centers for Medicare and Medicaid Services National Coverage Decision (NCD) and other federal regulations, such as the Anti-Kickback Statute, Stark Laws, Deficit Reduction Act of 2005 and the Federal False Claims Act for the billing and management of clinical trials.  In addition, the University of Texas Health Science Center’s Medical Service Research and Development Plan (MSDRP) Guidelines should be adhered to ensuring compliance with clinical trials billing. 
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