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PURPOSE:

University Medical Center, (UMC) is committed to submitting and identifying charges for clinical research that are in full compliance with applicable Federal and state laws and regulations that align with hospital policies and the Mission, Vision and Values of UMC. 
SCOPE:

This policy applies to all Principal Investigators (UMC staff physicians, contracted physicians, priviledged physicians, residients and fellows) conducting clinical and non-clinical reseach that may generate billable items/services in the UMC billing system and/or utilize any UMC resources.
INTRODUCTION TO POLICY:

The complexity of the rules and established procedures require that UMC and Principal Investigators conducting research at UMC work collaboratively to ensure that costs associated with clinical studies are billed in compliance with relevant laws and regulations. Centers for Medicare & Medicaid Services (CMS) coverage policies are used by commercial insurance carriers as the standard for their review and coverage determinations for routine patient care costs with participation in clinical trials. UMC will utilize the guidance set in the July 9, 2007 Clinical Trial Policy (CTP) national coverage determination (NCD) that CMS covers the routine care costs of “qualifying” clinical trials, as well as, the reasonable and necessary items and services to diagnose and treat complications arising from participation in all clinical trials. Additionally, effective January 1, 2014, it is mandatory to report a clinical trial number on claims for items and services provided in clinical trials that are qualified for coverage as specified in the "Medicare National Coverage Determination Manual", Section 310.1. 
POLICY STATEMENT:

To ensure research billing compliance set by federal and state laws and regulations, specifically Centers for Medicare & Medicaid Services Clinical Trial Policy, Stark and Anti-kickback regulations, UMC has established the Clinical Trials Office to prospectively review all research applications to determine if the clinical research study is deemed a "Qualifying Clinical Trial" definied by CMS, conduct a prospective reimbursement analysis identifying routine care and research costs, ensuring all associate research costs are covered and and must be consistent with the Informed Consent Document signed by the research subject. The UMC CTO is further responsible for ensuring that the national clinical trial number is reported on claims for items and services provided in clinical trials that are qualified for coverage as specified in the "Medicare National Coverage Determination Manual", Section 310.1.
PROCEDURE AND RESPONSIBILITIES FOR COMPLIANCE:

UMC Clinical Trials Office

PROCEDURE PRE-AWARD:

Principal Investigators are required to submit a UMC Clinical Trials Office Research Application simultaneously with corresponding IRB Submission Applications. All clinical and non-clinial studies conducted entrirely or partially at UMC and/or a UMC affiliate that may create a billable item in the UMC billing system and/or utilize any UMC resource are required to complete and submit  a UMC Clinical Trials Office Research Application, which includes:

1. Identify and list all items/services required per the protocol (including services, drugs, devices and tests to be conducted in the clinical study).
2. Identify which items/services, drugs, devices and tests are routine care and which are research.
3. State who is responsible for payment of each item/service, drug, device and/or test.
4. Provide all Current Procedural Terminology (CPT) codes and all associated CPT codes for items/service and/or tests required per protocol.
5. Each application submitted must include a protocol, Informed Consent Form (ICF) and Clinical Trial Agreement and/or budget (if applicable).
The UMC Clinical Trials Office will review each research application and all associated documentation to:
1. Determine and document that each clinical trial meets the definition of a "Qualifying" clinical trial as defined by the CMS Clinical Trial Policy, NCD 310.1.
2. Develop and document a Prospective Reimbursement Analysis based on Clinical Trial Policy (CTP) national coverage determination (NCD) for routine care costs in clinical trials.
3. Identify and determine the billable nature of items and services within the context of a clinical research study at UMC.
4. Identify and determine any and all UMC resources being utilized in the conduct of the clinical research, if any, and ensure all costs are covered.
5. Develop, negotiate and finalize budget to ensure all UMC costs are covered and remain within fair market value to include: time and effort, and procedure costs.
6. Review research contracts and intitate the CAR process to provide  legal counsel review and the negotiation process with Sponsors and Principal Investigators.
7. The UMC Clinical Trials Office will provide documented institutional approval.
PROCEDURE POST-AWARD:
Once the clinical trial has obtained all approvals, IRB and CTO institutional approval, and all required agreements/contracts have been executed, patient enrollment may begin. To ensure research billing compliance the Principal Investigator and the Clinical Trials Office will work collaboratively to identify and track patients, and adjudicate clinical trial charges as documented in the Prospective Reimbursement Analysis, which includes:

1. The Principal Investigator is responsible for notifying the Clinical Trials Office when a patient is consented to volunteer in a clinical trial, by completing and submitting the UMC CTO Patient On-Study Form  to the CTO (via email, fax or hand carried) including a signed copy of the Informed Consent Form within 24 hours of consent.
2. The CTO will flag the patient in UMC billing system as a clinical trial patient and keep an enrollment log to track all patients and the corresponding clinical trial.
3. For each associated clinical trial study visit the Principal Investigator is responsible for completing the UMC CTO Pateint Study Visit Form and submitting to the CTO (via email, fax or hand carried)  within 24 hours of the study visit.
4. The CTO will track all associated visits and dates related to the clinical trial.
5. The Principal Investigator is responsible for notifying the Clinical Trials Office when a patient has completed, terminated, withdrawn from a clinical trial or discharged from UMC by completing and submitting the UMC CTO On-Study Form to notify the the CTO that the study patient is off-study.
6. At patient discharge the Clinical Trial Discharge report will be generated by the billing system and distributed to Health Information Management (HIM) for coding per CMS Clinical Trial Policy.
7. The CTO will be notified by HIM that the study patient encounter has been coded and the CTO will review and adjudicate the clinical trial charges as documented in the Prospective Reimbursement Analysis.
Principal Investigator

It is the Principal Investigator’s responsibility to understand and comply with rules for billing Medicare, Medicaid and third party insurers for services, drugs, devices, tests and procedures rendered in the clinical research context.  In particular, each Principal Investigator is responsible for  collaborating with the Clinical Trials Office in developing a documented coverage analysis plan and for assuring that:

· Services, items and tests provided are only for research purposes (for example, for the purpose of qualifying a study subject, or for data collection) and will not be billed to any insurer.

· Services, items and tests paid for by the study sponsor are not billed to the insurer or the patient. 

· Medicare is billed only for costs permitted under the National Coverage Decision, which provides, among other things, that Medicare will cover only the “routine costs” in “qualifying trials” and “reasonable and necessary items and services used to diagnose and treat complications arising from participation” in any clinical trial.

· For devices which are not Federal Drug Administration, (FDA) approved, Medicare will be billed only for “Category B” devices and only upon obtaining a prior coverage determination by the Medicare fiscal intermediary.

· No patient or insurer is billed for investigational medical devices or radiological health products unless the FDA has issued an Investigational Device Exemption (IDE); or, for investigational drugs and biologics not yet approved for marketing, without the FDA’s prior written approval.  When there is an IDE, or when the FDA gives prior written approval, charges to subjects must be described in the consent document.     

· The informed consent will be current and available for each hospital admission on the patient’s medical chart.  

· The Principal Investigator or their designee (i.e., research coordinator) must agrees to work with the Clinical Trials Office in identifying and adjudicating research charges.  

The Principal Investigator will maintain records related to the research study and make such records available upon request to UMC Audit and Compliance.  

The Principal Investigator does not have the authority to commit UMC resources for any study.  Agreements made between the Principal Investigator and any sponsor does not constitute a binding agreement on behalf of UMC.  

It is the responsibility of the Principal Investigator to obtain a copy of the Office of Management and Budget Circulars and Guidance, Circular A21, and A-122 from http://www.whitehouse.gov/omb. 

UMC Finance 

Stark and Anti-kickback regulations prohibit UMC from providing items and services to Principal Investigators at no charge.  Discounted rates for Principal Investigators for services provided to UMC patients for research purposes are established by UMC and must be authorized by the UMC CEO.  
The UMC CEO is responsible for approving any research trial with an estimated non-reimbursable cost to UMC of $25,000 or greater that do not result in a Stark or Anti-kickback violation.  Expenditures will follow the established approval process for purchases, which may include approval by the Board of Hospital Trustees.  
All Employees and Allied Health Staff
It is expected that all employees who become aware of noncompliance with this policy shall report it directly to their supervisor(s) who in turn must report any incident to appropriate administrative officials.   The employee can also notify the UMC Compliance Officer at 383-6211, the Compliance Hotline, 888-691-0772, and/or the Hotline website at http://umcsn.alertline.com. 

Audit and Compliance

The Audit and Compliance office will perform ongoing review and audits of clinical research to monitor compliance with this policy and applicable medical billing requirements. 

Noncompliance
Failure of any Principal Investigator to follow this policy will result in escalating interventions as follows:

1. Written notification and request for information from the Principal Investigator. 

2. Suspension of the enrollment of new study subjects at UMC until corrective action is taken to remedy the deficiency.
3. Suspension of all Clinical Research Trials by the principle investigator at UMC until procedures are put in place to ensure compliance with this process.
