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PROCEDURE STATEMENT:


All Aurora Health Care employees have a responsibility to maintain a high level of integrity in the clinical trial process, from study budgeting to coverage analysis and ultimately to billing third-parties, sponsors or patients for services provided.
PURPOSE OF PROCEDURE:

The purpose of this procedure is to outline the steps necessary for an efficient and effective process to resolve discrepancies that may exist between a definitive coverage analyst opinion regarding standard of care and thereby billable services and non-billable services – and another party attempting to direct the billing office toward a different decision.

ACCOUNTABILITY:

The Billing Projects Representative (BPR) within the billing/business office has the responsibility to implement the process outlined herein based upon a discrepancy, difference of opinion, question, etc. that may exist between a clinical research coordinator, biller, primary investigator office (all three) or any other party and the coverage analyst with regard to billing for services provided to research subjects/patients.

PROCESS:

Using this procedure, the Billing projects representative will initiate these steps to resolve any discrepancy regarding what services may or may not be billable to a third-party payor (patient) or to a sponsor.

DEFINITIONS:

· Billable as Standard of Care – Those specific elements of medical services rendered under the umbrella of the Clinical Trial which have been determined to be reimbursable by a third-party payor, specifically Medicare. (Note: There is a difference between the standard of care term in a clinical setting and when used in a billing setting. The two contexts’ are different and may yield different results from care vs. billing perspectives. This analysis focuses specifically on what’s covered as billable insurance benefit.)
· Clinical Research Coordinator – Most often the nurse (or health care professional) assigned to or assisting the Principal Investigator responsible for carrying out the defined protocol of the clinical trial.

· Clinical Trial – The systematic investigation of the effects of materials (i.e., investigational drugs, devices) or methods (i.e., surgery, radiation) on a disease state conducted according to a formal study plan (protocol). Generally a clinical trial refers to the evaluation of potential treatment methods (drugs, surgery, etc.) although methods of prevention, detection or diagnosis may also be the subject of a clinical trial.

· Coverage Analysis – The process completed by a medical auditor analyst whereby the study protocol/clinical study agreement is reviewed against a specific set of billing and other regulation criteria to determine which study services are billable to a third-party payor and which are not. 
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· “Debriefing” – The process whereby the medical auditor analyst and clinical research coordinator meet to discuss and “debrief” on the study protocol/clinical study agreement relative to what is or is not billable to a third-party payor.

· Medical Auditor– The RN member of the medical audit team with the requisite expertise to review a research study protocol and perform a coverage analysis in order to determine what is and what is not billable to a third-party payor as a covered benefit.

· Billing Projects Representative – the individual within the business/billing office who holds responsibility for reviewing each research subject/patient’s claim and providing appropriate directions regarding that claim (based upon the coverage analysis) to the appropriate billing team.

· Research Coverage Analyst (a.k.a. medical auditor) 

· Sponsor – The organization (or individual) who has designed the clinical trial protocol and with whom Aurora Health Care and the Principal Investigator contract for the delivery of medical services in conformance with the trial protocol.
· Outside practice group – Typically a physician group, independent of Aurora Health Care, but with priviliges to practice within an Aurora facility that takes on the role of primary investigator for a research study (that may or may not be attended to by an Aurora employed CRC).

PROCEDURES:

1. The Medical Audit Research Coverage Analyst will provide a copy of the coverage analysis for each reviewed protocol to the Research Billing Representative.

2. The Billing projects representative will open a hardcopy file for each study/protocol coverage analysis received.

3. Based upon the coverage analysis the research billing representative has clear direction for every service to be provided to the subject/patient as to who has responsibility for reimbursement for services provided (third-party payor, sponsor or patient.)

4. The Billing projects representative will be notified each time a subject/patient receives services under the study/protocol.  This notification may come in one of three primary ways:

· Flag account with QRG (Research) when the patient access person identified the patient as being part of a research protocol.

· A communication from the Clinical Research Coordinator responsible to manage the study. This communication may take the form of a hardcopy billing form or an email

· A report from the medical records department based upon medical records receipt of either an informed consent, clinical trials progress notes, or a billing/medical records form

5. The Billing projects representative will take appropriate action within the billing system to cause all claims to be reviewed manually. No research claim will be processed through an automated process without manual intervention and/or review.  
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6. Each research claim will be reviewed against the coverage analysis for that protocol. Specifically the Billing Projects representative will make a determination as to whether:

· A claim will be submitted to a third-party payor 

· Sponsor will reimburse for the service provided

· Patient will be billed for the services

· Any “contractual” adjustments for services must be made

7. Billing action will be taken based upon the Billing Projects Representative’s review and direction.

8. When a sponsor is to reimburse for services provided a subject/patient, those charges are shown on the claim form as "zero charge/non-covered service".

9. The QRG insurance plan code is listed as a secondary payor which allows Aurora to bill either the sponsor (when Aurora is directly contracted with the Sponsor) or physician practice group (when that practice group is directly contracted with the Sponsor) for the research related services noted on the claim as  "zero charge/non-covered service".

The QRG insurance plan code indicates that Aurora is to bill either the sponsor or physician practice group (who in turn is paid by the sponsor) for these research related services noted on the claim as "zero charge/non-covered service"

When Aurora has a direct contract with the Sponsor, the sponsor is billed directly by either the DCR or Accounting submitting an invoice to the Sponsor. When a physician practice group has contracted directly with the Sponsor and Aurora is simply the performing site for certain research services, the Central Billing Office bills the physician practice group and Aurora in turn will expect reimbursement from that outside practice group, not directly from the sponsor.

10. Occasionally the Billing Projects Representative will be directed to take billing action contrary to the outcome of the coverage analysis.  When those instances arise, the research billing representative will take the following action:

· Consult  the coverage analysis and take action according to that analysis

· If the party disagrees with this outcome than the billing representative will direct the individual to contact the coverage analyst in medical audit.

· If the Billing Projects Representative does not possess a copy of a coverage analysis for the study/protocol in question, the Billing Projects Representative will contact the research coverage analyst and request assistance.

· The research overage analyst will contact the physician practice group seeking written documentation to substantiate the billing direction provided to the billing representative.

· If the research coverage analyst is unsuccessful in obtaining this documentation, s/he will contact the Research Compliance Officer for assistance.

· The Research Compliance Officer will contact the physician practice group seeking written documentation to substantiate the billing direction provided to the billing representative.

· If the Research Compliance Officer is unsuccessful in obtaining this documentation, s/he will direct the Billing Projects Representative to follow the billing/coverage determination of the research coverage analyst. (If no documentation exists to substantiate billing either a third-party payor or patient, the Billing Projects Representative will instead bill either the sponsor (if the study is Aurora managed) or the physician practice group (if the study is non-Aurora managed.))

· If no coverage analysis exists for the study, the Billing Projects Representative will: (1) request the physician group provide the protocol and related documents to the research coverage analyst, and (2) request that the coverage analysis be performed.
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