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Grants Administration Policy and Procedure Manual


21.0    CLINICAL RESEARCH MANAGEMENT POLICY
Overview

Clinical research is a study, funded by an industry, nonprofit foundation, governmental agency or other source, which is designed to answer a specific question about the safety and/or efficacy of drugs, devices, treatments, diagnostics, preventive measures or interventions in human subjects.   


Objective

To establish uniform policies and operational procedures for billing clinical services provided to subjects who participate in research studies and thereby help ensure that Boston Medical Center (BMC) adheres to the laws and regulations that govern medical billing practices in this area.


Introduction

Billing for clinical services provided to patients enrolled in research studies is complex because often more than one entity is responsible for the costs incurred in a trial. The protocol for a research study, for example, may include routine medical treatment (standard of care) for a condition which the patient would receive whether or not the patient is enrolled in the trial. Generally, these routine costs may be billed to the patient or his insurer.  In cases where a sponsor provides funding for items that are normally considered standard of care, the patient or his insurer may not be billed for these services.

Many times, protocols for clinical research include services, drugs, devices or treatments that are solely for research purposes. As a general rule, these costs are paid by the sponsor and may not be billed to the patient or his insurer.

Costs related to complications caused by participation in a research study may be the responsibility of the sponsor, the patient or his insurer. The investigator/sponsor contract and the informed consent signed by the research subject should clearly reflect who will bear these costs.

As early as possible, generally during the development of the research budget, the principal investigator establishes which services are routine, or standard of care (SOC) and which are research, or grant related. This determination must take place before patients are enrolled in the study.

Finally, it is important that a satisfactory plan be in place to ensure that all services are billed to the proper party throughout the study.

The following research billing policy applies to all clinical research studies at BMC, including those studies administered through the BUMC office that utilize the Hospital’s services.


Policy

It is the policy of BMC that faculty, providers and staff work together to ensure that clinical services associated with a research study are billed appropriately and in compliance with relevant laws and regulations.  Any research related billing must be coded and charged based on actual services rendered; must be allowable by regulations governing medical billing practices; and must be consistent with the informed consent signed by the research subject. 

BMC requires clinical trial budgets, which use hospital services, to be reviewed and approved by the BMC Office of Grants Administration, as well as the Office of Research Administration (ORA) at Boston University Medical Campus (BUMC) (industrial only).  This review will ensure that clinical research expenses are charged to the appropriate study, the correct rates are applied and that third party payers are not billed for services for which the study sponsor is responsible.  

Guiding Regulations

For Federal, clinical trials and those trials funded by not for profit organizations, BMC abides by the guiding regulations located in the NIH Grants Policy Statement, 12/03, under Research Patient Care Costs.  Research patients may receive routine services as inpatients or ancillary services as either inpatient or outpatient subjects/volunteers. BMC is required under NIH policy to negotiate a research patient care rate agreement with the cognizant Division of Cost Allocation (DCA) office.  These rates must be used in all Federal clinical trials for requests and/or claims for reimbursement of research patient care costs. Failure to negotiate a research patient care rate with DCA when required may result in the disallowance of all research patient care costs charged to a grant.  To view the current rate agreement, please click here.

Federal research “Patient Care Costs” are the costs of routine and ancillary services provided by hospitals to individuals participating in research programs. The costs of these services normally are assigned to specific research projects through the development and application of research patient care rates or amounts (hereafter "rates"). Research patient care costs do not include: (1) the otherwise allowable items of personal expense reimbursement, such as patient travel or subsistence, consulting physician fees, or any other direct payments related to all classes of individuals, including inpatients, outpatients, subjects, volunteers, and donors, (2) costs of ancillary tests performed in facilities outside the hospital on a fee-for-service basis (e.g., in an independent, privately owned laboratory) or in an affiliated medical school/university based on an institutional fee schedule, or (3) the data management or statistical analysis of clinical research results.

BMC also abides by the CMS (Centers for Medicare and Medicaid Services) National Coverage Decision (NCD; Appendix B) 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.  These regulations apply to both industrial and non-profit sponsored clinical research.

Roles and Responsibilities

Research subjects often receive services from different departments and many people. Therefore, the first step in establishing an effective research billing policy is to identify the responsibilities of all parties to ensure that billing for services provided to research subjects will be routed appropriately.  

The Principal Investigator (PI) together with the study sponsor is responsible for the terms and conditions of the research project and its related budget. PIs must understand and comply with all rules for billing Medicare, Medicaid and third party insurers for services provided in the context of clinical research. They are responsible for identifying which services are billable to insurance and which services will be covered by the grant. If hospital ancillary services are utilized, PIs must send a copy of the final protocol and draft budget to the BMC Clinical Trials Financial Analyst for review and approval of fees prior to submission to the sponsor.  The PI may allocate tasks to members of his/her clinical trial team, but is ultimately responsible for all aspects of the clinical trial.

The Clinical Trials Financial Analyst (CTFA) is responsible for working with the PI and study staff to review and approve rates/fees associated with hospital ancillary services.  The CTFA is also available to assist the PI and his/her study team to create a detailed per subject cost analysis of  the protocol, if needed, regardless of funding source.  Studies utilizing hospital services will receive an invoice on a monthly basis provided by the CTFA.  Any research discrepancies or errors on patient accounts should be reported to the CFTA as soon as possible.

The Boston University Medical Campus Office of Research Administration (BUMC ORA) is responsible for providing the CTFA with copies of proposed contracts, and template budgets that will be utilizing hospital services.  The BUMC ORA also negotiates all Industry contracts and budgets.  Budget negotiation will be based on the cost parameters established by the CTFA. 

Department Administrators and Billing Managers are responsible for making certain that services for patients enrolled in research studies are billed and recorded in accordance with the assessments previously determined in the executed contract and budget.

Study Coordinators are responsible for tracking patients enrolled in studies, scheduling appointments and maintaining records in accordance with the instructions of the PI.

Ancillary Departments and Physician Practice Plans are responsible for establishing procedures to ensure ancillary and professional services are billed appropriately to the grant, the patient or his insurance as previously determined in the executed contract and budget.

Resources

The following departments serve as resources to PIs undertaking clinical research:

· The BMC Office of Grants Administration (BMC OGA) is a centralized departmental resource that serves the scientific community at Boston Medical Center. It employs professionals in the fields of research grants administration and finance and related technology. These individuals are assigned to work in a variety of areas including Proposal Development; Clinical Trial Budget Assistance; and Education and Compliance.  Clinical Trial Budget Assistance comprises evaluation of proposed billing on new research studies, assisting with establishing billing procedures for trials, reviewing selected studies across all departments to ensure billing compliance, and providing research billing compliance training.

· The BUMC ORA is a Boston University centralized departmental resource that serves the scientific communities of Boston University, and Boston Medical Center when faculty has dual appointments.  The BUMC ORA negotiates Industry contracts and budgets, reviews contract, budget and provides post award fiscal management.  

· The BMC Patient Financial Services Department (BMC PFS) handles patient billings and collections for medical services provided at the Medical Center for third party payers.  Specifically for clinical trials, this includes setting up new research carriers in SDK, adjusting payments for study visits, revising insurance payment information and inactivating closed studies in the system to ensure accurate billing and compliance.

· The purpose of the Institutional Review Board (IRB) is to protect the rights and welfare of human subjects involved in research and to assure that clinical research is conducted according to corresponding federal regulations, state law, and IRB policies.  All research or clinical investigations involving human subjects in which the BU Medical Campus and Boston Medical Center, their staff, their students, or their patients are involved may be subject to the authority of the IRB, regardless of funding source or other regulatory requirements.  The IRB has the authority to: 

· Approve, require modifications in (to secure approval), or disapprove all research activities;

· Conduct continuing review of the research not less than once a year and require progress reports from study investigators;

· Oversee the conduct of the research, including observation of the consent process;

· Suspend or terminate IRB approval of research that is not being conducted in accordance with the IRB's requirements, or that has been associated with unexpected serious harm to subjects or any unanticipated problems involving risks to human subjects or others.

Procedure

Initial Billing Related Assessments and Actions Using Hospital Ancillary Services

1. The PI, in conjunction with the sponsor, prepares or receives a research protocol and other supporting information to establish the framework of the research study, and the procedures and services that will be administered to the study subjects.  

2. Once the protocol is in its final or near final format, the PI sends a copy of this document to the BMC CTFA, in order to review the hospital rates in as timely a manner as possible.  

3. The BUMC ORA upon receipt of a sponsor draft contract and/or budget template immediately forwards copies of these items to the BMC CTFA.

4. Upon receipt of the protocol and the sponsor’s template contract and budget (as available), the CTFA will perform a cost analysis for conducting the protocol for hospital services being utilized.

5. The CTFA will create a draft budget which will be reviewed and approved by the PI.  As part of the cost analysis the CTFA will:

a. Examine the sponsor’s contract and budget to verify what the sponsor will cover;

b. Determine that all services included in the events schedule will be paid by either the sponsor or insurance;

c. Note what items are "free" to all study subjects.  If the sponsor agrees to pay for services that would normally be considered standard of care, these services may not be billed to study subjects nor third party payers.
d. Document what the sponsor has agreed to pay if there are complications from the patient’s participation in the study.  Sometimes sponsors will agree to pay only for serious adverse events and other times they will pay for all complications.

6. The PI or Administrator will review and establish charge designation (SOC vs. Grant) for each protocol intervention for all study visits.  From this document the CTFA will create a Billing Grid, which will provide a clear, visual picture of what services will be provided and when.  When analyzing for charge designation the PI and CTFA should take into consideration:

a. Treatments with the same diagnosis given to patients who are NOT enrolled in a research study. Particular consideration should be given to the number of times a service is rendered under routine care of the patient. For example, if one X-Ray every year is standard of care for a particular diagnosis, and the study requires six X-Rays per year, only one of these will fall under standard of care and the other five should be covered by the grant.

b. Whether the ancillary service(s) required by the protocol are billable to insurance, or payable by the grant to prevent accidental double billing. The CTFA will assist the PI in working with ancillary departments to make this determination.

c. The National Coverage Decision.

7. The CTFA will create a draft budget which will be reviewed and approved by the PI.  

8. The BUMC ORA will utilize the CTFA/PI approved budget in negotiations with sponsors.

SDK Set Up Process 

Once a trial is awarded, and either a BU Source Code or BMC Activity Number is assigned, the Principal Investigator (PI) and/or Program Administrator must set up a research carrier in SDK if research procedures and/or ancillary services for this new clinical trial are to be performed at BMC.  This is accomplished by filling out the New Research Carrier Request Form.  The CTFA will then send this information to Patient Financial Services, who will set up the carrier in SDK. (Note: one research carrier must be set up per trial).

If the BU Source Code or BMC Activity number has not yet been assigned, an SDK account will not be created until it is obtained.  Once a research carrier is created in SDK for your study, you can now begin to enroll subjects.  
Out Patient Process

A subject can be pre-registered in SDK using one of two ways.  The program can fill in the Research Registration Form and fax it to Central Registration located in the Yawkey Pavilion Mezzanine at 617-414-5871 or, the program/study coordinator can register the patients themselves.  It is imperative that the correct research study account is entered for the subject’s visit.  Failure to enter the appropriate research carrier information may result in lost revenue and cause compliance issues.  On the date of service the research patient proceeds to the point of services, supplies the appropriate information to staff (the subject should bring a copy of the Research Registration Form whenever possible), is identified in the system and receives care. Patient charges related to the encounter are then processed against the registered visit number.

If a subject comes in for a research visit, and also has a Standard of Care (SOC) visit that same day, there should be two separate visit numbers in the system in order for services to be billed accurately.  One visit number cannot contain charges for both (SOC) and research visits.  In the event that a second visit needs to be created in SDK for the same date of service, a second form called the Registration Request Form: Non-Research Visit should be submitted to registration.  It is not standard practice for the registration staff to create an additional SDK account if one already exist, but this form will indicate that it is approporiate to create this second account number.

In Patient Process

In most cases, an in-patient stay will be covered by the patient’s insurance and only a few tests or procedures may be research related.  Initial registration would occur as if the research study was not involved.  To stop research related tests from being released with the claim, the research administrator/study coordinator must notify the CTFA of any research related items prior to patient discharge.  Notification can be done on line with a simple form submission.  This form will be sent directly to the CTFA and services will be flagged.  The form is called the Clinical Trails Inpatient Form and it can be found on the Grants Administration website.

Claims are released for billing five (5) days after patient discharge, therefore it is crucial to inform the CTFA as soon as possible of any research related tests associated with the patient’s stay.  
Billing Processes

Once a month the Patient Care Report, which details all research related patient charges will be downloaded by the CTFA.  All Federal clinical trials will be charged the Federal negotiated rate to applicable expenses.  Industrial clinical trials will be charged the rate that was approved by the CTFA, which was established during the pre-award phase of the clinical trial agreement.  There are several things that make establishing an effective research billing policy difficult:

· Patients enrolled in research studies may receive both standard of care and research related services on the same day and sometimes it is not easy to differentiate between the two.

· The billing process for clinical research touches many people in different departments; therefore, effective communication is essential to proper billing.

· Billing systems are not set up to handle the intricacies of research billing and often must be modified to accommodate the process.

As BMC continues to examine its resources, programs, and systems that deal with all aspects of Research Compliance, the recommended billing process may change.  In the meantime, using our current billing resources, the following process to bill for clinical services provided to patients enrolled in research studies must take place:

1. Study Coordinators must utilize either the Billing Grid for each subject enrolled in each trial or their own patient log which lists the subject name and the dates on which the subject completed each of the designated study and follow up visits.

2. At the end of each month, Study Coordinators will forward completed-to-date Billing Grids, or patient logs to the Departmental Administrators and the CTFA will forward Patient Care Reports sorted by study to the appropriate Administrator.

3. On a monthly basis (within ten (10) business days receipt of the Patient Care Reports) the Departmental Administrators will review and reconcile the Billing Grids/patient logs, Patient Care Reports with the respective grant activities to date.  The Departmental Administrator should consider the following when reconciling Patient Care Reports to the Billing Grids:

a. Comparing each patient’s date of service on the Patient Care Report to a specific visit documented on the Billing Grid/patient log
b. Verifying all charges appearing on the report for each specific date of service are consistent with the charges allocated to the GRANT on the Billing Grid/patient log for that visit. The CPT-4 Code can be used as a reference point for comparison if the titles of the procedures do not match.

i. Identifying deviations and determining if it should have been allocated to GRANT vs. SOC 

ii. Highlighting errors and submitting requests with comments to the CTFA for corrective action.  

4. If no corrections are needed on outpatient charges, Departmental Administrators must initial the report “OK” and send the information back to the CTFA.  

5. The CTFA works with Patient Financial Services to make any necessary billing corrections.   Once everything is verified as accurate, the CTFA notifies BU Accounts Payable and/or BU ORA as appropriate that grant related charges can be processed.

6. In the event that a subject’s insurance was billed in error or the subject received an invoice, please notify the CTFA immediately.  The CTFA will be able to correct the hospital bill so that the study will be invoiced.  Any bills associated with professional fees must be handled with the specific billing group.  If contact information is needed for a professional group, the CTFA will be able to provide some information.

Research Billing Compliance Risks

The following constitute research billing compliance problems:  

· Submitting a claim to a third party payer "in the hopes that they will pay" is not consistent with the National Coverage Determination. The sponsor’s responsibility may not be contingent upon payer determination.

· Waiving Medicare co-payments and/or deductibles.

· Up-coding billable services to Medicare.

· Inadequately documenting medical records.

· Billing Medicare for:

· Investigational, drug, devices or procedures;

· Research specific services (e.g. trial eligibility);

· Items or services provided for data collection;

· Routine care in non-qualifying trial;

· Routine care not covered by Medicare; and

· Services the sponsor pays for or the sponsor provides free of charge.


Close Out Review

Each clinical trial is unique and needs to be analyzed on a case-by-case basis prior to considering it fiscally closed.  It is crucial to understand the nature of the closeout in order to orchestrate an action plan that would minimize monetary loss and compliance risk to BMC.  

1. The CTFA in conjunction with the BUMC ORA (industrial clinical trials) performs the close out review.  The critical pieces of information and documentation required to perform a close out review and who provides them to the CTFA are detailed in the table below:

	Document/Information
	Who Provides

	Sponsor Close Out Letter
	BUMC ORA – industrial;  BMC - federal

	Copies of check received (or check log that details amounts)
	BUMC ORA – industrial;  BMC - federal

	IRB Closeout Letter
	BUMC ORA – industrial;  BMC - federal

	Enrollment Log (Billing Grids/patient logs)
	Study Coordinator

	Project Start & Projected End Date
	Study Coordinator

	# of Screening Failures
	Study Coordinator

	# of Subjects Enrolled
	Study Coordinator

	# of Subjects Completed
	Study Coordinator


2. Once the CTFA has received and reviewed the above documentation and information, they will take into consideration the following facts to determine whether or not further monies are owed BMC, whether or not funds should be returned to the Sponsor (Federal only), and whether or not all charges were appropriately billed:

a. Why was the study closed?

b. When was the study closed?

c. Was the study PI or Sponsor initiated?

d. Was the study officially closed out by the Sponsor and the IRB?

e. How many subjects were enrolled in the study, what milestones were completed and what was the number of screen failures?

f. How much money has the study received from the sponsor?

g. Have all the one-time fees associated with the study been received?

h. Does the contract specifically address unexpended or residual funds?

3. Upon completion of their analysis, the CTFA will 1)  work with the Study Coordinator, the Departmental Administrator and Patient Financial Services to correct any billing errors noted; 2)  work with the BUMC ORA to invoice the Sponsor for any funds owed (industrial only);  3)  work with the BUMC ORA to return to the Sponsor any funds required (industrial only); and 4)  work with the BUMC ORA to notify the PI/Study Coordinator of any residual balances available that they might transfer to a departmental account, or obtain from the Departmental Administrator an account to which any remaining expenses may be charged that could not be charged to the Sponsor or to third party payers.

Compliance

The BMC Chief Compliance Officer has full authority to review all research-related documents, financial records, contracts, patient records and other information necessary to ensure compliance with regulatory requirements pertaining to research. In accordance with the BMC Compliance Plan, research billing will be subject to compliance review.

Records Management

The PI should maintain the following records in accordance with sponsor requirements and will make these documents available to the Chief Compliance Officer or designee upon request:

· A copy of the approved study protocol, informed consent and budget;

· The study/protocol account number as assigned by the BUMC OCR;

· A list of the subjects enrolled in the study including first, middle and last name, and Medical Record Number (MRN) and/or Patient Finance Service number;

· A description of the type and frequency of tests, treatments, procedures and services required by the study, that are considered to be funded by the Sponsor and those that are considered to be "Standard of Care" and therefore payable by the patient or third party payer (Billing Grid/patient log); and

· Copies of study encounter forms, requisitions for ancillary services and other documentation completed for such subjects and patients, including case report forms.

Any questions or comments regarding this policy can be addressed to the Clinical Trials Financial Analyst at 617-414-5110.

Appendix A
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Attachment B
Medicare Coverage

Decision Memorandum for the Clinical Trial Policy
posted July 9, 2007

In 2000, CMS published the Clinical Trial Policy (CTP) National Coverage Determination (NCD) in response to a Presidential Executive Memorandum concerning payment for routine costs incurred by Medicare beneficiaries participating in clinical trials. That policy was based on the statutory authority of Section 1862(a)(1)(E) of the Social Security Act.

In July 2006, CMS began a reconsideration of that 2000 NCD to address several issues about the policy. After the publication of our proposed decision memorandum on April 10, 2007, we received several comments from hospitals and advocates suggesting that Medicare contractors had been paying claims for hospital services involving patients in various types of clinical trials outside the terms of the 2000 CTP. While hospitals may not have always identified these services as clinical trial services and these trials may have included comparative trials of products or drugs that had already been approved for one indication, the hospitals and others have sought assurances that coverage will continue for the usual patient care associated with research in a hospital.

The commenters have identified additional Medicare policies and statements that are not identical to the coverage provided under the proposed April 10, 2007 CTP and the existence of these policies may have been confusing or ambiguous. We intend to amend our policies so that they are clear and consistent in terms of our coverage. We recognize, however, that the public has not had an adequate opportunity to comment on those changes. Given the confusion about the 2000 CTP and some contractors’ practice of paying claims of certain providers that did not meet those standards, we are issuing this national coverage determination in order to preserve the status quo with the exception of the two changes described below.

First, we are modifying the language in the 2000 CTP that could be read to restrict payment for the item or service under investigation, to the extent that the item or service would be covered outside of the clinical research trial. This language may have created ambiguity in the public’s mind as to whether that meant even if the item or service under investigation was covered outside the trial. Therefore, we are modifying this language to make clear that such items or services would be covered if they would be covered outside of the clinical research trial.

Second, we are adopting the proposed addition of Coverage with Evidence Development (CED) to the 2000 CTP. CED is for items and services in clinical research trials for which there is some evidence of significant medical benefit, but for which there is insufficient evidence to support a “reasonable and necessary” determination. CED is determined through the NCD process, and is conditional on meeting standards for clinical research that ensures patient protection and the development of evidence to evaluate coverage. Strong support for this was received from our Medicare Evidence Development& Coverage Advisory Committee and the Federal panel convened by AHRQ. Three comments addressed the CED process. They were from members of industry and a research institute. All were supportive of the concept and requested clarification of the interaction between CED and the CTP. One commenter requested additional information regarding how CED will impact the Agency setting research priorities, developing frameworks for study designs, and implementing the data collection and clinical study activities. We cannot respond to this request because we cannot predict the emergence of promising items or services, and the types of clinical research protocols necessary for their evaluation. While supportive, commenters encouraged CMS to be aware of the burden CED could potentially place on providers, practitioners, beneficiaries and sponsors/investigators. They were principally concerned with the additional expenditures that will be required of sponsors to comply with CED and further requested that CMS provide coverage for administrative costs when CED is required.

While we appreciate the additional burden that a trial adds to patient care, coverage under CED is for items and services that would not be covered otherwise. Thus, we believe that the benefits of adding this coverage under CED outweigh the burden and otherwise non-covering the item or service. Therefore, we will add CED to the CTP, whereby items and services furnished to Medicare beneficiaries under CED are reasonable and necessary.

Finally, in addition to this final NCD, we are reopening a reconsideration of the clinical trial policy NCD and issuing a new proposed national coverage determination to define a clear path to continued payment for clinical trials so that providers, practitioners, and suppliers can be assured of the circumstances in which Medicare payment will be available. We also expect shortly to propose changes to the regulations that pertain to clinical trials and Medicare payment and to implement changes to claims processing instructions. Our goal is to ensure that Medicare patients who voluntarily participate in medical research are appropriately protected and that Medicare support of research will produce information that is valuable for providers, practitioners, and suppliers as well as for future patients who will need to make health care decisions for similar medical conditions.

In summary, effective July 9, 2007, we will add the following to the Clinical Trial Policy:

The Centers for Medicare & Medicaid Services, through the national coverage determination (NCD) process, through an individualized assessment of benefits, risks, and research potential, may determine that certain items and services for which there is some evidence of significant medical benefit, but for which there is insufficient evidence to support a “reasonable and necessary” determination, are only reasonable and necessary when provided in a clinical trial that meets the requirements defined in that NCD.
We will also add to the end of the first bullet point the phrase:

“unless otherwise covered outside of the clinical trial.”


Medicare National Coverage Determinations Manual
310.1    ROUTINE COSTS IN CLINICAL TRIALS

Effective for items and services furnished on or after September 19, 2000, Medicare covers the routine costs of qualifying clinical trials, as such costs are defined below, as well as reasonable and necessary items and services used to diagnose and treat complications arising from participation in all clinical trials. All other Medicare rules apply.

Routine costs of a clinical trial include all items and services that are otherwise generally available to Medicare beneficiaries (i.e., there exists a benefit category, it is not statutorily excluded, and there is not a national noncoverage decision) that are provided in either the experimental or the control arms of a clinical trial except:

· The investigational item or service, itself unless otherwise covered outside of the clinical trial; 

· Items and services provided solely to satisfy data collection and analysis needs and that are not used in the direct clinical management of the patient (e.g., monthly CT scans for a condition usually requiring only a single scan); and 

· Items and services customarily provided by the research sponsors free of charge for any enrollee in the trial. 

Routine costs in clinical trials include:

· Items or services that are typically provided absent a clinical trial (e.g., conventional care); 

· Items or services required solely for the provision of the investigational item or service (e.g., administration of a noncovered chemotherapeutic agent), the clinically appropriate monitoring of the effects of the item or service, or the prevention of complications; and 

· Items or services needed for reasonable and necessary care arising from the provision of an investigational item or service--in particular, for the diagnosis or treatment of complications. 

This policy does not withdraw Medicare coverage for items and services that may be covered according to local medical review policies or the regulations on category B investigational device exemptions (IDE) found in 42 CFR 405.201-405.215, 411.15, and 411.406. For information about LMRPs, refer to www.lmrp.net, a searchable database of Medicare contractors' local policies.


For noncovered items and services, including items and services for which Medicare payment is statutorily prohibited, Medicare only covers the treatment of complications arising from the delivery of the noncovered item or service and unrelated reasonable and necessary care. (Refer to MCM §§2300.1 and MIM 3101.) However, if the item or service is not covered by virtue of a national noncoverage policy in the Coverage Issues Manual and is the focus of a qualifying clinical trial, the routine costs of the clinical trial (as defined above) will be covered by Medicare but the noncovered item or service, itself, will not.

A. Requirements for Medicare Coverage of Routine Costs.--Any clinical trial receiving Medicare coverage of routine costs must meet the following three requirements:

1. The subject or purpose of the trial must be the evaluation of an item or service that falls within a Medicare benefit category (e.g., physicians' service, durable medical equipment, diagnostic test) and is not statutorily excluded from coverage (e.g., cosmetic surgery, hearing aids).

2. The trial must not be designed exclusively to test toxicity or disease pathophysiology. It must have therapeutic intent.

3. Trials of therapeutic interventions must enroll patients with diagnosed disease rather than healthy volunteers. Trials of diagnostic interventions may enroll healthy patients in order to have a proper control group.

The three requirements above are insufficient by themselves to qualify a clinical trial for Medicare coverage of routine costs. Clinical trials also should have the following desirable characteristics; however, some trials, as described below, are presumed to meet these characteristics and are automatically qualified to receive Medicare coverage:

1. The principal purpose of the trial is to test whether the intervention potentially improves the participants' health outcomes;

2. The trial is well-supported by available scientific and medical information or it is intended to clarify or establish the health outcomes of interventions already in common clinical use;

3. The trial does not unjustifiably duplicate existing studies;

4. The trial design is appropriate to answer the research question being asked in the trial;

5. The trial is sponsored by a credible organization or individual capable of executing the proposed trial successfully;

6. The trial is in compliance with Federal regulations relating to the protection of human subjects; and

7. All aspects of the trial are conducted according to the appropriate standards of scientific integrity.

B. Qualification Process for Clinical Trials.--Using the authority found in §1142 of the Act (cross-referenced in §1862(a)(1)(E) of the Act), the Agency for Healthcare Research and Quality (AHRQ) will convene a multi-agency Federal panel (the "panel") composed of representatives of the Department of Health and Human Services research agencies (National Institutes of Health (NIH), Centers for Disease Control and Prevention (CDC), the Food and Drug Administration (FDA), AHRQ, and the Office of Human Research Protection), and the research arms of the Department of Defense (DOD) and the Department of Veterans Affairs (VA) to develop qualifying criteria that will indicate a strong probability that a trial exhibits the desirable characteristics listed above. These criteria will be easily verifiable, and where possible, dichotomous. Trials that meet these qualifying criteria will receive Medicare coverage of their associated routine costs. This panel is not reviewing or approving individual trials. The multi-agency panel will meet periodically to review and evaluate the program and recommend any necessary refinements to HCFA.

Clinical trials that meet the qualifying criteria will receive Medicare coverage of routine costs after the trial's lead principal investigator certifies that the trial meets the criteria. This process will require the principal investigator to enroll the trial in a Medicare clinical trials registry, currently under development.

Some clinical trials are automatically qualified to receive Medicare coverage of their routine costs because they have been deemed by AHRQ, in consultation with the other agencies represented on the multi-agency panel to be highly likely to have the above-listed seven desirable characteristics of clinical trials. The principal investigators of these automatically qualified trials do not need to certify that the trials meet the qualifying criteria, but must enroll the trials in the Medicare clinical trials registry for administrative purposes, once the registry is established.

Effective September 19, 2000, clinical trials that are deemed to be automatically qualified are:

1. Trials funded by NIH, CDC, AHRQ, HCFA, DOD, and VA;

2. Trials supported by centers or cooperative groups that are funded by the NIH, CDC, AHRQ, HCFA, DOD and VA;

3. Trials conducted under an investigational new drug application (IND) reviewed by the FDA; and

4. Drug trials that are exempt from having an IND under 21 CFR 312.2(b)(1) will be deemed automatically qualified until the qualifying criteria are developed and the certification process is in place. At that time the principal investigators of these trials must certify that the trials meet the qualifying criteria in order to maintain Medicare coverage of routine costs. This certification process will only affect the future status of the trial and will not be used to retroactively change the earlier deemed status.

CMS, through the national coverage determination (NCD) process, through an individualized assessment of benefits, risks, and research potential, may determine that certain items and services for which there is some evidence of significant medical benefit, but for which there is insufficient evidence to support a “reasonable and necessary” determination, are only reasonable and necessary when provided in a clinical trial that meets the requirements defined in that NCD.
Medicare will cover the routine costs of qualifying trials that either have been deemed to be automatically qualified,  have certified that they meet the qualifying criteria, or are required through the NCD process unless HCFA's Chief Clinical Officer subsequently finds that a clinical trial does not meet the qualifying criteria or jeopardizes the safety or welfare of Medicare beneficiaries.

Should HCFA find that a trial's principal investigator misrepresented that the trial met the necessary qualifying criteria in order to gain Medicare coverage of routine costs, Medicare coverage of the routine costs would be denied under §1862(a)(1)(E) of the Act. In the case of such a denial, the Medicare beneficiaries enrolled in the trial would not be held liable (i.e., would be held harmless from collection) for the costs consistent with the provisions of §§1879, 1842(l), or 1834(j)(4) of the Act, as applicable. Where appropriate, the billing providers would be held liable for the costs and fraud investigations of the billing providers and the trial's principal investigator may be pursued.

Medicare regulations require Medicare+Choice (M+C) organizations to follow HCFA's national coverage decisions. This NCD raises special issues that require some modification of most M+C organizations' rules governing provision of items and services in and out of network. The items and services covered under this NCD are inextricably linked to the clinical trials with which they are associated and cannot be covered outside of the context of those clinical trials. M+C organizations therefore must cover these services regardless of whether they are available through in-network providers. M+C organizations may have reporting requirements when enrollees participate in clinical trials, in order to track and coordinate their members' care, but cannot require prior authorization or approval.

	SAMPLE BILLING GRID

Study Title
	A Randomized Double Blind Phase II Study to Evaluate STUDY DRUG Treatment versus Placebo in Patients with Carcinoma and at High Risk

	Study Sponsor
	SPONSOR
	
	
	
	
	
	
	
	

	Sponsor Protocol #
	BMC0000001
	
	
	
	
	
	
	
	

	Principal Investigator
	John Doe, MD
	
	
	
	
	
	
	

	Research Nurse
	Jill Baker
	
	
	
	
	
	
	
	
	

	Study Coordinator
	Jane Doe
	
	
	
	
	
	
	
	
	

	Sponsor Contact
	Joe Smith, Project Manager
	
	
	
	
	
	

	
	SPONSOR
	
	
	
	
	
	
	
	

	
	(617) 555 4282
	
	
	
	
	
	
	

	Contracted Enrollment
	3
	
	
	
	
	
	
	
	
	

	Clinical Trial Billing Grid

	
	CPT4 Codes
	
	Baseline
	Treatment
	
	Follow-Up 

	
	
	
	
	Week 1
	Week 2
	Week 3
	Week 4
	
	Month 2
	Month 4

	Procedures
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Initial Visit (MD Visit Level 4)
	99204
	
	SOC
	 
	 
	 
	 
	
	 
	 

	Physical Exam (MD Visit Level 2)
	99242
	
	 
	 
	 
	 
	SOC
	
	SOC
	SOC

	Vital Signs / PS (RN Level 1)
	99211
	
	SOC
	GRANT
	GRANT
	GRANT
	SOC
	
	SOC
	SOC

	ECG
	93000
	
	GRANT
	 
	 
	 
	 
	
	 
	 

	HIV
	87536
	
	GRANT
	 
	 
	 
	 
	
	 
	 

	Hep. A Ab
	86708
	
	GRANT
	 
	 
	 
	 
	
	 
	 

	Complete CBC / Auto
	85025
	
	SOC
	 
	 
	 
	GRANT
	
	SOC
	 

	Creatinine
	82565
	
	SOC
	 
	 
	 
	GRANT
	
	SOC
	 

	AST
	84450
	
	SOC
	 
	 
	 
	GRANT
	
	 
	 

	ALT
	84460
	
	SOC
	 
	 
	 
	GRANT
	
	 
	 

	Phosphatase, Alkaline
	84075
	
	SOC
	 
	 
	 
	GRANT
	
	 
	 

	LD
	83615
	
	SOC
	 
	 
	 
	GRANT
	
	 
	 

	Sodium
	84295
	
	GRANT
	 
	 
	 
	GRANT
	
	GRANT
	 

	Calcium
	82310
	
	GRANT
	 
	 
	 
	GRANT
	
	GRANT
	 

	Serum Preg. Test (HCG)
	84702
	
	GRANT
	 
	 
	 
	 
	
	 
	 

	Routine Venipuncture  (GRANT LABS)
	36415
	
	GRANT
	 
	 
	 
	GRANT
	
	GRANT
	 

	Routine Venipuncture  (HACA)
	36415
	
	GRANT
	 
	 
	 
	GRANT
	
	GRANT
	 

	Chest CT
	71270
	
	SOC
	 
	 
	 
	 
	
	SOC
	SOC

	Pelvis CT
	72194
	
	SOC
	 
	 
	 
	 
	
	SOC
	SOC

	Concomitant Medications
	N/A
	
	SOC
	SOC
	SOC
	SOC
	SOC
	
	 
	 

	Study Drug Admin (IV Infusion-30 min.)
	96410
	
	 
	GRANT
	GRANT
	GRANT
	GRANT
	
	 
	 

	Other
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	Misc. Admin
	 
	 
	GRANT
	 
	 
	 
	 
	
	 
	 

	SOC - Billed to the Patient's Insurance
	
	
	
	
	
	
	
	
	
	

	GRANT - Billed to the Research Grant & Paid by the Sponsor
	
	
	
	
	
	
	
	
	
	


*If any SOC procedures are denied by a patient’s insurance, please contact the clinical trial financial analyst as soon as possible.
Clinical Trial is awarded and IRB has been approved





If not set up, PI/Admin fills out New Research Carrier Request form and emails to CTFA with budget





PI/Admin contacts CTFA to insure that Research Insurance Carrier is set up











	





Grant charged and Patient bill reconciled











	





Yes











	





Patient Billed/Insurance Billed/Grant Billed/Dept Billed











	





No











	





Did Admin accept charges (10 days to notify)











	





Monthly report sent to Admin’s listing Patient Charges to be debited to grant

















Approved rates are applied.   Federal rates are applied to Federal Trials.  Pre-approved rates are use for Clinical Trials





	





CTFA downloads patient care charges from SDK on a monthly basis











	





Patient charges are processed against visit











	





Subject goes to point of service and receives care











	





Subject is Pre-registered and visit number is created





PI/Admin registers patient either by filling out Research Subject Registration Form and faxing it to Central Registration Yawkey Pavillion (4-5871) or by registering the patient them self











	





Clinical Trial is awarded and IRB has been approved





If not set up, PI/Admin fills out New Research Carrier Request form and emails to CTFA with budget





PI/Admin contacts CTFA to insure that Research Insurance Carrier is set up











	





Subject is consented and enrolls in the trial. 





Subject is registered for an inpatient stay under their regular, third party insurance.











	





Study Coordinator notifies CTFA via on line submission of dates and services that will be performed specifically for the clinical trial.





Grant charged and Patient bill reconciled











	





On line notification sent by Study Coordinator/Admin  will be used as approval to charge grant





Approved rates are applied.   Federal rates are applied to Federal Trials.  Pre-approved rates are use for Clinical Trials.





	





CTFA downloads patient care charges from SDK on a monthly basis











	





Claims are released to third party payor 5 days after discharge.











	





CTFA identifies the services specified by the Coordinator and excludes items from the claims.
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