GLOSSARY

These terms may be or are related to billing or to a billing coverage analysis and may not have been defined in other policies, procedures or guidance documents associated with investigational studies, protocols and/or research.

BILLABLE:  a generic term that refers to the proper and legal submission of a claim for reimbursement for the provision of an item or service to a third-party, including private and government payers, for payment in accordance with that payer’s policies.

BILLABLE STUDY REQUIRED SERVICES:  items or services that may be billed to a third-party payer under the Medicare Coverage of Clinical Trials National Coverage Decision dated September 19, 2000.  Examples include:
· items or services required solely for the provision of the investigational item or service (e.g., administration of a non-covered chemotherapeutic agent);

· the clinically appropriate monitoring of the effects of the item or services, 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, the diagnosis and/or treatment of complications.

CATEGORY A:  The Medicare Modernization Act authorized Medicare to cover the routine costs of clinical trials involving IDE Category A devices effective for routine costs incurred on or after January 1, 2005. Category A (experimental/investigational) devices are innovative medical devices believed to be in Class III, for which “absolute risk” of the device has not been established (that is, initial questions of safety and effectiveness have not been resolved and the Food and Drug Administration (FDA) is unsure whether the device can be safe and effective). The Category A device itself is non-covered. This extension of coverage effective on and after January 1, 2005, only pertains to the routine costs in a clinical trial that involves an IDE Category A device, and only when such device is used in the trial for the diagnosis, monitoring, or treatment of an immediately life-threatening disease or condition. (CMS Manual System Pub. 100-20 One-Time Notification Transmittal 131, December 17, 2004)
CATEGORY B:  The types of devices that are newer generations of proven technologies.  Initial questions of safety and effectiveness of these devices have been resolved.  Devices in this category are considered to represent evolutionary changes in proven technologies and will be viewed as potentially reasonable and necessary be Medicare and therefore eligible for coverage and payment.  (The Medicare A Communicator, Special Supplement No. 20, Section B, subparagraph 2, August 1996)  
CLINICAL TRIAL:  A controlled study involving human subjects, designed to evaluate prospectively the safety and effectiveness of new drugs or devices or of behavioral interventions.  In practice, other terms such as “research”, “trials”, “study” and “research protocol” may be used synonymously with this definition.

COMPLICATION:  a pathological process or event occurring during a disease that is not an essential part of the disease; it may result from the disease or from independent causes (Stedman’s Medical Dictionary).

COOPERATIVE AGREEMENT:  a financial assistance mechanism used when the NIH Institute or Center anticipates substantial Federal programmatic involvement with the recipient during performance.  (NIH Grants Policy Statement, October 1998).  Note: Although NIH is mentioned specifically, the definition would be consistent with that found in other areas of the Federal government.

DEEMED TRIAL:  a trial that meets all the qualifying criteria of the Medicare Clinical Trial National Coverage Decision.

EXPECTED COMPLICATION:  a pathological process or event that is typical for the disease or described within the protocol.  For example, it is typical that a patient receiving chemotherapy will have nausea.

FEDERAL GRANT:  a financial assistance mechanism providing money, property, or both to an eligible entity to carry out an approved project or activity.  A grant is used whenever the NIH awarding office anticipates no substantial programmatic involvement with the recipient during performance of the financially assisted activities.  (NIH Grants Policy Statement, October 1998).  Although NIH is mentioned specifically, the definition would be consistent with that found in other areas of the Federal government.

GUARANTOR:  (for the purpose of research billing guidance) is the party that is responsible for any balance remaining on an account after all third party payers have been exhausted and any discounts applied.

GOOD FAITH:  the absence of malice or any intention to deceive.

HUMAN SUBJECT:  a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information. [Source: 45 CFR 46.102(f)(1,2); a subject may be either a healthy individual or a patient. Source: 21 CFR 56.102(e).]

IDE Number:  Investigational Device Exemption - a number assigned by the Food and Drug Administration (FDA) that allows an investigational device to be used in a clinical study in order to collect safety and effectiveness data required to support its application to the FDA.  All clinical evaluations of investigational devices, unless exempt. Must have an approved IDE before the study is initiated.  Refer to the FDA Web site at www.fda.gov
IND Number:  Investigational New Drug - an application number assigned by the FDA to the investigational drug.  The IND is a request for an exemption from the Federal statue that prohibits an unapproved drug from being shipped via interstate commerce.  Types of INDs are Commercial, Investigator, Emergency Use and Treatment INDs.

INFORMED CONSENT:  a person’s voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic or preventative procedure. The informed consent process includes a explanation to the individual of the potential risks, benefits and alternatives of a proposed procedure prior to undergoing a particular course of treatment.

ITEM:  an article necessary for a particular service or procedure (e.g., a device).

MEDICARE:  Medical assistance provided in Title XVII of the Social Security Act.  Medicare is a health insurance program administered by the Centers for Medicare and Medicaid Services for persons aged 65 years and older and for disabled persons who are eligible for benefits.  Medicare Part A benefits provide coverage for inpatient hospital care, skilled nursing facility care, home health care and hospice care.  Medicare Part B benefits provide coverage for physician services, outpatient hospital services, diagnostic tests, various therapies, durable medical equipment, medical supplies and prosthetic devices.

NON-BILLABLE:  the generic term for items or services that cannot be submitted for payment to a third party insurance payer.  (However, the item or service may be billed to the researcher or research site for payment.)

NON-BILLABLE STUDY REQUIRED SERVICE:  items or services that may not be billed to a third party payer because they are not covered under the Medicare Coverage of Clinical Trials –National Coverage Decision, such things include:

· investigational item or service itself;

· items or services solely for data collections 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);

· items or services which are specifically identified in the budget as being paid by the sponsor or another third party;

· items that are customarily provided for free from the sponsor;

· items or services that cannot be billed because of the lack of a specific charge, e.g., phlebotomy for a sample that is to be sent to the sponsor or where there is no Medicare benefit category;

· items or services provided solely to determine trial eligibility;

· items or services that fall under a national non-coverage policy; and items or services which are statutorily excluded.

NON-COVERED BENEFIT TRIAL:  a trial that does not meet the qualifying criteria of the Medicare Coverage of Clinical Trials ~ National Coverage Decision, but follows the standard of medically reasonable and necessary.  Self-administered outpatient drugs would be an example.

NON-QUALIFYING TRIAL:  a trial that does not meet the qualifying criteria for Medicare coverage under the National Coverage Decision (NCD).

PARTICIPANT:  a person enrolled, or who may become enrolled in a clinical trial.  Other terms used may include “eligible subject”, “research subject”, or “study participant”.  (The term patient is often used; however, it is not the preferable term.)

PRIMARY PAYER:  (for the purposes of research billing guidelines) is a third party payer that will be billed for services first.

(PRINCIPAL) INVESTIGATOR:  in clinical trials, an individual who actually conducts an investigation. Any interventions (e.g., drugs) involved in the study are administered to subjects under the immediate direction of the Investigator. The Principal Investigator is the individual with primary responsibility to direct the clinical trial at the principal investigator’s site.  The principal investigator is responsible and accountable to the sponsor (or grantee) for the proper conduct of the clinical trial.

PROTOCOL:  The formal design or plan of an experiment or research activity; specifically, the plan submitted to the IRB for review and to an agency for research support. The protocol includes a description of the research design or methodology to be employed, the eligibility requirements for prospective subjects and controls, the treatment regimen(s), and the proposed methods of analysis that will be performed on the collected data.

QUALIFYING TRIAL:  a trial that meets all the qualifying criteria outlined in the Medicare’s National Coverage Determination for Clinical Trials.

RESEARCH:  Research is a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. A research project generally is described in a protocol that sets forth explicit objectives and formal procedures designed to reach those objectives.

RESEARCH HUMAN SUBJECTS:  performing an intervention or having an interaction (including observation) with a person or persons which would not normally occur or not occur in this manner and/or obtaining, utilizing, and/or recording non-public information, data, or specimens, which you would not have otherwise, or utilizing these in a different manner, with the intent to test an idea or hypothesis, amass knowledge, and/or attempt to draw a conclusion which may contribute to generalizable knowledge about whether one way of doing something, for or with people, is better than another.  [Definition derived from The Belmont Report: Ethical Principles & Guidelines for the Protection of Human Subjects of Research, DHEW, 1979 and The Code of Federal Regulations 45CFR46.102(f)(1&2).]  (See also HUMAN SUBJECTS listed herein.)

RESEARCH SITE:  the location of individuals, physician groups, Aurora departments, Aurora employees or any other party directing medical intervention items or services related to clinical trials within Aurora facilities.

ROUTINE CARE:  Care that is medically reasonable, necessary, and ordinarily furnished (absent any research programs) in the treatment of patients by providers under the supervision of physicians as indicated by the medical condition of the patients. This definition intends that the appropriate level of care criteria must be met for the costs of this care to be reimbursable.  Such care may be diagnostic, therapeutic, rehabilitative, medical, psychiatric, skilled nursing and other related professional health services.  Terms synonymous with “routine care” are “usual patient care”, “standard treatment”, or “standard of care.”

SECONDARY PAYER:  a third party payer that may be billed after any payment or denial by a primary payer.

SERVICE (OR PROCEDURE):  a specific medical test that a participant must have in order to be evaluated regarding their medical condition or eligibility for participation in a project.
SPONSOR:  A person or an entity that initiates a research study, but does not actually conduct the investigation, i.e., the investigational drug or investigational device is administered or dispensed to, or used in connection with, a subject under the immediate direction of another individual. A person other than an individual that uses one or more of its own employees to conduct a research study that it has initiated is considered to be a sponsor (not a sponsor-investigation) and the employees are considered to be investigators.

SPONSOR (OF A DRUG OR DEVICE TRIAL):  A person or entity that initiates a clinical investigation of a drug or device – usually the drug or device manufacturer.  The Sponsor does not actually conduct the investigation, but rather distributes the new drug or device to the Investigators for clinical trials. The drug or device is administered or used with subjects under the immediate direction of an investigator who is not also a Sponsor. The Sponsor assumes responsibility for investigating the new drug or device, including responsibility for compliance with applicable laws and regulations. The Sponsor is also responsible for obtaining FDA approval to conduct the trial and for reporting the results of the trial to the FDA.

SPONSOR PAYMENT:  the amount that is made available from a sponsor for payment for study-related services provided, or that may be made available from the sponsor if a third party payer is unwilling to pay.

TEST ARTICLE:  Any drug (including a biological product for human use), medical device for human use, or any other article subject to regulation by the Food and Drug Administration.

THIRD PARTY PAYER:  a generic term used to refer to an insurance company, HMO managed care plan, ERISA plan, or a government program (e.g. Medicare, CMS, Medical Assistance, etc.) that provides payment or coverage for medical treatments furnished to their members, subscribers and/or enrollees.

UNEXPECTED COMPLICATION:  a pathological process or event that is not typical or described in the protocol.  For example, a person taking a heart medication gets pneumonia.
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