
42 C.F.R. § 1003.110
Definitions.

For purposes of this part:

Assessment means the amounts described in this part and includes the plural of that term.

Claim means an application for payment for an item or service under a Federal health care program.

Contracting organization means a public or private entity, including a health maintenance organization, Medicare
Advantage organization, Prescription Drug Plan sponsor, or other organization that has contracted with the
Department or a State to furnish, or otherwise pay for, items and services to Medicare or Medicaid beneficiaries
pursuant to sections 1857, 1860D-12, 1876(b), or 1903(m) of the Act.

Department means the Department of Health and Human Services.

Enrollee means an individual who is eligible for Medicare or Medicaid and who enters into an agreement to
receive services from a contracting organization.

Items and services or items or services includes without limitation, any item, device, drug, biological, supply, or
service (including management or administrative services), including, but not limited to, those that are listed in
an itemized claim for program payment or a request for payment; for which payment is included in any Federal
or State health care program reimbursement method, such as a prospective payment system or managed care
system; or that are, in the case of a claim based on costs, required to be entered in a cost report, books of account,
or other documents supporting the claim (whether or not actually entered).

Knowingly means that a person, with respect to an act, has actual knowledge of the act, acts in deliberate
ignorance of the act, or acts in reckless disregard of the act, and no proof of specific intent to defraud is required.

Material means having a natural tendency to influence, or be capable of influencing, the payment or receipt of
money or property.

Maternal and Child Health Services Block Grant program means the program authorized under Title V of the Act.

Medical malpractice claim or action means a written complaint or claim demanding payment based on a
physician's, dentist's, or other health care practitioner's provision of, or failure to provide, health care services
and includes the filing of a cause of action based on the law of tort brought in any State or Federal court or other
adjudicative body.

Non-separately-billable item or service means an item or service that is a component of, or otherwise contributes
to the provision of, an item or a service, but is not itself a separately billable item or service.

Obligation for the purposes of § 1003.700 means an established duty, whether or not fixed, arising from an
express or implied contractual, grantor-grantee, or licensor-licensee relationship for a fee-based or similar
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relationship, from statute or regulation, or from the retention of any overpayment.

Other agreement for the purposes of § 1003.700 includes a cooperative agreement, scholarship, fellowship, loan,
subsidy, payment for a specified use, donation agreement, award, or subaward (regardless of whether one or
more of the persons entering into the agreement is a contractor or subcontractor).
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