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§422.500 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

Business transaction means any of the
following kinds of transactions:

(1) Sale, exchange, or lease of prop-
erty.

(2) Loan of money or extension of
credit.

(3) Goods, services, or facilities fur-
nished for a monetary consideration,
including management services, but
not including—

(i) Salaries paid to employees for
services performed in the normal
course of their employment; or

(if) Health services furnished to the
M+C organization’s enrollees by hos-
pitals and other providers, and by M+C
organization staff, medical groups, or
independent practice associations, or
by any combination of those entities.

Clean Claim means a claim that has
no defect, impropriety, lack of any re-
quired substantiating documentation,
or particular circumstance requiring
special treatment that prevents timely
payment.

Party in
lowing:

(1) Any director, officer, partner, or
employee responsible for management
or administration of an M+C organiza-
tion.

(2) Any person who is directly or in-
directly the beneficial owner of more
than 5 percent of the organization’s eqg-
uity; or the beneficial owner of a mort-
gage, deed of trust, note, or other in-
terest secured by and valuing more
than 5 percent of the organization.

(3) In the case of an M+C organiza-
tion organized as a nonprofit corpora-
tion, an incorporator or member of
such corporation under applicable
State corporation law.

(4) Any entity in which a person de-
scribed in paragraph (1), (2), or (3) of
this definition:

(i) Is an officer, director, or partner;
or

interest includes the fol-
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(ii) Has the kind of interest described
in paragraphs (1), (2), or (3) of this defi-
nition.

(5) Any person that directly or indi-
rectly controls, is controlled by, or is
under common control with, the M+C
organization.

(6) Any spouse, child, or parent of an
individual described in paragraph (1),
(2), or (3) of this definition.

Related entity means any entity that
is related to the M+C organization by
common ownership or control and—

(1) Performs some of the M+C organi-
zation’s management functions under
contract or delegation;

(2) Furnishes services to Medicare en-
rollees under an oral or written agree-
ment; or

(3) Leases real property or sells mate-
rials to the M+C organization at a cost
of more than $2,500 during a contract
period.

Significant business transaction means
any business transaction or series of
transactions of the kind specified in
the above definition of “‘business trans-
action” that, during any fiscal year of
the M+C organization, have a total
value that exceeds $25,000 or 5 percent
of the M+C organization’s total oper-
ating expenses, whichever is less.

§422.501 General provisions.

(a) Basic rule. In order to qualify as
an M+C organization, enroll bene-
ficiaries in any M+C plans it offers, and
be paid on behalf of Medicare bene-
ficiaries enrolled in those plans, an
M+C organization must enter into a
contract with HCFA.

(b) Conditions necessary to contract as
an M+C organization. Any entity seek-
ing to contract as an M+C organization
must:

(1) Be licensed by the State as a risk
bearing entity in each State in which
it seeks to offer an M+C plan as defined
in §422.2.

(2) Meet the minimum enrollment re-
quirements of §422.514, unless waived
under §422.514(b).

(3) Have administrative and manage-
ment arrangements satisfactory to
HCFA, as demonstrated by at least the
following:

(i) A policy making body that exer-
cises oversight and control over the
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M+C organization’s policies and per-
sonnel to ensure that management ac-
tions are in the best interest of the or-
ganization and its enrollees.

(i) Personnel and systems sufficient
for the M+C organization to organize,
plan, control, and evaluate financial
and marketing activities, the fur-
nishing of services, the quality assur-
ance program, and the administrative
and management aspects of the organi-
zation.

(iili) At a minimum, an executive
manager whose appointment and re-
moval are under the control of the pol-
icy making body.

(iv) A fidelity bond or bonds, pro-
cured and maintained by the M+C orga-
nization, in an amount fixed by its pol-
icymaking body but not less than
$100,000 per individual, covering each
officer and employee entrusted with
the handling of its funds. The bond
may have reasonable deductibles, based
upon the financial strength of the M+C
organization.

(v) Insurance policies or other ar-
rangements, secured and maintained
by the M+C organization and approved
by HCFA to insure the M+C organiza-
tion against losses arising from profes-
sional liability claims, fire, theft,
fraud, embezzlement, and other cas-
ualty risks.

(vi) A compliance plan that consists
of the following:

(A) Written policies, procedures, and
standards of conduct that articulate
the organization’s commitment to
comply with all applicable Federal and
State standards.

(B) The designation of a compliance
officer and compliance committee that
are accountable to senior management.

(C) Effective training and education
between the compliance officer and or-
ganization employees.

(D) Effective lines of communication
between the compliance officer and the
organization’s employees.

(E) Enforcement of standards
through well-publicized disciplinary
guidelines.

(F) Provision for internal monitoring
and auditing.

(G) Ensures prompt response to de-
tected offenses and development of cor-
rective action initiatives.
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(H) An adhered-to process for report-
ing to HCFA and/or the OIG credible
information of violations of law by the
M+C organization, plan, subcontractors
or enrollees for a determination as to
whether criminal, civil, or administra-
tive action may be appropriate. With
respect to enrollees, this reporting re-
quirement shall be restricted to cred-
ible information on violations of law
with respect to enrollment in the plan,
or the provision of, or payment for,
health services.

(4) Not accept new enrollees under a
section 1876 reasonable cost contract in
any area in which it seeks to offer an
M+C plan.

(5) The M+C organization’s contract
must not have been terminated by
HCFA under §422.510 within the past 5
years.

(c) Contracting authority. Under the
authority of section 1857(c)(5) of the
Act, HCFA may enter into contracts
under this part without regard to Fed-
eral and Departmental acquisition reg-
ulations set forth in title 48 of the CFR
and provisions of law or other regula-
tions relating to the making, perform-
ance, amendment, or modification of
contracts of the United States if HCFA
determines that those provisions are
inconsistent with the efficient and ef-
fective administration of the Medicare
program.

(d) Protection against fraud and bene-
ficiary protections. (1) HCFA annually
audits the financial records (including
data relating to Medicare utilization,
costs, and computation of the ACR) of
at least one-third of the M+C organiza-
tions offering M+C plans. These audit-
ing activities are subject to monitoring
by the Comptroller General.

(2) Each contract under this section
must provide that HCFA, or any person
or organization designated by HCFA
has the right to:

(i) Inspect or otherwise evaluate the
quality, appropriateness, and timeli-
ness of services performed under the
M+C contract;

(ii) Inspect or otherwise evaluate the
facilities of the organization when
there is reasonable evidence of some
need for such inspection; and

(iii) Audit and inspect any books,
contracts, and records of the M+C orga-
nization that pertain to—
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(A) The ability of the organization to
bear the risk of potential financial
losses, or

(B) Services performed or determina-
tions of amounts payable under the
contract.

(e) Severability of contracts. The con-
tract must provide that, upon HCFA'’s
request—

(1) The contract will be amended to
exclude any M+C plan or State-licensed
entity specified by HCFA; and

(2) A separate contract for any such
excluded plan or entity will be deemed
to be in place when such a request is
made.

§422.502 Contract provisions.

The contract between the M+C orga-
nization and HCFA must contain the
following provisions:

(a) Agreement to comply with regula-
tions and instructions. The M+C organi-
zation agrees to comply with all the
applicable requirements and conditions
set forth in this part and in general in-
structions. An M+C organization’s
compliance with paragraphs (a)(1)
through (a)(13) of this section is mate-
rial to performance of the contract.
The M+C organization agrees—

(1) To accept new enrollments, make
enrollments effective, process vol-
untary disenrollments, and limit invol-
untary disenrollments, as provided in
subpart B of this part.

(2) That it will comply with the pro-
hibition in §422.110 on discrimination
in beneficiary enrollment.

(3) To provide—

(i) The basic benefits as required
under §422.101 and, to the extent appli-
cable, supplemental benefits under
§422.102; and

(ii) Access to benefits as required
under subpart C of this part;

(iii) In a manner consistent with pro-

fessionally recognized standards of
health care, all benefits covered by
Medicare.

(4) To disclose information to bene-
ficiaries in the manner and the form
prescribed by HCFA as required under
§422.111;

(5) To operate a quality assurance
and performance improvement pro-
gram and have an agreement for exter-
nal quality review as required under
subpart D of this part;
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(6) To comply with all applicable pro-
vider requirements in subpart E of this
part, including provider certification
requirements, anti-discrimination re-
quirements, provider participation and
consultation requirements, the prohibi-
tion on interference with provider ad-
vice, limits on provider indemnifica-
tion, rules governing payments to pro-
viders, and limits on physician incen-
tive plans;

(7) To comply with all requirements
in subpart M of this part governing
coverage determinations, grievances,
and appeals;

(8) To comply with the reporting re-
quirements in §422.516 and the require-
ments in §422.257 for submitting en-
counter data to HCFA;

(9) That it will be paid under the con-
tract in accordance with the payment
rules in subpart F of this part;

(10) To develop its annual ACR, and
submit all required information on pre-
miums, benefits, and cost-sharing by
May 1, as provided in subpart G of this
part;

(11) That its contract may not be re-
newed or may be terminated in accord-
ance with this subpart and subpart N of
this part.

(12) To comply will all requirements
that are specific to a particular type of
M+C plan, such as the special rules for
private fee-for-service plans in §§422.114
and 422.216 and the MSA requirements
in 8§§422.56, 422.103, and 422.262; and

(13) To comply with the confiden-
tiality and enrollee record accuracy re-
quirements in §422.118.

(14) An M+C organization’s compli-
ance with paragraphs (a)(1) through
(a)(13) and (c) of this section is mate-
rial to performance of the contract.

(b) Communication with HCFA. The
M+C organization must have the capac-
ity to communicate with HCFA elec-
tronically.

(c) Prompt payment. The M+C organi-
zation must comply with the prompt
payment provisions of §422.520 and with
instructions issued by HCFA, as they
apply to each type of plan included in
the contract.

(d) Maintenance of records. The M+C
organization agrees to maintain for 6
years books, records, documents, and
other evidence of accounting proce-
dures and practices that—
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