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settlement to the MA organization, re-
ceives responses from the MA organiza-
tion requesting an appeal of the final
settlement amount, and takes final ac-
tions to adjudicate an appeal (if re-
quested) and make payments to or re-
ceive payments from the MA organiza-
tion. The final settlement amount is
calculated after all applicable rec-
onciliations have occurred after a con-
tract has Dbeen consolidated, non-
renewed, or terminated.

First tier entity means any party that
enters into an acceptable written ar-
rangement with an MA organization or
contract applicant to provide adminis-
trative services or health care services
for a Medicare eligible individual.

Fraud hotline tip is a complaint or
other communications that are sub-
mitted through a fraud reporting phone
number or a website intended for the
same purpose, such as the Federal Gov-
ernment’s HHS OIG Hotline or a health
plan’s fraud hotline.

Inappropriate prescribing means that,
after consideration of all the facts and
circumstances of a particular situation
identified through investigation or
other information or actions taken by
MA organizations and Part D plan
sponsors, there is an established pat-
tern of potential fraud, waste, and
abuse related to prescribing of opioids,
as reported by the plan sponsors. Bene-
ficiaries with cancer and sickle-cell
disease, as well as those patients re-
ceiving hospice and long term care
(LTC) services are excluded, when de-
termining inappropriate prescribing.
Plan sponsors may consider any num-
ber of factors including, but not lim-
ited to the following:

(1) Documentation of a patient’s
medical condition.

(2) Identified instances of patient
harm or death.

(3) Medical records, including claims
(if available).

(4) Concurrent prescribing of opioids
with an opioid potentiator in a manner
that increases risk of serious patient
harm.

(5) Levels of morphine milligram
equivalent (MME) dosages prescribed.

(6) Absent clinical indication or doc-
umentation in the care management
plan or in a manner that may indicate
diversion.
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(7) State-level prescription drug mon-
itoring program (PDMP) data.

(8) Geography, time, and distance be-
tween a prescriber and the patient.

(9) Refill frequency and factors asso-
ciated with increased risk of opioid
overdose.

Party in interest includes the fol-
lowing:

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

(2) Any person who is directly or in-
directly the beneficial owner of more
than 5 percent of the organization’s eq-
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 MA organization
organized as a nonprofit corporation,
an incorporator or member of such cor-
poration under applicable State cor-
poration 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

(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 MA
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 MA organization by
common ownership or control and—

(1) Performs some of the MA 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 MA 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 MA organization, have a total
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value that exceeds $25,000 or 5 percent
of the MA organization’s total oper-
ating expenses, whichever is less.

Substantiated or suspicious activities of
fraud, waste, or abuse means and in-
cludes, but is not limited to, allega-
tions that a provider of services (in-
cluding a prescriber) or supplier—

(1) Engaged in a pattern of improper
billing;

(2) Submitted improper claims with
suspected knowledge of their falsity;

(3) Submitted improper claims with
reckless disregard or deliberate igno-
rance of their truth or falsity; or

(4) Is the subject of a fraud hotline
tip verified by further evidence.

[63 FR 35099, June 26, 1998, as amended at 65
FR 40327, June 29, 2000; 70 FR 4736, Jan. 28,
2005; 70 FR 52027, Sept. 1, 2005; 77 FR 22167,
Apr. 12, 2012; 86 FR 6098, Jan. 19, 2021; 89 FR
30823, Apr. 23, 2024]

§422.501 Application requirements.

(a) Scope. This section sets forth ap-
plication requirements for entities that
seek a contract as an MA organization
offering an MA plan and additional ap-
plication requirements for MA organi-
zations seeking to offer a Specialized
MA Plan for Special Needs Individuals.

(b) Completion of a notice of intent to
apply. (1) An organization submitting
an application under this section for a
particular contract year must first
submit a completed Notice of Intent to
Apply by the date established by CMS.
CMS will not accept applications from
organizations that do not first submit
a timely Notice of Intent to Apply.

(2) Submitting a Notice of Intent to
Apply does not bind that organization
to submit an application for the appli-
cable contract year.

(3) An organization’s decision not to
submit an application after submitting
a Notice of Intent To Apply will not
form the basis of any action taken
against the organization by CMS.

(c) Completion of an application. (1) In
order to obtain a determination on
whether it meets the requirements to
become an MA organization and is
qualified to provide a particular type
of MA plan, an entity, or an individual
authorized to act for the entity (the
applicant) must fully complete all
parts of a certified application, in the
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form and manner required by CMS, in-
cluding the following:

(i) Documentation of appropriate
State licensure or State certification
that the entity is able to offer health
insurance or health benefits coverage
that meets State-specified standards
applicable to MA plans, and is author-
ized by the State to accept prepaid
capitation for providing, arranging, or
paying for the comprehensive health
care services to be offered under the
MA contract.

(ii) For regional plans, documenta-
tion of application for State licensure
in any State in the region that the or-
ganization is not already licensed.

(iii) For Specialized MA Plans for
Special Needs Individuals, documenta-
tion that the entity meets the require-
ments of §§422.2; 422.4(a)(1)(iv);
422.101(f); 422.107, if applicable; and
422.152(g) of this part.

(iv) Documentation that payment for
health care services or items is not
being and will not be made to individ-
uals and entities included on the pre-
clusion list, defined in §422.2.

(2) The authorized individual must
thoroughly describe how the entity and
MA plan meet, or will meet, all the re-
quirements described in this part, in-
cluding providing documentation that
payment for health care services or
items is not being and will not be made
to individuals and entities included on
the preclusion list, defined in §422.2.

(d) Responsibility for making determina-
tions. (1) CMS is responsible for deter-
mining whether an entity qualifies as
an MA organization and whether pro-
posed MA plans meet the requirements
of this part.

(2) A CMS determination that an en-
tity is qualified to act as an MA orga-
nization is distinct from the bid nego-
tiation that occurs under subpart F of
this part and such negotiation is not
subject to the appeals provisions in-
cluded in subpart N of this part.

(e) Resubmittal of an application. An
application that has been denied by
CMS for a particular contract year
may not be resubmitted until the be-
ginning of the application cycle for the
following contract year.

(f) Disclosure of application information
under the Freedom of Information Act.
An applicant submitting material that
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