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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 

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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he or she believes is protected from dis-
closure under 5 U.S.C. 552, the Freedom 
of Information Act, or because of ex-
emptions provided in 45 CFR part 5 (the 
Department’s regulations providing ex-
ceptions to disclosure), must label the 
material ‘‘privileged’’ and include an 
explanation of the applicability of an 
exception described in 45 CFR part 5. 
Any final decisions as to whether ma-
terial is privileged is the final decision 
of the Secretary. 

[70 FR 4736, Jan. 28, 2005, as amended at 75 
FR 19809, Apr. 15, 2010; 77 FR 22167, Apr. 12, 
2012; 81 FR 80557, Nov. 15, 2016; 83 FR 16733, 
Apr. 16, 2018] 

§ 422.502 Evaluation and determina-
tion procedures. 

(a) Basis for evaluation and determina-
tion. (1) Information used to evaluate ap-
plications. With the exception of eval-
uations conducted under paragraph (b) 
of this section, CMS evaluates an appli-
cation for an MA contract or for a Spe-
cialized MA Plan for Special Needs In-
dividuals solely on the basis of infor-
mation contained in the application 
itself and any additional information 
that CMS obtains through other means 
such as on-site visits. 

(2) Issuing application determination. 
After evaluating all relevant informa-
tion, CMS determines whether the ap-
plicant’s application meets all the re-
quirements described in this part. 

(3) Substantially incomplete applica-
tions. (i) CMS does not evaluate or 
issue a notice of determination de-
scribed in § 422.502(c) when an organiza-
tion submits a substantially incom-
plete application. 

(ii) An application is substantially 
incomplete when the submission as of 
the deadline for applications estab-
lished by CMS is missing content or re-
sponsive materials for one or more sec-
tions of the application form required 
by CMS. 

(iii) A determination that an applica-
tion is substantially incomplete is not 
a contract determination as defined in 
§ 422.641 and a determination that an 
organization submitted a substantially 
incomplete application is not subject 
to the appeals provisions of subpart N 
of this part. 

(b) Use of information from a current or 
prior contract. (1) Except as provided in 

paragraphs (b)(2) through (4) of this 
section, if an MA organization fails 
during the 12 months preceding the 
deadline established by CMS for the 
submission of contract qualification 
applications to comply with the re-
quirements of the Part C program 
under any current or prior contract 
with CMS under title XVIII of the Act, 
CMS may deny an application based on 
the applicant’s failure to comply with 
the requirements of the Part C pro-
gram under any current or prior con-
tract with CMS even if the applicant 
currently meets all of the requirements 
of this part. 

(i) An applicant may be considered to 
have failed to comply with a contract 
for purposes of an application denial 
under paragraph (b)(1) of this section if 
during the applicable review period the 
applicant does any of the following: 

(A) Was under intermediate sanction 
under subpart O of this part or a deter-
mination by CMS to prohibit the en-
rollment of new enrollees in accord-
ance with § 422.2410(c), with the excep-
tion of a sanction imposed under 
§ 422.752(d). 

(B) Failed to maintain a fiscally 
sound operation consistent with the re-
quirements of § 422.504(a)(14). 

(C) Filed for or is currently in federal 
or state bankruptcy proceedings. 

(D) Received any combination of Part 
C or D summary ratings of 2.5 or less in 
both of the two most recent Star Rat-
ing periods, as identified in § 422.166. 

(E) Met or exceeded 13 points for 
compliance actions for any one con-
tract. 

(1) CMS determines the number of 
points each MA organization accumu-
lated during the performance period for 
compliance actions based on the fol-
lowing point values: 

(i) Each corrective action plan issued 
during the performance period under 
§ 422.504(m) counts for 6 points. 

(ii) Each warning letter issued during 
the performance period under 
§ 422.504(m) counts for 3 points. 

(iii) Each notice of noncompliance 
issued during the performance period 
under § 422.504(m) counts for 1 point. 

(2) CMS adds all the point values for 
each MA organization to determine if 
any organization meets CMS’ identi-
fied threshold. 
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(ii) CMS may deny an application 

submitted by an organization that does 

not hold a Part C contract at the time 

of the submission when the applicant’s 

parent organization or another sub-

sidiary of the parent organization 

meets the criteria for denial stated in 

paragraph (b)(1)(i) of this section. This 

paragraph does not apply when the par-
ent organization completed the acqui-
sition of the subsidiary that meets the 
criteria within the 24 months preceding 
the application submission deadline. 

(2) In the absence of 12 months of per-
formance history, CMS may deny an 
application based on a lack of informa-
tion available to determine an appli-
cant’s capacity to comply with the re-
quirements of the MA program. 

(3) If CMS has terminated, under 
§ 422.510, or non-renewed, under 
§ 422.506(b), an MA organization’s con-
tract, effective within the 38 months 
preceding the deadline established by 
CMS for the submission of contract 
qualification applications, CMS may 
deny an application for a new contract 
or service area expansion based on the 
applicant’s substantial failure to com-
ply with the requirements of the Part 
C program even if the applicant cur-
rently meets all of the requirements of 
this part. 

(4) During the same 38-month period 
as specified in (b)(3) of this section, 
CMS may deny an application where 
the applicant’s covered persons also 
served as covered persons for the ter-
minated or non-renewed contract. A 
‘‘covered person’’ as used in this para-
graph means one of the following: 

(i) All owners of terminated organiza-
tions who are natural persons, other 
than shareholders who have an owner-
ship interest of less than 5 percent. 

(ii) An owner in whole or part inter-
est in any mortgage, deed of trust, note 
or other obligation secured (in whole or 
in part) by the organization, or any of 
the property or assets thereof, which 
whole or part interest is equal to or ex-
ceeds 5 percent of the total property, 
and assets of the organization. 

(iii) A member of the board of direc-
tors or board of trustees of the entity, 
if the organization is organized as a 
corporation. 

(c) Notice of determination. Within 

timeframes determined by CMS, it no-

tifies each applicant that applies for an 

MA contract or to be designated a Spe-

cialized MA Plan for Special Needs In-

dividuals under this part of its deter-

mination and the basis for the deter-

mination. The determination is one of 

the following: 

(1) Approval of application. If CMS ap-

proves the application, it gives written 

notice to the applicant, indicating that 

it qualifies to contract as an MA orga-

nization. 

(2) Intent to deny. (i) If CMS finds 

that the applicant does not appear to 

be able to meet the requirements for an 

MA organization or Specialized MA 

Plan for Special Needs Individuals, 

CMS gives the applicant notice of in-

tent to deny the application for an MA 

contract or for a Specialized MA Plan 

for Special Needs Individuals a sum-

mary of the basis for this preliminary 

finding. 

(ii) Within 10 days from the intent to 

deny, the applicant must respond in 

writing to the issues or other matters 

that were the basis for CMS’ prelimi-

nary finding and must revise its appli-

cation to remedy any defects CMS 

identified. 

(iii) If CMS does not receive a revised 

application within 10 days from the 

date of the notice, or if after timely 

submission of a revised application, 

CMS still finds that the applicant does 

not appear qualified or has not pro-

vided CMS enough information to 

allow CMS to evaluate the application, 

CMS will deny the application. 

(3) Denial of application. If CMS de-

nies the application, it gives written 

notice to the contract applicant indi-

cating— 

(i) That the applicant is not qualified 

to contract as an MA organization 

under Part C of title XVIII of the Act 

and/or is not qualified to offer a Spe-

cialized MA Plan for Special Needs In-

dividuals; 

(ii) The reasons why the applicant is 

not qualified; and 
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