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care services to be offered under the 
MA contract; or 

(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. 

(2) The authorized individual must 
thoroughly describe how the entity and 
MA plan meet, or will meet, the re-
quirements described in this part. 

(c) 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. 

(d) Resubmittal of application. An ap-
plication that has been denied by CMS 
may not be resubmitted for 4 months 
after the date of the notice from CMS 
denying the application. 

(e) Disclosure of application informa-
tion under the Freedom of Information 
Act. An applicant submitting material 
that he or she believes is protected 
from disclosure under 5 U.S.C. 552, the 
Freedom of Information Act, or be-
cause of exemptions provided in 45 CFR 
part 5 (the Department’s regulations 
providing exceptions to disclosure), 
must label the material ‘‘privileged’’ 
and include an explanation of the ap-
plicability of an exception described in 
45 CFR part 5. Any final decisions as to 
whether material is privileged is the 
final decision of the Secretary. 

[70 FR 4736, Jan. 28, 2005] 

§ 422.502 Evaluation and determina-
tion procedures. 

(a) Basis for evaluation and determina-
tion. (1) CMS evaluates an application 
for an MA contract on the basis of in-
formation contained in the application 
itself and any additional information 
that CMS obtains through other means 
such as on-site visits, public hearings, 
and any other appropriate procedures. 

(2) After evaluating all relevant in-
formation, CMS determines whether 
the applicant’s application meets the 
applicable requirements of § 422.501. 

(b) Use of information from a prior con-
tracting period. If an MA organization 
has failed to comply with the terms of 
a previous contract with CMS under 
title XVIII of the Act, or has failed to 
complete a corrective action plan dur-
ing the term of the contract, CMS may 
deny an application based on the appli-
cant’s failure to comply with that prior 
contract with CMS even if the contract 
applicant meets all of the current re-
quirements. 

(c) Notice of determination. Within 
timeframes determined by CMS, it no-
tifies each applicant that applies for an 
MA contract under this part of its de-
termination and the basis for the de-
termination. 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 and/or has not pro-
vided enough information to evaluate 
the application, CMS gives the con-
tract applicant notice of intent to deny 
the application for an MA contract and 
a summary of the basis for this pre-
liminary finding. 

(ii) Within 10 days from the date of 
the intent to deny notice, the contract 
applicant must respond in writing to 
the issues or other matters that were 
the basis for CMS’ preliminary finding 
and must revise its application to rem-
edy any defects CMS identified. 

(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; 

(ii) The reasons why the applicant is 
not qualified; and 

(iii) The applicant’s right to request 
reconsideration in accordance with the 
procedures specified in subpart N of 
this part. 

(d) Oversight of continuing compliance. 
(1) CMS oversees an MA organization’s 
continued compliance with the require-
ments for an MA organization. 
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(2) If an MA organization no longer 
meets those requirements, CMS termi-
nates the contract in accordance with 
§ 422.510. 

[70 FR 4736, Jan. 28, 2005] 

§ 422.503 General provisions. 
(a) Basic rule. In order to qualify as 

an MA organization, enroll bene-
ficiaries in any MA plans it offers, and 
be paid on behalf of Medicare bene-
ficiaries enrolled in those plans, an MA 
organization must enter into a con-
tract with CMS. 

(b) Conditions necessary to contract as 
an MA organization. Any entity seeking 
to contract as an MA organization 
must: 

(1) Complete an application as de-
scribed in § 422.501. 

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

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

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

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

(ii) Personnel and systems sufficient 
for the MA organization to organize, 
implement, control, and evaluate fi-
nancial and marketing activities, the 
furnishing of services, the quality im-
provement program, and the adminis-
trative and management aspects of the 
organization. 

(iii) 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 MA 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 MA 
organization. 

(v) Insurance policies or other ar-
rangements, secured and maintained 
by the MA organization and approved 
by CMS to insure the MA organization 
against losses arising from professional 
liability claims, fire, theft, fraud, em-
bezzlement, and other casualty 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) Procedures for internal moni-
toring and auditing. 

(G) Procedures for ensuring prompt 
response to detected offenses and de-
velopment of corrective action initia-
tives relating to the organization’s MA 
contract. 

(1) If the MA organization discovers 
evidence of misconduct related to pay-
ment or delivery of items or services 
under the contract, it must conduct a 
timely, reasonable inquiry into that 
conduct. 

(2) The MA organization must con-
duct appropriate corrective actions (for 
example, repayment of overpayments, 
disciplinary actions against respon-
sible employees) in response to the po-
tential violation referenced in para-
graph (b)(4)(vi)(G)(1) of this section. 

(H) For MA-PDs, A comprehensive 
fraud and abuse plan to detect and pre-
vent fraud, waste, and abuse as speci-
fied at § 423.504(b)(4)(vi)(H) of this chap-
ter. 

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

(6) The MA organization’s contract 
must not have been non-renewed under 
§ 422.506 within the past 2 years unless— 
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