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§ 423.502 Application requirements. 

(a) Scope. This section sets forth ap-
plication requirements for an entity 
that seeks a determination from CMS 
that it is qualified to contract as a 
sponsor of a Part D plan. 

(b) Completion of an application. (1) In 
order to obtain a determination on 
whether it meets the requirements to 
become a Part D plan sponsor, an enti-
ty, or an individual authorized to act 
for the entity (the applicant), must 
complete 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 as 
specified in subpart I of this part; or 

(ii) A Federal waiver as specified in 
subpart I of this part. 

(2) The authorized individual must 
describe thoroughly how the entity is 
qualified to meet the requirements de-
scribed in this part. 

(c) Responsibility for making determina-
tions. (1) CMS is responsible for deter-
mining whether an entity is qualified 
to contract as a Part D plan sponsor 
and meets the requirements of this 
part. 

(2) A CMS determination that an en-
tity is qualified to act as a Part D plan 
sponsor is distinct from the bid nego-
tiations that occur under subpart F of 
part 423 and such negotiations are not 
subject to the appeals provisions in-
cluded in subpart N of this part. 

(d) 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 USC 552, the 
Freedom of Information Act, or be-
cause of exemptions provided in 45 CFR 
part 5 (the Department’s regulations 
providing exemptions to disclosure), 
must label the material ‘‘privileged’’ 
and include an explanation of the ap-
plicability of an exemption specified in 
45 CFR part 5. 

§ 423.503 Evaluation and determina-
tion procedures for applications to 
be determined qualified to act as a 
sponsor. 

(a) Basis for evaluation and determina-
tion. (1) CMS evaluates an entity’s ap-
plication on the basis of information 
contained in the application itself and 
any additional information that CMS 
obtains through on-site visits, publicly 
available information, and any other 
appropriate procedures. 

(2) After evaluating all relevant in-
formation, CMS determines whether 
the application meets the applicable 
requirements specified in § 423.504 and 
§ 423.505. 

(b) Use of information from a prior con-
tracting period. If a Part D plan sponsor 
fails to comply with the terms of a pre-
vious year’s contract (or in the case of 
a fallback entity, the previous 3-year 
contract) with CMS under title XVIII 
of the Act, or fails to complete a cor-
rective action plan during the term of 
the contract, CMS may deny an appli-
cation based on the applicant’s failure 
to comply with that prior contract 
with CMS even if the applicant cur-
rently meets all of the requirements of 
this part. 

(c) Notice of determination. Except for 
fallback entities, which are governed 
under subpart Q of this part, CMS noti-
fies each applicant that applies to be 
determined qualified to contract as a 
Part D plan sponsor, under this part, of 
its determination on the application 
and the basis for the determination. 
The determination may be 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 Part D plan 
sponsor. 

(2) Intent to deny. (i) If CMS finds 
that the applicant does not appear 
qualified to contract as a Part D plan 
sponsor and/or has not provided enough 
information to evaluate the applica-
tion, it gives the applicant notice of in-
tent to deny the application and a sum-
mary of the basis for this preliminary 
finding. 

(ii) Within 10 days from the date of 
the notice, the applicant may respond 
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in writing to the issues or other mat-
ters that were the basis for CMS’s pre-
liminary finding and may revise its ap-
plication to remedy any defects CMS 
identified. 

(3) Denial of application. If CMS de-
nies the application, it gives written 
notice to the applicant indicating— 

(i) That the applicant is not qualified 
to contract as a Part D sponsor under 
Part D of title XVIII of the Act; 

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

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

(d) Oversight of continuing compliance. 
(1) CMS oversees a Part D plan spon-
sor’s continued compliance with the re-
quirements for a Part D plan sponsor. 

(2) If a Part D plan sponsor no longer 
meets those requirements, CMS termi-
nates the contract in accordance with 
§ 423.509. 

§ 423.504 General provisions. 

(a) General rule. Subject to the provi-
sions at § 423.265(a)(1) concerning sub-
mission of bids, to enroll beneficiaries 
in any Part D drug plan it offers and be 
paid on behalf of Part D eligible indi-
viduals enrolled in those plans, a Part 
D plan sponsor must enter into a con-
tract with CMS. The contract may 
cover more than one Part D plan. 

(b) Conditions necessary to contract as 
a Part D plan sponsor. Any entity seek-
ing to contract as a Part D plan spon-
sor must— 

(1) Complete an application as de-
scribed in § 423.502 demonstrating that 
the entity has the capability to meet 
the requirements of this Part, includ-
ing those listed in § 423.505. 

(2) Be organized and licensed under 
State law as a risk bearing entity eligi-
ble to offer health insurance or health 
benefits coverage in each State in 
which it offers a Part D plan, or have 
secured a Federal waiver, as described 
in subpart I of this part. (Fallback en-
tity applicants need not be licensed as 
risk-bearing entities, nor are they re-
quired to obtain State licensure dem-
onstrating that the applicant is eligi-
ble to offer health insurance or health 
benefits coverage in each State in 
which it applies to operate.) 

(3) Meet the minimum enrollment re-
quirements of § 423.512(a) unless waived 
under § 423.512(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 
Part D plan sponsor’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 Part D plan sponsor to organize, 
implement, control, and evaluate fi-
nancial and marketing activities, the 
furnishing of prescription drug serv-
ices, the quality assurance, medical 
therapy management, and drug and or 
utilization management programs, and 
the administrative 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 Part D 
sponsor, 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 Part 
D plan sponsor. 

(v)Insurance policies or other ar-
rangements, secured and maintained 
by the Part D plan sponsor and ap-
proved by CMS to insure the Part D 
plan sponsor against losses arising 
from professional liability claims, fire, 
theft, fraud, embezzlement, and other 
casualty risks. 

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

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

(B)The designation of a compliance 
officer and compliance committee ac-
countable to senior management. 

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