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the effective date of the Part D enroll-
ee’s enrollment in the new Part D plan 
of record, the new Part D plan of 
record must make the reconciling pay-
ments based on amounts reported to it 
by CMS without regard to the Part D 
plan’s own formulary or drug utiliza-
tion review edits. 

(6) Use of other reconciliation processes. 
In the process of coordinating benefits 
between the correct Part D plan of 
record and another entity providing 
prescription drug coverage when that 
entity has incorrectly paid as primary 
payer for a covered Part D drug on be-
half of a Part D enrollee, the correct 
Part D plan of record must achieve 
timely reconciliation through working 
directly with the other entity that in-
correctly paid as primary payer, unless 
CMS has established reconciliation 
processes for payment reconciliation, 
rather than requesting pharmacy 
claims reversal and re-adjudication. 

(g) Responsibility to account for other 
providers of prescription drug coverage 
when a retroactive claims adjustment cre-
ates an overpayment or underpayment. 
When a Part D sponsor makes a retro-
active claims adjustment, the sponsor 
has the responsibility to account for 
SPAPs and other entities providing 
prescription drug coverage in recon-
ciling the claims adjustments that cre-
ate overpayments or underpayments. 
In carrying out these reimbursements 
and recoveries, Part D sponsors must 
also account for payments made and 
for amounts being held for payment by 
other individuals or entities. Part D 
sponsors must have systems to track 
and report adjustment transactions 
and to support all of the following: 

(1) Adjustments involving payments 
by other plans and programs providing 
prescription drug coverage have been 
made. 

(2) Reimbursements for excess cost- 
sharing and premiums for low-income 
subsidy eligible individuals have been 
processed in accordance with the re-
quirements in § 423.800(c). 

(3) Recoveries of erroneous payments 
for enrollees as specified in 
§ 423.464(f)(4) have been sought. 

(h) Reporting requirements. A Part D 
sponsor must report credible new or 
changed supplemental prescription 
drug coverage information to the CMS 

Coordination of Benefits Contractor in 
accordance with the processes and 
timeframes specified by CMS. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20507, Apr. 15, 2008; 75 FR 19819, Apr. 15, 
2010] 

§ 423.466 Timeframes for coordination 
of benefits. 

(a) Retroactive claims adjustments, un-
derpayment refunds, and overpayment re-
coveries. Whenever a sponsor receives 
information that necessitates a retro-
active claims adjustment, the sponsor 
must process the adjustment and issue 
refunds or recovery notices within 45 
days of the sponsor’s receipt of com-
plete information regarding claims ad-
justment. 

(b) Coordination of benefits. Part D 
sponsors must coordinate benefits with 
SPAPs, other entities providing pre-
scription drug coverage, beneficiaries, 
and others paying on the beneficiaries’ 
behalf for a period not to exceed 3 
years from the date on which the pre-
scription for a covered Part D drug was 
filled. 

[75 FR 19819, Apr. 15, 2010] 

Subpart K—Application Proce-
dures and Contracts with Part 
D plan sponsors 

§ 423.500 Scope. 
This subpart sets forth application 

procedures and contracts with Part D 
plans: application procedures and re-
quirements; contract terms; procedures 
for termination of contracts; reporting 
by Part D plans. For purposes of this 
subpart, Medicare Advantage (MA) or-
ganizations offering Part D plans fol-
low the requirements of part 422 of this 
chapter for MA organizations, except 
in cases where the requirements for the 
qualified prescription drug coverage in-
volve additional requirements. 

§ 423.501 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. 
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(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 

(ii) Health services furnished to the 
Part D plan sponsor’s enrollees by 
pharmacies and other providers, by 
Part D plan sponsor staff, medical 
groups, or independent practice asso-
ciations, or by any combination of 
those entities. 

Downstream entity means any party 
that enters into a written arrange-
ment, acceptable to CMS, below the 
level of the arrangement between a 
Part D plan sponsor (or applicant) and 
a first tier entity. These written ar-
rangements continue down to the level 
of the ultimate provider of both health 
and administrative services. 

First tier entity means any party that 
enters into a written arrangement, ac-
ceptable to CMS, with a Part D plan 
sponsor or applicant to provide admin-
istrative services or health care serv-
ices for a Medicare eligible individual 
under Part D. 

Party in interest means the following: 
(1) Any director, officer, partner, or 

employee responsible for management 
or administration of a Part D plan 
sponsor. 

(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 a PDP sponsor orga-
nized as a nonprofit corporation, an in-
corporator or member of the corpora-
tion under applicable State corporation 
law. 

(4) Any entity in which a person spec-
ified in paragraphs (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 Part D 
plan sponsor. 

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

Related entity means any entity that 
is related to the PDP sponsor by com-
mon ownership or control and— 

(1) Performs some of the Part D plan 
sponsor’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 Part D plan sponsor at a 
cost of more than $2,500 during a con-
tract 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 Part D plan sponsor, have a total 
value that exceeds $25,000 or 5 percent 
of the PDP sponsor’s total operating 
expenses, whichever is less. 

§ 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 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 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 
an 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 a Part D plan sponsor, an enti-
ty, or an individual authorized to act 
for the entity (the applicant), must 
fully complete all parts of a certified 
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application in the form and manner re-
quired by CMS, including the fol-
lowing: 

(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 all requirements 
described in this part. 

(d) 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. 

(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 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. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19819, Apr. 15, 2010] 

§ 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) With the exception of evalua-
tions conducted under paragraph (b) of 
this section, CMS evaluates an entity’s 
application solely on the basis of infor-
mation contained in the application 
itself and any additional information 
that CMS obtains through on-site vis-
its. 

(2) After evaluating all relevant in-
formation, CMS determines whether 

the application meets all the require-
ments described in this part. 

(b) Use of information from a current or 
prior contract. If a Part D plan sponsor 
fails during the 14 months preceding 
the deadline established by CMS for 
the submission of contract qualifica-
tion applications (or in the case of a 
fallback entity, the previous 3-year 
contract) to comply with the require-
ments of the Part D program under any 
current or prior contract with CMS 
under title XVIII of the Act or fails to 
complete a corrective action plan dur-
ing the 14 months preceding the dead-
line established by CMS for the submis-
sion of contract qualification applica-
tions, CMS may deny an application 
based on the applicant’s failure to com-
ply with the requirements of the Part 
D program under any current or prior 
contract with CMS even if the appli-
cant currently meets all of the require-
ments 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 
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. 

(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, 
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CMS still finds the applicant does not 
appear qualified to contract as a Part 
D plan sponsor or has not provided 
enough information to allow CMS to 
evaluate the application, CMS denies 
the application. 

(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 
a hearing in accordance with the proce-
dures specified in subpart N of this 
part. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19820, Apr. 15, 2010] 

§ 423.504 General provisions. 

(a) General rule. Subject to the provi-
sions at § 423.265 of this part concerning 
submission of bids, to enroll bene-
ficiaries in any Part D drug plan it of-
fers and be paid on behalf of Part D eli-
gible individuals enrolled in those 
plans, a Part D plan sponsor must 
enter into a contract 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) Adopt and implement an effec-
tive compliance program, which must 
include measures that prevent, detect, 
and correct noncompliance with CMS’ 
program requirements as well as meas-
ures that prevent, detect, and correct 
fraud, waste, and abuse. The compli-
ance program must, at a minimum, in-
clude the following core requirements: 

(A) Written policies, procedures, and 
standards of conduct that— 

(1) Articulate the Part D plan spon-
sor’s commitment to comply with all 
applicable Federal and State standards; 

(2) Describe compliance expectations 
as embodied in the standards of con-
duct; 

VerDate Mar<15>2010 09:33 Dec 01, 2010 Jkt 220181 PO 00000 Frm 00509 Fmt 8010 Sfmt 8010 Y:\SGML\220181.XXX 220181jd
jo

ne
s 

on
 D

S
K

8K
Y

B
LC

1P
R

O
D

 w
ith

 C
F

R



500 

42 CFR Ch. IV (10–1–10 Edition) § 423.504 

(3) Implement the operation of the 
compliance program; 

(4) Provide guidance to employees 
and others on dealing with potential 
compliance issues; 

(5) Identify how to communicate 
compliance issues to appropriate com-
pliance personnel; 

(6) Describe how potential compli-
ance issues are investigated and re-
solved by the Part D plan sponsor; and 

(7) Include a policy of non-intimida-
tion and non-retaliation for good faith 
participation in the compliance pro-
gram, including but not limited to re-
porting potential issues, investigating 
issues, conducting self-evaluations, au-
dits and remedial actions, and report-
ing to appropriate officials. 

(B) The designation of a compliance 
officer and a compliance committee 
who report directly and are account-
able to the Part D plan sponsor’s chief 
executive or other senior management. 

(1) The compliance officer, vested 
with the day-to-day operations of the 
compliance program, must be an em-
ployee of the Part D plan sponsor, par-
ent organization or corporate affiliate. 
The compliance officer may not be an 
employee of the Part D plan sponsor’s 
first tier, downstream or related enti-
ty. 

(2) The compliance officer and the 
compliance committee must periodi-
cally report directly to the governing 
body of the Part D plan sponsor on the 
activities and status of the compliance 
program, including issues identified, 
investigated, and resolved by the com-
pliance program. 

(3) The governing body of the Part D 
plan sponsor must be knowledgeable 
about the content and operation of the 
compliance program and must exercise 
reasonable oversight with respect to 
the implementation and effectiveness 
of the compliance programs. 

(C)(1) Each Part D plan sponsor must 
establish, implement and provide effec-
tive training and education for its em-
ployees including, the chief executive 
and senior administrators or managers; 
governing body members; and first tier, 
downstream, and related entities. 

(2) The training and education must 
occur at a least annually and be a part 
of the orientation for new employees 
including, the chief executive and sen-

ior administrators or managers; gov-
erning body members; and first tier, 
downstream, and related entities. 

(3) First tier, downstream, and re-
lated entities who have met the fraud, 
waste, and abuse certification require-
ments through enrollment into the 
Medicare program or accreditation as a 
Durable Medical Equipment, Pros-
thetics, Orthotics, and Supplies 
(DMEPOS) are deemed to have met the 
training and educational requirements 
for fraud, waste, and abuse. 

(D) Establishment and implementa-
tion of effective lines of communica-
tion, ensuring confidentiality, between 
the compliance officer, members of the 
compliance committee, the Part D plan 
sponsor’s employees, managers and 
governing body, and the Part D plan 
sponsor’s first tier, downstream, and 
related entities. Such lines of commu-
nication must be accessible to all and 
allow compliance issues to be reported 
including a method for anonymous and 
confidential good faith reporting of po-
tential compliance issues as they are 
identified. 

(E) Well-publicized disciplinary 
standards through the implementation 
of procedures which encourage good 
faith participation in the compliance 
program by all affected individuals. 
These standards must include policies 
that— 

(1) Articulate expectations for re-
porting compliance issues and assist in 
their resolution; 

(2) Identify non-compliance or uneth-
ical behavior; and 

(3) Provide for timely, consistent, 
and effective enforcement of the stand-
ards when non-compliance or unethical 
behavior is determined. 

(F) Establishment and implementa-
tion of an effective system for routine 
monitoring and identification of com-
pliance risks. The system should in-
clude internal monitoring and audits 
and, as appropriate, external audits, to 
evaluate the Part D plan sponsors, in-
cluding first tier entities’, compliance 
with CMS requirements and the overall 
effectiveness of the compliance pro-
gram. 

(G) Establishment and implementa-
tion of procedures and a system for 
promptly responding to compliance 
issues as they are raised, investigating 
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potential compliance problems as iden-
tified in the course of self-evaluations 
and audits, correcting such problems 
promptly and thoroughly to reduce the 
potential for recurrence, and ensure 
ongoing compliance with CMS require-
ments. 

(1) If the Part D sponsor discovers 
evidence of misconduct related to pay-
ment or delivery of prescription drug 
items or services under the contract, it 
must conduct a timely, reasonable in-
quiry into that conduct; 

(2) The Part D sponsor must conduct 
appropriate corrective actions (for ex-
ample, repayment of overpayments and 
disciplinary actions against respon-
sible individuals) in response to the po-
tential violation referenced above. 

(3) The Part D plan sponsor should 
have procedures to voluntarily self-re-
port potential fraud or misconduct re-
lated to the Part D program to CMS or 
its designee. 

(5) Not have non-renewed a contract 
under § 423.507 within the past 2 years 
unless— 

(i) During the 6-month period, begin-
ning on the date the entity notified 
CMS of the intention to non-renew the 
most recent previous contract, there 
was a change in the statute or regula-
tions that had the effect of increasing 
Part D sponsor payments in the pay-
ment area or areas at issue; or 

(ii) CMS has otherwise determined 
that circumstances warrant special 
consideration. 

(6) Not have terminated a contract 
by mutual consent under which, as a 
condition of the consent, the Part D 
plan sponsor agreed that it was not eli-
gible to apply for new contracts or 
service area expansions for a period up 
to 2 years per § 423.508(e) of this sub-
part. 

(7) For a full risk or limited risk PDP 
applicant, not submitted a bid or of-
fered a fallback prescription drug plan 
in accordance with the following rules. 

(i) CMS does not contract with a po-
tential PDP sponsor for the offering of 
a full risk or limited risk prescription 
drug plan in a PDP region for a year if 
the applicant— 

(A) Submitted a bid under § 423.863 for 
the year (as the first year of a contract 
period under § 423.863 to offer a fallback 

prescription drug plan in any PDP re-
gion; 

(B) Offers a fallback prescription 
drug plan in any PDP region during the 
year; or 

(C) Offered a fallback prescription 
drug plan in that PDP region during 
the previous year. 

(ii) Construction. For purposes of this 
paragraph (b)(6), an entity is treated as 
submitting an application to become 
qualified to contract as a full risk or 
limited risk PDP sponsor, if the entity 
is acting as a subcontractor for an in-
tegral part of the drug benefit manage-
ment activities of a full risk or limited 
risk PDP sponsor or applicant. The 
previous sentence does not apply to en-
tities that are subcontractors of an MA 
organization except insofar as the MA 
organization is applying to act as a full 
risk or limited risk PDP sponsor. 

(c) Contracting authority. CMS may 
enter into contracts under this part, or 
in order to carry out this part, without 
regard to Federal and Departmental 
acquisition regulations set forth in 
Title 48 of the CFR and provisions of 
law or other regulations relating to the 
making, performance, amendment, or 
modification of contracts of the United 
States if CMS determines that those 
provisions are inconsistent with the ef-
ficient and effective administration of 
the Medicare program. 

(d) Protection against fraud and bene-
ficiary protections. (1) CMS annually au-
dits the financial records (including, 
but not limited to, data relating to 
Medicare utilization and costs, includ-
ing allowable reinsurance and risk cor-
ridor costs as well as low income sub-
sidies and other costs) under this part 
of at least one-third of the Part D 
sponsors offering Part D drug plans. 

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

(i) Inspect or otherwise evaluate the 
quality, appropriateness, and timeli-
ness of services performed under the 
Part D plan sponsor’s contract; 

(ii) Inspect or otherwise evaluate the 
facilities of the Part D sponsor when 
there is reasonable evidence of some 
need for the inspection; and 
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(iii) Audit and inspect any books, 
contracts, and records of the Part D 
plan sponsor that pertain to— 

(A) The ability of the organization or 
its first tier or downstream providers 
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 CMS’ re-
quest— 

(1) The contract could be amended to 
exclude any State-licensed entity, or a 
Part D plan specified by CMS; and 

(2) A separate contract for any ex-
cluded plan or entity must be deemed 
to be in place when a request is made. 

[70 FR 4525, Jan. 28, 2005, as amended at 72 
FR 68732, Dec. 5, 2007; 73 FR 20507, Apr. 15, 
2008; 75 FR 19820, Apr. 15, 2010] 

§ 423.505 Contract provisions. 

(a) General rule. The contract be-
tween the Part D plan sponsor and 
CMS must contain the provisions speci-
fied in paragraph (b) of this section. 

(b) Requirements for contracts. The 
Part D plan sponsor agrees to— 

(1) All the applicable requirements 
and conditions set forth in this part 
and in general instructions. 

(2) Accept new enrollments, make en-
rollments effective, process voluntary 
disenrollments, and limit involuntary 
disenrollments, as provided in subpart 
B of this part. 

(3) Comply with the prohibition in 
§ 423.34(a) on discrimination in bene-
ficiary enrollment. 

(4) Provide the basic prescription 
drug coverage as defined under § 423.100 
and, to the extent applicable, supple-
mental benefits as defined in § 423.100. 
(Fallback entities may offer only 
standard prescription drug coverage as 
specified in § 423.855.) 

(5) Disclose information to bene-
ficiaries in the manner and the form 
specified by CMS under § 423.128. 

(6) Operate quality assurance, cost 
and utilization management, medica-
tion therapy management, and support 
e-prescribing as required under subpart 
D of this part. 

(7) Comply with all requirements in 
subpart M of this part governing cov-

erage determinations, grievances, and 
appeals, and formulary exceptions. 

(8) Comply with the disclosure and 
reporting requirements in § 423.505(f), 
§ 423.514, and the requirements in 
§ 423.329(b) of this part for submitting 
current and prior drug claims and re-
lated information to CMS for its use in 
risk adjustment calculations and for 
the purposes of implementing 
§ 423.505(f), (l), and (m) and § 423.329(b) of 
this part. 

(9) Provide CMS with the information 
CMS determines is necessary to carry 
out payment provisions in subpart G of 
this part (or for fallback entities, the 
information necessary to carry out the 
payment provisions in subpart Q of this 
part). 

(10) Allow CMS to inspect and audit 
any books and records of a Part D plan 
sponsor and its delegated first tier, 
downstream and related entities, that 
pertain to the information regarding 
costs provided to CMS under paragraph 
(b)(9) of this section, or, if a fallback 
entity, the information submitted 
under subpart Q of this part. 

(11) Be paid under the contract in ac-
cordance with the payment rules in 
subpart G of this part, or, if a fallback 
entity, in accordance with the payment 
rules of subpart Q of this part. 

(12) Except for fallback entities, sub-
mit a future year’s bid, including all 
required information on premiums, 
benefits, and cost-sharing, by any ap-
plicable due date, as provided in sub-
part F so that CMS and the Part D plan 
sponsor may conduct negotiations re-
garding the terms and conditions of the 
proposed bid and benefit plan renewal. 

(13) Permit CMS to determine that it 
is not qualified to renew its contract or 
that its contract may be terminated in 
accordance with this subpart and sub-
part N of this part. (Subpart N applies 
to fallback entities only to the extent 
a fallback contract is terminated.) 

(14) Comply with the confidentiality 
and enrollee record accuracy specified 
in § 423.136. 

(15) Comply with State law and pre-
emption by Federal law requirements 
described in subpart I of this part. 

(16) Comply with the coordination re-
quirements with SPAPs and plans that 
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provide other prescription drug cov-
erage as described in subpart J of this 
part. 

(17) Provide benefits by means of 
point of service systems to adjudicate 
in a drug claims in a timely and effi-
cient manner in compliance with CMS 
standards, except when necessary to 
provide access in underserved areas, I/ 
T/U pharmacies (as defined in § 423.100), 
and long-term care pharmacies (as de-
fined in § 423.100). 

(18) To agree to have a standard con-
tract with reasonable and relevant 
terms and conditions of participation 
whereby any willing pharmacy may ac-
cess the standard contract and partici-
pate as a network pharmacy. 

(19) Effective contract year 2010, in-
clude the prompt payment provisions 
described in § 423.520. 

(20) Effective contract year 2010, pro-
vide that pharmacies located in, or 
having a contract with, a long-term 
care facility (as defined in § 423.100) 
must have not less than 30 days, nor 
more than 90 days, to submit to the 
Part D sponsor claims for reimburse-
ment under the plan. 

(21) Effective contract year 2009, up-
date any prescription drug pricing 
standard for reimbursement of network 
pharmacies based on the cost of a drug 
used by the Part D sponsor on— 

(i) January 1 of each contract year; 
and 

(ii) Not less frequently than once 
every 7 days after the date in para-
graph (b)(21)(i) of this section. 

(c) Communication with CMS. The 
Part D plan sponsor must have the ca-
pacity to communicate with CMS elec-
tronically in accordance with CMS re-
quirements. 

(d) Maintenance of records. The Part D 
plan sponsor agrees to maintain, for 10 
years, books, records, documents, and 
other evidence of accounting proce-
dures and practices that- 

(1) Are sufficient to do the following: 
(i) Accommodate periodic auditing of 

the financial records (including data 
related to Medicare utilization, costs, 
and computation of the bid of part D 
plan sponsors). 

(ii) Enable CMS to inspect or other-
wise evaluate the quality, appropriate-
ness, and timeliness of services per-

formed under the contract and the fa-
cilities of the organization. 

(iii) Enable CMS to audit and inspect 
any books and records of the Part D 
plan sponsor that pertain to the ability 
of the organization to bear the risk of 
potential financial losses, or to serv-
ices performed or determinations of 
amounts payable under the contract. 

(iv) Except for fallback entities, 
properly reflect all direct and indirect 
costs claimed to have been incurred 
and used in the preparation of the Part 
D plan sponsor’s bid and necessary for 
the calculation of gross covered pre-
scription drug costs, allowable reinsur-
ance costs, and allowable risk corridor 
costs (as defined in § 423.308). 

(v) Except for fallback entities, es-
tablish the basis for the components, 
assumptions, and analysis used by the 
Part D plan in determining the actu-
arial valuation of standard, basic alter-
native, or enhanced alternative cov-
erage offered in accordance with the 
CMS guidelines specified in 
§ 423.265(c)(3). 

(2) Include records of the following: 
(i) Ownership and operation of the 

Part D sponsor’s financial, medical, 
and other record keeping systems. 

(ii) Financial statements for the cur-
rent contract period and 10 prior peri-
ods. 

(iii) Federal income tax or informa-
tional returns for the current contract 
period and 10 prior periods. 

(iv) Asset acquisition, lease, sale, or 
other actions. 

(v) Agreements, contracts, and sub-
contracts. 

(vi) Franchise, marketing, and man-
agement agreements. 

(vii) Matters pertaining to costs of 
operations. 

(viii) Amounts of income received by 
source and payment. 

(ix) Cash flow statements. 
(x) Any financial reports filed with 

other Federal programs or State au-
thorities. 

(xi) All prescription drug claims for 
the current contract period and 10 
prior periods. 

(xii) All price concessions (including 
concessions offered by manufacturers) 
for the current contract period and 10 
prior periods accounted for separately 
from other administrative fees. 
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(e) Access to facilities and records. The 
Part D plan sponsor agrees to the fol-
lowing: 

(1) HHS, the Comptroller General, or 
their designee may evaluate, through 
audit, inspection, or other means— 

(i) The quality, appropriateness, and 
timeliness of services furnished to 
Medicare enrollees under the contract; 

(ii) Compliance with CMS require-
ments for maintaining the privacy and 
security of protected health informa-
tion and other personally identifiable 
information of Medicare enrollees; 

(iii) The facilities of the Part D spon-
sor to include computer and other elec-
tronic systems; and 

(iv) The enrollment and 
disenrollment records for the current 
contract period and 10 prior periods. 

(2) The Part D plan sponsor agrees to 
make available to HHS, the Comp-
troller General, or their designees, for 
the purposes specified in paragraph (d) 
of this section, its premises, physical 
facilities and equipment, records relat-
ing to its Medicare enrollees, and any 
additional relevant information that 
CMS may require. The Part D plan 
sponsor also agrees to make available 
any books, contracts, records and docu-
mentation of the Part D plan sponsor, 
first tier, downstream and related enti-
ty(s), or its transferee that pertain to 
any aspect of services performed, rec-
onciliation of benefit liabilities, and 
determination of amounts payable 
under the contract, or as the Secretary 
may deem necessary to enforce the 
contract. 

(3) The Part D plan sponsor agrees to 
make available, for the purposes speci-
fied in paragraph (d) of this section, its 
premises, physical facilities and equip-
ment, records relating to its Medicare 
enrollees, and any additional relevant 
information that CMS may require. 

(4) HHS, the Comptroller General, or 
their designee’s right to inspect, evalu-
ate, and audit extends through 10 years 
from the end of the final contract pe-
riod or completion of audit, whichever 
is later unless— 

(i) CMS determines there is a special 
need to retain a particular record or 
group of records for a longer period and 
notifies the Part D plan sponsor at 
least 30 days before the normal disposi-
tion date; 

(ii) There is a termination, dispute, 
or allegation of fraud or similar fault 
by the Part D plan sponsor, in which 
case the retention may be extended to 
6 years from the date of any resulting 
final resolution of the termination, dis-
pute, or fraud or similar fault; or 

(iii) CMS determines that there is a 
reasonable possibility of fraud or simi-
lar fault, in which case CMS may in-
spect, evaluate, and audit the Part D 
plan sponsor at any time. 

(f) Disclosure of information. The Part 
D plan sponsor agrees to submit to 
CMS— 

(1) Certified financial information 
that must include the following: 

(i) Information as CMS may require 
demonstrating that the organization 
has a fiscally sound operation. 

(ii) Information as CMS may require 
pertaining to the disclosure of owner-
ship and control of the Part D plan 
sponsor. 

(2) All information to CMS that is 
necessary for CMS to administer and 
evaluate the program and to simulta-
neously establish and facilitate a proc-
ess for current and prospective bene-
ficiaries to exercise choice in obtaining 
prescription drug coverage. This infor-
mation includes, but is not limited to: 

(i) The benefits covered under a Part 
D plan. 

(ii) The Part D plan monthly basic 
beneficiary premium and Part D plan 
monthly supplemental beneficiary pre-
mium, if any, for the plan. Fallback en-
tities submit the monthly beneficiary 
premium for standard prescription 
drug coverage. 

(iii) The service area of each plan. 
(iv) Plan quality and performance in-

dicators for the benefits under the plan 
including— 

(A) Disenrollment rates for Medicare 
enrollees electing to receive benefits 
through the plan for the previous 2 
years; 

(B) Information on Medicare enrollee 
satisfaction; 

(C) The recent records regarding 
compliance of the plan with require-
ments of this part, as determined by 
CMS; and 

(D) Other information determined by 
CMS to be necessary to assist bene-
ficiaries in making an informed choice 
regarding Part D plans. 
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(v) Information about beneficiary ap-
peals and their disposition, and for-
mulary exceptions. 

(vi) Information regarding all formal 
actions, reviews, findings, or other 
similar actions by States, other regu-
latory bodies, or any other certifying 
or accrediting organization. 

(vii) Information on other matters 
that CMS may require, including, but 
not limited to, program monitoring 
and oversight, performance measures, 
quality assessment, research and eval-
uation, CMS outreach activities, pay-
ment-related oversight*, and fraud, 
abuse, and waste*, as specified in CMS 
guidelines. 

(viii) Any other information deemed 
necessary to CMS for the administra-
tion or evaluation of the Medicare pro-
gram. 

(3) All data elements included in all 
its drug claims for purposes deemed 
necessary and appropriate by the Sec-
retary, including, but not limited to 
the following: 

(i) Reporting to Congress and the 
public on overall statistics associated 
with the operation of the Medicare pre-
scription drug program. 

(ii) Conducting evaluations of the 
overall Medicare program, including 
the interaction between prescription 
drug coverage under Part D of Title 
XVIII of the Social Security Act and 
the services and utilization under 
Parts A, B, and C of title XVIII of the 
Act and under titles XIX and XXI of 
the Act, as well as other studies ad-
dressing public health questions. 

(iii) Making legislative proposals to 
the Congress regarding Federal health 
care programs and related programs. 

(iv) Conducting demonstration and 
pilot projects and making rec-
ommendations for improving the econ-
omy, efficiency, or effectiveness of the 
Medicare program. 

(v) Supporting care coordination and 
disease management programs, 

(vi) Supporting quality improvement 
and performance measurement activi-
ties, and; 

(vii) Populating personal health care 
records. 

(4) To its enrollees, all informational 
requirements under § 423.128 and, upon 
an enrollee’s request, the financial dis-

closure information required under 
§ 423.128(c)(4). 

(g) Beneficiary financial protections. 
The Part D plan sponsor agrees to com-
ply with the following requirements: 

(1) Each Part D plan sponsor must 
adopt and maintain arrangements sat-
isfactory to CMS to protect its enroll-
ees from incurring liability for pay-
ment of any fees that are the legal ob-
ligation of the Part D sponsor. To meet 
this requirement, the Part D plan spon-
sor must— 

(i) Ensure that all contractual or 
other written arrangements prohibit 
the sponsor’s contracting agents from 
holding any beneficiary enrollee liable 
for payment of any such fees; and 

(ii) Indemnify the beneficiary en-
rollee for payment of any fees that are 
the legal obligation of the Part D plan 
sponsor for covered prescription drugs 
furnished by non-contracting phar-
macists, or that have not otherwise en-
tered into an agreement with the Part 
D plan sponsor, to provide services to 
the organization’s beneficiary enroll-
ees. 

(2) In meeting the requirements of 
this paragraph, other than the provider 
contract requirements specified in 
paragraph (g)(1)(i) of this section, the 
Part D plan sponsor may use— 

(i) Contractual arrangements; 
(ii) Insurance acceptable to CMS; 
(iii) Financial reserves acceptable to 

CMS; or 
(iv) Any other arrangement accept-

able to CMS. 
(h) Requirements of other laws and reg-

ulations. The Part D plan sponsor 
agrees to comply with— 

(1) Federal laws and regulations de-
signed to prevent fraud, waste, and 
abuse, including, but not limited to ap-
plicable provisions of Federal criminal 
law, the False Claims Act (31 U.S.C. 
3729 et seq.), and the anti-kickback 
statute (section 1128B(b) of the Act). 

(2) HIPAA Administrative Sim-
plification rules at 45 CFR parts 160, 
162, and 164. 

(i) Relationship with first tier, down-
stream, and related entities. (1) Notwith-
standing any relationship(s) that the 
Part D plan sponsor may have with 
first tier, downstream, and related en-
tities, the Part D sponsor maintains ul-
timate responsibility for adhering to 
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and otherwise fully complying with all 
terms and conditions of its contract 
with CMS. 

(2) The Part D sponsor agrees to re-
quire all first tier, downstream, and re-
lated entities to agree that— 

(i) HHS, the Comptroller General, or 
their designees have the right to audit, 
evaluate, and inspect any books, con-
tracts, computer or other electronic 
systems, including medical records and 
documentation of the first tier, down-
stream, and related entities related to 
CMS’ contract with the Part D sponsor. 

(ii) HHS’, the Comptroller General’s, 
or their designee’s right to inspect, 
evaluate, and audit any pertinent in-
formation for any particular contract 
period exists through 10 years from the 
final date of the contract period or 
from the date of completion of any 
audit, whichever is later. 

(3) All contracts or written arrange-
ments between Part D sponsors and 
first tier, downstream, and related en-
tities, must contain the following: 

(i) Enrollee protection provisions 
that provide, consistent with para-
graph (g)(1) of this section, arrange-
ments that prohibit pharmacies or 
other providers from holding an en-
rollee liable for payment of any fees 
that are the obligation of the Part D 
plan sponsor. 

(ii) Accountability provisions that 
indicate that the Part D sponsor may 
delegate activities or functions to a 
first tier, downstream, or related enti-
ty only in a manner consistent with re-
quirements set forth at paragraph (i)(4) 
of this section. 

(iii) A provision requiring that any 
services or other activity performed by 
a first tier, downstream, and related 
entity in accordance with a contract or 
written agreement are consistent and 
comply with the Part D sponsor’s con-
tractual obligations. 

(iv) A provision requiring the Part D 
sponsor’s first tier, downstream, and 
related entities to produce upon re-
quest by CMS, or its designees, any 
books, contracts, records, including 
medical records and documentation of 
the Part D sponsor, relating to the 
Part D program, to either the sponsor 
to provide to CMS, or directly to CMS 
or its designees. 

(v) All contracts or written arrange-
ments must specify that first tier, 
downstream, and related entities must 
comply with all applicable Federal 
laws, regulations, and CMS instruc-
tions. 

(vi) A provision requiring prompt 
payment of clean claims by the Part D 
sponsor, consistent with § 423.520. 

(vii) A provision that establishes 
timeframes, consistent with 
§ 423.505(b)(20), for long-term care phar-
macies to submit claims to the Part D 
sponsor for reimbursement under the 
plan. 

(viii) If applicable, a provision— 
(A) Establishing regular updates of 

any prescription drug pricing standard 
used by the Part D sponsor consistent 
with § 423.505(b)(21); and 

(B) Indicating the source used by the 
Part D sponsor for making any such 
pricing updates. 

(4) If any of the Part D plan sponsors’ 
activities or responsibilities under its 
contract with CMS is delegated to 
other parties, the following require-
ments apply to any first tier, down-
stream, and related entity: 

(i) Written arrangements must speci-
fy delegated activities and reporting 
responsibilities. 

(ii) Written arrangements must ei-
ther provide for revocation of the dele-
gation activities and reporting respon-
sibilities described in paragraph (i)(4)(i) 
of this section or specify other rem-
edies in instances when CMS or the 
Part D plan sponsor determine that the 
parties have not performed satisfac-
torily. 

(iii) Written arrangements must 
specify that the Part D plan sponsor on 
an ongoing basis monitors the perform-
ance of the parties. 

(iv) All contracts or written arrange-
ments must specify that the related en-
tity, contractor, or subcontractor must 
comply with all applicable Federal 
laws, regulations, and CMS instruc-
tions. 

(5) If the Part D plan sponsor dele-
gates selection of its prescription drug 
providers to another organization, the 
Part D sponsor’s written arrangements 
with that organization must state that 
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the CMS-contracting Part D plan spon-
sor retains the right to approve, sus-
pend, or terminate any such arrange-
ment. 

(j) Additional contract terms. The Part 
D plan sponsor agrees to include in the 
contract other terms and conditions as 
CMS may find necessary and appro-
priate in order to implement require-
ments in this part. 

(k) Certification of data that determine 
payment—(1) General rule. As a condi-
tion for receiving a monthly payment 
under subpart G of this part (or for 
fallback entities, payment under sub-
part Q of this part),, the Part D plan 
sponsor agrees that its chief executive 
officer (CEO), chief financial officer 
(CFO), or an individual delegated the 
authority to sign on behalf of one of 
these officers, and who reports directly 
to the officer, must request payment 
under the contract on a document that 
certifies (based on best knowledge, in-
formation, and belief) the accuracy, 
completeness, and truthfulness of all 
data related to payment. The data may 
include specified enrollment informa-
tion, claims data, bid submission data, 
and other data that CMS specifies. 

(2) Certification of enrollment and pay-
ment information. The CEO, CFO, or an 
individual delegated the authority to 
sign on behalf of one of these officers, 
and who reports directly to the officer, 
must certify (based on best knowledge, 
information, and belief) that each en-
rollee for whom the organization is re-
questing payment is validly enrolled in 
a program offered by the organization 
and the information CMS relies on in 
determining payment is accurate, com-
plete, and truthful and acknowledge 
that this information will be used for 
the purposes of obtaining Federal reim-
bursement. 

(3) Certification of claims data. The 
CEO, CFO, or an individual delegated 
with the authority to sign on behalf of 
one of these officers, and who reports 
directly to the officer, must certify 
(based on best knowledge, information, 
and belief) that the claims data it sub-
mits under § 423.329(b)(3) (or for fall-
back entities, under § 423.871(f)) are ac-
curate, complete, and truthful and ac-
knowledge that the claims data will be 
used for the purpose of obtaining Fed-
eral reimbursement. If the claims data 

are generated by a related entity, con-
tractor, or subcontractor of a Part D 
plan sponsor, the entity, contractor, or 
subcontractor must similarly certify 
(based on best knowledge, information, 
and belief) the accuracy, completeness, 
and truthfulness of the data and ac-
knowledge that the claims data will be 
used for the purposes of obtaining Fed-
eral reimbursement. 

(4) Certification of bid submission infor-
mation. The CEO, CFO, or an individual 
delegated the authority to sign on be-
half of one of these officers, and who 
reports directly to the officer, must 
certify (based on best knowledge, infor-
mation, and belief) that the informa-
tion in its bid submission and assump-
tions related to projected reinsurance 
and low income cost sharing subsidies 
is accurate, complete, and truthful and 
fully conforms to the requirements in 
§ 423.265. 

(5) Certification of allowable costs for 
risk corridor and reinsurance information. 
The Chief Executive Officer, Chief Fi-
nancial Officer, or an individual dele-
gated the authority to sign on behalf of 
one of these officers, and who reports 
directly to the officer, must certify 
(based on best knowledge, information, 
and belief) that the information pro-
vided for purposes of supporting allow-
able costs as defined in § 423.308 of this 
part, including data submitted to CMS 
regarding direct or indirect remunera-
tion (DIR) that serves to reduce the 
costs incurred by the Part D sponsor 
for Part D drugs, is accurate, complete, 
and truthful and fully conforms to the 
requirements in § 423.336 and § 423.343 of 
this part and acknowledge that this in-
formation will be used for the purposes 
of obtaining Federal reimbursement. 

(6) Certification of accuracy of data for 
price comparison. The CEO, CFO, or an 
individual delegated the authority to 
sign on behalf of one of these officers, 
and who reports directly to the officer, 
must certify (based on best knowledge, 
information, and belief) that the infor-
mation provided for purposes of price 
comparison is accurate, complete, and 
truthful. 

(l) CMS may use the information col-
lected under paragraph (f)(3) of this 
section. Any restriction set forth by 
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§ 423.322(b) of this part must not be con-
strued to limit the Secretary’s author-
ity to use the information collected 
under paragraph (f)(3). 

(m)(1) CMS may release the min-
imum data necessary for a given pur-
pose from the data collected under 
paragraph (f)(3) of this section to Fed-
eral executive branch agencies, States, 
and external entities in accordance 
with the following: 

(i) Applicable Federal laws. 
(ii) CMS data sharing procedures. 
(iii) Subject, in certain cases, to 

encryption of certain identifiers and 
aggregation of cost data to protect 
beneficiary confidentiality and com-
mercially sensitive data of Part D 
sponsors, in accordance with all of the 
following principles: 

(A) Subject to the restrictions in this 
paragraph, all elements on the claim 
are available to HHS. 

(B) Cost data elements on the claim 
generally are aggregated for releases to 
other executive branch agencies, 
States, and external entities. 

(C) Plan identifier elements on the 
claim are encrypted or unavailable for 
release to external entities with the ex-
ception of HHS grantees that CMS de-
termines meet all of the following cri-
teria: 

(1) The plan identifier is essential to 
the study. 

(2) The study is key to the mission of 
the sponsoring agency. 

(3) The study provides significant 
benefit to the Medicare program. 

(4) The requestor attests that any 
public findings or publications will not 
identify plans. 

(D) Beneficiary, pharmacy, and pre-
scriber identifier elements on the 
claim generally are encrypted for re-
leases to external entities, except in 
limited circumstances, such as to link 
to another data set. 

(iv) For purposes of paragraph 
(m)(1)(iii) of this section, States and 
executive-branch Federal agencies are 
not considered to be external entities. 

(2) Any restriction set forth by 
§ 423.322(b) of this part must not be con-
strued to limit the Secretary’s author-
ity to release the information collected 
under paragraph (f)(3) of this section. 

(3) CMS shall make available to Con-
gressional support agencies (the Con-

gressional Budget Office, the Govern-
ment Accountability Office, the Medi-
care Payment Advisory Commission, 
and the Congressional Research Serv-
ice when it is acting on behalf of a Con-
gressional committee in accordance 
with 2 U.S.C. 166(d)(1)) all information 
collected under paragraph (f)(3) of this 
section for the purposes of conducting 
congressional oversight, monitoring, 
making recommendations, and analysis 
of the Medicare program. 

(n)(1) CMS may determine that a 
Part D plan sponsor is out of compli-
ance with a Part D requirement when 
the sponsor fails to meet performance 
standards articulated in the Part D 
statutes, regulations, or guidance. 

(2) If CMS has not already articu-
lated a measure for determining non-
compliance, CMS may determine that 
a Part D sponsor is out of compliance 
when its performance in fulfilling Part 
D requirements represents an outlier 
relative to the performance of other 
Part D sponsors. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20507, Apr. 15, 2008; 73 FR 30683, May 28, 
2008; 73 FR 54251, Sept. 18, 2008; 73 FR 70599, 
Nov. 21, 2008; 74 FR 1545, Jan. 12, 2009; 75 FR 
19821, Apr. 15, 2010] 

§ 423.506 Effective date and term of 
contract. 

(a) Effective date. The contract is ef-
fective on the date specified in the con-
tract between the Part D plan sponsor 
and CMS. 

(b) Term of contract. Each contract is 
for a period of 12 months. 

(c) Qualification to renew a contract. In 
accordance with 423.507, an entity is de-
termined qualified to renew its con-
tract annually only if the Part D plan 
sponsor has not provided CMS with a 
notice of intention not to renew and 
CMS has not provided the Part D orga-
nization with a notice of intention not 
to renew. 

(d) Renewal of contract contingent on 
reaching agreement on the bid. Although 
a Part D plan sponsor may be deter-
mined qualified to renew its contract 
under this section, if the sponsor and 
CMS cannot reach agreement on the 
bid under subpart F, no renewal takes 
place, and the failure to reach agree-
ment is not subject to the appeals pro-
visions in subpart N of this part. 
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(e) The provisions of this section do 
not apply to fallback entities. 

[70 FR 4525, Jan. 28, 2005, as amended at 72 
FR 68732, Dec. 5, 2007] 

§ 423.507 Nonrenewal of contract. 
(a) Nonrenewal by a Part D plan spon-

sor. (1) Except for fallback entities, a 
Part D plan sponsor may elect not to 
renew its contract with CMS, effective 
at the end of the term of the contract 
for any reason provided it meets the 
timeframes for doing so set forth in 
paragraphs (a)(2) and (a)(3) of this sec-
tion. 

(2) If a Part D plan sponsor does not 
intend to renew its contract, it must 
notify— 

(i) CMS in writing by the first Mon-
day of June in the year in which the 
contract ends; 

(ii) Each Medicare enrollee by mail 
at least 90 calendar days before the 
date on which the nonrenewal is effec-
tive. The sponsor must also provide in-
formation about alternative enroll-
ment options by doing one or more of 
the following: 

(A) Provide a CMS approved written 
description of alternative MA plan and 
PDP options available for obtaining 
qualified prescription drug coverage 
within the beneficiaries’ region. 

(B) Place outbound calls to all af-
fected enrollees to ensure beneficiaries 
know who to contact to learn about 
their enrollment options. 

(3) If a Part D plan sponsor does not 
renew a contract under this paragraph 
(a), CMS cannot enter into a contract 
with the organization for 2 years unless 
there are special circumstances that 
warrant special consideration, as deter-
mined by CMS. 

(4) If a Part D plan sponsor does not 
renew a contract under this paragraph 
(a), it must ensure the timely transfer 
of any data or files. 

(b) CMS decision that a Part D plan 
sponsor is not qualified to renew. (1) Ex-
cept for fallback entities, CMS may de-
termine that a Part D plan sponsor is 
not qualified to renew its contract for 
any of the following reasons: 

(i) The reasons listed in § 423.509(a) 
that also permit CMS to terminate the 
contract. 

(ii) The Part D plan sponsor has com-
mitted any of the acts in § 423.752 that 

support the imposition of intermediate 
sanctions or civil money penalties 
under § 423.750. 

(iii) The contract must be non-
renewed as to an individual PDP if that 
plan does not have a sufficient number 
of enrollees to establish that it is a via-
ble independent plan option. 

(2) Notice of non-renewal. CMS pro-
vides notice of its decision not to au-
thorize renewal of a contract as fol-
lows: 

(i) To the Part D plan sponsor by Au-
gust 1 of the contract year. 

(ii) To each of the Part D plan spon-
sor’s Medicare enrollees by mail at 
least 90 calendar days before the date 
on which the nonrenewal is effective, 
or at the conclusion of the appeals 
process if applicable. 

(iii) The notice provisions in para-
graph (b)(2)(ii) of this section also 
apply in cases where a non-renewal re-
sults because CMS and the Part D plan 
sponsor are unable to reach agreement 
on the bid under subpart F. 

(3) Opportunity to develop and imple-
ment a corrective action plan. (i) Before 
providing a notice of intent of non-
renewal of the contract, CMS will pro-
vide the Part D plan sponsor with no-
tice specifying the Part D sponsor’s de-
ficiencies and reasonable opportunity 
of at least 30 calendar days to develop 
and implement a corrective action plan 
to correct the deficiencies. 

(ii) The Part D plan sponsor is solely 
responsible for the identification, de-
velopment, and implementation of its 
corrective action plan and for dem-
onstrating to CMS that the underlying 
deficiencies have been corrected within 
the time period specified by CMS in the 
notice requesting corrective action. 

(4) Notice of appeal rights. CMS gives 
the Part D plan sponsor written notice 
of its right to appeal the decision that 
the sponsor is not qualified renew its 
contract in accordance with § 423.642(b). 

[70 FR 4525, Jan. 28, 2005, as amended at 72 
FR 68733, Dec. 5, 2007; 74 FR 1546, Jan. 12, 
2009; 75 FR 19821, Apr. 15, 2010] 

§ 423.508 Modification or termination 
of contract by mutual consent. 

(a) General rule. A contract may be 
modified or terminated at any time by 
written mutual consent. 
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(b) Notification of termination. If the 
contract is terminated by mutual con-
sent, the Part D plan sponsor must pro-
vide notice to its Medicare enrollees 
and the general public as provided in 
paragraph (c) of this section. 

(c) Notification of modification. If the 
contract is modified by mutual con-
sent, the Part D plan sponsor must no-
tify its Medicare enrollees of any 
changes that CMS determines are ap-
propriate for notification within time-
frames specified by CMS. 

(d) Timely transfer of data and files. If 
a contract is terminated under para-
graph (a) of this section, the Part D 
plan sponsor must ensure the timely 
transfer of any data or files. 

(e) Agreement to limit new Part D appli-
cations. As a condition of the consent 
to a mutual termination, CMS will re-
quire, as a provision of the termination 
agreement language prohibiting the 
Part D plan sponsor from applying for 
new contracts or service area expan-
sions for a period up to 2 years, absent 
circumstances warranting special con-
sideration. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19821, Apr. 15, 2010] 

§ 423.509 Termination of contract by 
CMS. 

(a) Termination by CMS. CMS may at 
any time terminate a contract if CMS 
determines that the Part D plan spon-
sor meets any of the following: 

(1) Has failed substantially to carry 
out the contract. 

(2) Is carrying out the contract in a 
manner that is inconsistent with the 
efficient and effective administration 
of this part. 

(3) No longer substantially meets the 
applicable conditions of this part. 

(4) Based on credible evidence, has 
committed or participated in false, 
fraudulent, or abusive activities affect-
ing the Medicare, Medicaid, or other 
State or Federal health care programs, 
including submission of false or fraudu-
lent data. 

(5) Substantially fails to comply with 
the requirements in subpart M of this 
part relating to grievances and appeals. 

(6) Fails to provide CMS with valid 
risk adjustment, reinsurance and risk 
corridor related data as required under 
§ 423.322 and § 423.329 (or, for fallback 

entities, fails to provide the informa-
tion in § 423.871(f)). 

(7) Substantially fails to comply with 
the service access requirements in 
§ 423.120. 

(8) Substantially fails to comply with 
either of the following: 

(i) Marketing requirements in sub-
part V of this part. 

(ii) Information dissemination re-
quirements of § 423.128 of this part. 

(9) Substantially fails to comply with 
the coordination with plans and pro-
grams that provide prescription drug 
coverage as described in subpart J of 
this part. 

(10) Substantially fails to comply 
with the cost and utilization manage-
ment, quality improvement, medica-
tion therapy management and fraud, 
abuse and waste program requirements 
as specified in subparts D and K of this 
part. 

(11) Fails to comply with the regu-
latory requirements contained in this 
part. 

(12) Fails to meet CMS performance 
requirements in carrying out the regu-
latory requirements contained in this 
part. 

(b) Notice. If CMS decides to termi-
nate a contract it gives notice of the 
termination as follows: 

(1) Termination of contract by CMS. (i) 
CMS notifies the Part D plan in writ-
ing 90 days before the intended date of 
the termination. 

(ii) The Part D plan sponsor notifies 
its Medicare enrollees of the termi-
nation by mail at least 30 days before 
the effective date of the termination. 

(iii) The Part D plan sponsor notifies 
the general public of the termination 
at least 30 days before the effective 
date of the termination by publishing a 
notice in one or more newspapers of 
general circulation in each community 
or county located in the Part D plan 
sponsor’s service area. 

(iv) If a Part D plan sponsor’s con-
tract is terminated under paragraph (a) 
of this section, it must ensure the 
timely transfer of any data or files. 

(2) Immediate termination of contract by 
CMS. (i) The procedures specified in 
(b)(1) of this section do not apply if— 

(A) CMS determines that a delay in 
termination, resulting from compli-
ance with the procedures provided in 
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this part prior to termination, would 
pose an imminent and serious risk to 
the health of the individuals enrolled 
with the Part D plan sponsor; 

(B) The Part D plan sponsor experi-
ences financial difficulties so severe 
that its ability to make necessary 
health services available is impaired to 
the point of posing an imminent and 
serious risk to the health of its enroll-
ees, or otherwise fails to make services 
available to the extent that such a risk 
to health exists; or 

(C) The contract is being terminated 
based on the violation specified in 
paragraph (a)(4) of this section. 

(ii) CMS notifies the MA organiza-
tion in writing that its contract will be 
terminated on a date specified by CMS. 
If a termination in is effective in the 
middle of a month, CMS has the right 
to recover the prorated share of the 
capitation payments made to the Part 
D plan sponsor covering the period of 
the month following the contract ter-
mination. 

(iii) CMS notifies the Part D plan 
sponsor’s Medicare enrollees in writing 
of CMS’s decision to terminate the 
Part D plan sponsor’s contract. This 
notice occurs no later than 30 days 
after CMS notifies the plan of its deci-
sion to terminate the Part D plan spon-
sor’s contract. CMS simultaneously in-
forms the Medicare enrollees of alter-
native options for obtaining qualified 
prescription drug coverage, including 
alternative PDP sponsors and MA-PDs 
in a similar geographic area. 

(iv) CMS notifies the general public 
of the termination no later than 30 
days after notifying the plan of CMS’s 
decision to terminate the Part D plan 
sponsor’s contract. This notice is pub-
lished in one or more newspapers of 
general circulation in each community 
or county located in the Part D plan 
sponsor’s service area. 

(c) Opportunity to develop and imple-
ment a corrective action plan—(1) Gen-
eral. (i) Before providing a notice of in-
tent to terminate the contract, CMS 
will provide the Part D plan sponsor 
with notice specifying the Part D plan 
sponsor’s deficiencies and a reasonable 
opportunity of at least 30 calendar days 
to develop and implement a corrective 
action plan to correct the deficiencies. 

(ii) The Part D plan sponsor is solely 
responsible for the identification, de-
velopment, and implementation of its 
corrective action plan and for dem-
onstrating to CMS that the underlying 
deficiencies have been corrected within 
the time period specified by CMS in the 
notice requesting corrective action. 

(2) Exceptions. The Part D plan spon-
sor will not be provided with an oppor-
tunity to develop and implement a cor-
rective action plan prior to termi-
nation if— 

(i) CMS determines that a delay in 
termination, resulting from compli-
ance with the procedures provided in 
this part prior to termination, would 
pose an imminent and serious risk to 
the health of the individuals enrolled 
with the Part D plan sponsor; 

(ii) The Part D plan sponsor experi-
ences financial difficulties so severe 
that its ability to make necessary 
health services available is impaired to 
the point of posing an imminent and 
serious risk to the health of its enroll-
ees, or otherwise fails to make services 
available to the extent that such a risk 
to health exists; or 

(iii) The contract is being terminated 
based on the violation specified in 
(a)(4) of this section. 

(d) Appeal rights. If CMS decides to 
terminate a contract, it sends written 
notice to the Part D plan sponsor in-
forming it of its termination appeal 
rights in accordance with § 423.642. 

[70 FR 4525, Jan. 28, 2005, as amended at 72 
FR 68733, Dec. 5, 2007; 73 FR 20507, Apr. 15, 
2008; 75 FR 19822, Apr. 15, 2010] 

§ 423.510 Termination of contract by 
the Part D sponsor. 

(a) Cause for termination. The Part D 
plan sponsor may terminate its con-
tract if CMS fails to substantially 
carry out the terms of the contract. 

(b) Notice of termination. The Part D 
plan sponsor must give advance notice 
as follows: 

(1) To CMS, at least 90 days before 
the intended date of termination. This 
notice must specify the reasons why 
the Part D sponsor is requesting con-
tract termination. 

(2) To its Medicare enrollees, at least 
60 days before the termination effec-
tive date. This notice must include a 
written description of alternatives 
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available for obtaining qualified pre-
scription drug coverage within the 
services area, including alternative 
PDPs, MA-PDPs, and original Medicare 
and must receive CMS approval. 

(3) To the general public, at least 60 
days before the termination effective 
date by publishing a CMS-approved no-
tice in one or more newspapers of gen-
eral circulation in each community or 
county located in the Part D plan spon-
sor’s geographic area. 

(c) Effective date of termination. The 
effective date of the termination is de-
termined by CMS and is at least 90 
days after the date CMS receives the 
Part D plan sponsor’s notice of intent 
to terminate. 

(d) CMS’s liability. CMS’s liability for 
payment to the Part D plan sponsor 
ends as of the first day of the month 
after the last month for which the con-
tract is in effect. 

(e) Effect of termination by the organi-
zation. CMS does not enter into an 
agreement with an organization that 
has terminated its contract within the 
preceding 2 years unless there are cir-
cumstances that warrant special con-
sideration, as determined by CMS. 

(f) Timely transfer of data and files. If 
a contract is terminated under para-
graph (a) of this section, the Part D 
plan sponsor must ensure the timely 
transfer of any data or files. 

§ 423.512 Minimum enrollment re-
quirements. 

(a) Basic rule. Except as provided in 
paragraph (b) of this section, CMS does 
not enter into a contract under this 
subpart unless the organization meets 
the following minimum enrollment re-
quirement: 

(1) At least 5,000 individuals are en-
rolled for the purpose of receiving pre-
scription drug benefits from the orga-
nization; or 

(2) At least 1,500 individuals are en-
rolled for purposes of receiving pre-
scription drug benefits from the orga-
nization and the organization pri-
marily serves individuals residing out-
side of urbanized areas as defined in 
§ 412.62(f) of this chapter; 

(3) Except as provided for in para-
graph (b) of this section, a Part D plan 
sponsor must maintain a minimum en-
rollment as defined in paragraphs (a)(1) 

and (a)(2) of this section for the dura-
tion of its contract. 

(b) Minimum enrollment waiver. CMS 
waives the requirement of paragraphs 
(a)(1) and (a)(2) of this section during 
the first contract year for a sponsor in 
a region. 

§ 423.514 Validation of Part D report-
ing requirements. 

(a) Required information. Each Part D 
plan sponsor must have an effective 
procedure to develop, compile, evalu-
ate, and report to CMS, to its enroll-
ees, and to the general public, at the 
times and in the manner that CMS re-
quires, statistics indicating the fol-
lowing— 

(1) The cost of its operations. 
(2) The patterns of utilization of its 

services. 
(3) The availability, accessibility, 

and acceptability of its services. 
(4) Information demonstrating that 

the Part D plan sponsor has a fiscally 
sound operation. 

(5) Other matters that CMS may re-
quire. 

(b) Significant business transactions. 
Each Part D plan sponsor must report 
to CMS annually, within 120 days of 
the end of its fiscal year (unless, for 
good cause shown, CMS authorizes an 
extension of time), the following: 

(1) A description of significant busi-
ness transactions, as defined in 
§ 423.501, between the Part D plan spon-
sor and a party in interest, including 
the following: 

(i) Indication that the costs of the 
transactions listed in paragraph (c) of 
this section do not exceed the costs 
that would be incurred if these trans-
actions were with someone who is not 
a party in interest; or 

(ii) If they do exceed, a justification 
that the higher costs are consistent 
with prudent management and fiscal 
soundness requirements. 

(2) A combined financial statement 
for the Part D plan sponsor and a party 
in interest if either of the following 
conditions is met: 

(i) Thirty five percent or more of the 
costs of operation of the Part D spon-
sor go to a party in interest. 

(ii) Thirty five percent or more of the 
revenue of a party in interest is from 
the Part D plan sponsor. 
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(c) Requirements for combined financial 
statements. (1) The combined financial 
statements required by paragraph (b)(2) 
of this section must display in separate 
columns the financial information for 
the Part D plan sponsor and each of the 
parties in interest. 

(2) Inter-entity transactions must be 
eliminated in the consolidated column. 

(3) The statements must be examined 
by an independent auditor in accord-
ance with generally accepted account-
ing principles and must include appro-
priate opinions and notes. 

(4) Upon written request from a Part 
D plan sponsor showing good cause, 
CMS may waive the requirement that 
the organization’s combined financial 
statement include the financial infor-
mation required in this paragraph (c) 
of this section for a particular entity. 

(d) Reporting and disclosure under Em-
ployee Retirement Income Security Act of 
1974 (ERISA). (1) For any employees’ 
health benefits plan that includes a 
Part D plan sponsor in its offerings, 
the PDP sponsor must furnish, upon re-
quest, the information the plan needs 
to fulfill its reporting and disclosure 
obligations (for the particular PDP 
sponsor) under the Employee Retire-
ment Income Security Act of 1974 
(ERISA). 

(2) The PDP sponsor must furnish the 
information to the employer or the em-
ployer’s designee, or to the plan admin-
istrator, as the term ‘‘administrator’’ 
is defined in ERISA. 

(e) Loan information. Each Part D 
plan sponsor must notify CMS of any 
loans or other special financial ar-
rangements it makes with contractors, 
subcontractors and related entities. 

(f) Enrollee access to information. Each 
Part D plan sponsor must make the in-
formation reported to CMS under this 
section available to its enrollees upon 
reasonable request. 

(g) Data validation. Each Part D spon-
sor must subject information collected 
under paragraph (a) of this section to a 
yearly independent audit to determine 
its reliability, validity, completeness, 
and comparability in accordance with 
specifications developed by CMS. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19822, Apr. 15, 2010] 

§ 423.516 Prohibition of midyear im-
plementation of significant new 
regulatory requirements. 

CMS may not implement, other than 
at the beginning of a calendar year, 
regulations under this section that im-
pose new, significant regulatory re-
quirements on a PDP sponsor or a pre-
scription drug plan. 

§ 423.520 Prompt payment by Part D 
sponsors. 

(a) Contract between CMS and the Part 
D sponsor. (1) Effective contract year 
2010, the contract between the Part D 
sponsor and CMS must provide that the 
Part D sponsor will issue, mail, or oth-
erwise transmit payment with respect 
to all clean claims, as defined in para-
graph (b) of this section, submitted by 
network pharmacies (other than mail- 
order and long-term care pharmacies) 
within— 

(i) 14 days after the date on which the 
claim is received, as defined in para-
graph (a)(2)(i) of this section, for an 
electronic claim; or 

(ii) 30 days after the date on which 
the claim is received, as defined in 
paragraph (a)(2)(ii) of this section, for 
any other claim. 

(2) Date of receipt of claim. A claim is 
considered to have been received— 

(i) On the date on which the claim is 
transferred, for an electronic claim; or 

(ii) On the 5th day after the post-
mark day of the claim or the date spec-
ified in the time stamp of the trans-
mission, for any other claim, which-
ever is sooner. 

(b) Clean claim. A clean claim means 
a claim that has no defect or impro-
priety (including any lack of any re-
quired substantiating documentation) 
or particular circumstance requiring 
special treatment that prevents timely 
payment of the claim from being made 
under this section. 

(c) Procedures involving claims—(1) 
Claims determined to be clean. A claim is 
deemed to be a clean claim if the Part 
D sponsor receiving the claim does not 
provide notice to the submitting net-
work pharmacy of any deficiency in 
the claim within— 

(i) 10 days after the date on which the 
claim is received, as defined in para-
graph (a)(2)(i) of this section, for an 
electronic claim; or 
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(ii) 15 days after the date on which 
the claim is received, as defined in 
paragraph (a)(2)(ii) of this section, for 
any other claim. 

(2) Claims determined not to be clean— 
(i) General. If a Part D sponsor deter-
mines that a submitted claim is not a 
clean claim, as defined in paragraph (b) 
of this section, the Part D sponsor 
must notify the submitting network 
pharmacy of such determination with-
in the period described in paragraph 
(c)(1) of this section. Such notification 
must specify all defects or impropri-
eties in the claim and must list all ad-
ditional information necessary for the 
proper processing and payment of the 
claim. 

(ii) Determination after submission of 
additional information. A claim is 
deemed to be a clean claim under para-
graph (b) of this section if the Part D 
sponsor that receives the claim does 
not provide notice to the submitting 
network pharmacy of any defect or im-
propriety in the claim within 10 days of 
the date on which additional informa-
tion is received under paragraph 
(c)(2)(i) of this section. 

(3) Obligation to pay. A claim sub-
mitted to a Part D sponsor that is not 
paid or contested by the Part D sponsor 
within the timeframes specified in 
paragraphs (a)(1)(i) and (ii) of this sec-
tion must be deemed to be a clean 
claim and must be paid by the Part D 
sponsor in accordance with paragraph 
(a) of this section. 

(d) Date of payment of claim. Payment 
of a clean claim under paragraph (c)(3) 
of this section is considered to have 
been made on the date on which— 

(1) The payment is transferred, for an 
electronic claim; or 

(2) The payment is submitted to the 
United States Postal Service or com-
mon carrier for delivery, for any other 
claim. 

(e) Interest payment—(1) General. Sub-
ject to paragraph (e)(2) of this section, 
if payment is not issued, mailed or oth-
erwise transmitted for a clean claim as 
required under paragraph (a) of this 
section, the Part D sponsor must pay 
interest to the network pharmacy that 
submitted the claim at a rate equal to 
the weighted average of interest on 3- 
month marketable Treasury securities 
determined for such period, increased 

by 0.1 percentage point for the period 
beginning on the day after the required 
payment date and ending on the date 
on which the payment is made, as de-
termined under paragraph (d). Interest 
amounts paid under this paragraph will 
not count against the Part D sponsor’s 
administrative costs, as defined in 
§ 423.308, and will not be treated as al-
lowable risk corridor costs, as defined 
in § 423.308. 

(2) Authority not to charge interest. As 
CMS determines appropriate, including 
in exigent circumstances such as nat-
ural disasters and other unique and un-
expected events that prevent the time-
ly processing of claims, a Part D spon-
sor will not be charged interest under 
paragraph (e)(1) of this section. 

(f) Electronic transfer of funds. A Part 
D sponsor must pay all clean claims 
submitted electronically by electronic 
transfer of funds provided the submit-
ting network pharmacy so requests or 
has so requested previously that con-
tract year. When such payment is made 
electronically, remittance may also be 
made electronically by the Part D 
sponsor. 

(g) Protecting the rights of the claim-
ants—(1) General. Nothing in this sec-
tion may be construed to prohibit or 
limit a claim or action that any indi-
vidual or organization has against a 
pharmacy, provider, or Part D sponsor 
that is not covered by the subject mat-
ter of this section. 

(2) Anti-retaliation. Consistent with 
applicable Federal or State law, a Part 
D sponsor may not retaliate against an 
individual, pharmacy, or provider for 
exercising a right of action under para-
graph (g)(1) of this section. 

(h) Construction. A determination 
under this section that a claim sub-
mitted by a network pharmacy is a 
clean claim shall not be construed as a 
positive determination regarding eligi-
bility for payment under title XVIII of 
the Act, nor is it an indication of gov-
ernment approval of, or acquiescence 
regarding, the claim submitted. The 
determination does not relieve any 
party of civil or criminal liability with 
respect to the claim, nor does it offer a 
defense to any administrative, civil, or 
criminal action with respect to the 
claim. 

[73 FR 54252, Sept. 18, 2008] 
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