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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. 

(o) Release of summary CMS payment 
data. The contract must provide that 
the Part D sponsor acknowledges that 
CMS releases to the public summary 
reconciled Part D payment data after 
the reconciliation of Part D payments 
for the contract year as follows: 

(1) The average per member per 
month Part D direct subsidy standard-
ized to the 1.0 (average risk score) ben-
eficiary for each Part D plan offered. 

(2) The average Part D risk score for 
each Part D plan offered. 

(3) The average per member per 
month Part D plan low-income cost 
sharing subsidy for each Part D plan 
offered. 

(4) The average per member per 
month Part D Federal reinsurance sub-
sidy for each Part D plan offered. 

(5) The actual Part D reconciliation 
payment data summarized at the Par-
ent Organization level including break-
outs of risk sharing, reinsurance, and 
low income cost sharing reconciliation 
amounts. 

[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; 76 FR 21574, Apr. 15, 2011; 
76 FR 54634, Sept. 1, 2011; 77 FR 22170, Apr. 12, 
2012; 79 FR 29964, May 23, 2014] 

EFFECTIVE DATE NOTE: At 79 FR 29964, May 
23, 2014, § 423.505 was amended by revising 
paragraphs (b)(21) and (i)(3)(vii), effective 
Jan. 1, 2016. For the convenience of the user, 
the revised text is set forth as follows: 

§ 423.505 Contract provisions. 

* * * * * 

(b) * * * 
(21)(i) Update any prescription drug pricing 

standard (as defined in § 423.501) based on the 
cost of the drug used for reimbursement of 
network pharmacies by the Part D sponsor 
on January 1 of each contract year and not 
less frequently than once every 7 days there-
after; 

(ii) Indicate the source used for making 
any such updates; and 

(iii) Disclose all individual drug prices to 
be updated to the applicable pharmacies in 
advance of their use for reimbursement of 
claims, if the source for any prescription 

drug pricing standard is not publicly avail-
able. 

* * * * * 

(i) * * * 
(3) * * * 
(vii) If applicable, provisions addressing 

the drug pricing standard requirements of 
§ 423.505(b)(21). 

* * * * * 

§ 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. 

(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— 
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(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) During the same 2-year period 
specified under paragraph (a)(3) of this 
section, CMS will not contract with an 
organization whose covered persons 
also served as covered persons for the 
non-renewing sponsor. A ‘‘covered per-
son’’ as used in this paragraph means 
one of the following: 

(i) All owners of nonrenewed or ter-
minated organizations who are natural 
persons, other than shareholders who 
have an ownership interest of less than 
5 percent. 

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

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

(5) 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 
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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; 76 FR 21575, 
Apr. 15, 2011] 

§ 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. 

(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. 

(f) Prohibition against Part D program 
participation by organizations whose 
owners, directors, or management employ-
ees served in a similar capacity with an-
other organization that mutually termi-
nated its Medicare contract within the 
previous 2 years. During the 2-year pe-
riod specified in paragraph (e) of this 
section, CMS will not contract with an 
organization whose covered persons 
also served as covered persons for the 
mutually terminating sponsor. A 
‘‘covered person’’ as used in this para-
graph means one of the following: 

(1) All owners of nonrenewed or ter-
minated organizations who are natural 
persons, other than shareholders who 
have an ownership interest of less than 
5 percent. 

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

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

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19821, Apr. 15, 2010; 76 FR 21575, Apr. 15, 
2011] 

§ 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) CMS may make a determination 
under paragraph (a)(1), (2) or (3) of this 
section if the Part D Plan sponsor has 
had one or more of the following occur: 

(i) 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. 

(ii) Substantially failed to comply 
with the requirements in subpart M of 
this part relating to grievances and ap-
peals. 

(iii) Failed to provide CMS with valid 
risk adjustment, reinsurance and risk 
corridor related data as required under 
§§ 423.322 and 423.329 (or, for fallback en-
tities, failed to provide the information 
in § 423.871(f)). 

(iv) Substantially failed to comply 
with the service access requirements in 
§ 423.120. 

(v) Substantially failed to comply 
with either of the following: 

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