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(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)(i) 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 subpart N of
this part.

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

(f) If CMS makes a determination to
terminate a Part D sponsor’s contract
under §423.509(a), CMS also imposes the
intermediate sanctions at §423.750(a)(1)
and (3) in accordance with the fol-
lowing procedures:

(1) The sanction will go into effect 15
days after the termination notice is
sent.

(2) The Part D sponsor will have a
right to appeal the intermediate sanc-
tion in the same proceeding as the ter-
mination appeal specified in paragraph
(d) of this section.

(3) A request for a hearing does not
delay the date specified by CMS when
the sanction becomes effective.

(4) The sanction will remain in ef-
fect—

(i) Until the effective date of the ter-
mination; or

(ii) If the termination decision is
overturned on appeal, when a final de-
cision is made by the hearing officer or
Administrator.

[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; 76 FR 21575,
Apr. 15, 2011; 77 FR 22170, Apr. 12, 2012; 78 FR
31310, May 23, 2013; 79 FR 29965, May 23, 2014;
80 FR 7965, Feb. 12, 2015; 83 FR 16750, Apr. 16,
2018; 89 FR 30838, Apr. 23, 2024]

§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
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.
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(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-
eation. (1) 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.

(2) During the same 2-year period
specified in (e)(1) of this section, CMS
will not contract with an organization
whose covered persons also served as
covered persons for the terminating
sponsor. A ‘‘covered person’ as used in
this paragraph means one of the fol-
lowing:

(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 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.

(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.

[70 FR 4525, Jan. 28, 2005, as amended at 76
FR 21575, Apr. 15, 2011]
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§423.512 Minimum
quirements.

enrollment re-

(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, information indicating the fol-
lowing—

(1) The cost of its operations.

(2) The procedures related to and uti-
lization of its services and items.

(3) The availability, accessibility,
and acceptability of its services.

(4) Information demonstrating that
the Part D plan sponsor has a fiscally
sound operation.

(5) Pharmacy performance measures.

(6) 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:
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(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.

(¢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 requirements for phar-
macy benefits manager data. Each entity
that provides pharmacy benefits man-
agement services must provide to the
Part D sponsor, and each Part D spon-
sor must provide to CMS, in a manner
specified by CMS, the following:

(1) The total number of prescriptions
that were dispensed.

(2) The percentage of all prescrip-
tions that were provided through retail
pharmacies compared to mail order
pharmacies.
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(3) The percentage of prescriptions
for which a generic drug was available
and dispensed (generic dispensing rate),
by pharmacy type (which includes an
independent pharmacy, chain phar-
macy, supermarket pharmacy, or mass
merchandiser pharmacy that is 1li-
censed as a pharmacy by the State and
that dispenses medication to the gen-
eral public), that is paid by the Part D
sponsor or PBM under the contract.

(4) The aggregate amount and type of
rebates, discounts, or price concessions
(excluding bona fide service fees as de-
fined in §423.501) that the PBM nego-
tiates that are attributable to patient
utilization under the plan.

(5) The aggregate amount of the re-
bates, discounts, or price concessions
that are passed through to the plan
sponsor, and the total number of pre-
scriptions that were dispensed.

(6) The aggregate amount of the dif-
ference between the amount the Part D
sponsor pays the PBM and the amount
that the PBM pays retail pharmacies,
and mail order pharmacies.

(e) Confidentiality of pharmacy benefits
manager data. Information disclosed by
a Part D sponsor or PBM as specified in
paragraph (d) of this section is con-
fidential and must not be disclosed by
the Secretary or by a plan receiving
the information, except that the Sec-
retary may disclose the information in
a form which does not disclose the
identity of a specific PBM, plan, or
prices charged for drugs, for the fol-
lowing purposes:

(1) As the Secretary determines nec-
essary to carry out section 1150A of the
Act or Part D of Title XVIII.

(2) To permit the Comptroller Gen-
eral to review the information pro-
vided.

(3) To permit the Director of the Con-
gressional Budget Office to review the
information provided.

(f) Penalties for failure to provide phar-
macy benefits manager data. The provi-
sions of section 1927(b)(3)(C) of the Act
are applicable to a Part D sponsor or
PBM that fails to provide the required
information on a timely basis or know-
ingly provides false information in the
same manner as such provisions apply
to a manufacturer with an agreement
under section 1927 of the Act.
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