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need, age, or medical condition, and
not based on current or former employ-
ment status.

(vi) Does not engage in midyear plan
or noncalendar year plan enrollment
changes on behalf of a substantial
number of its members when author-
ized to do so on the beneficiary’s be-
half.

(2) Use of a single card. A card that is
issued under §423.120(c) for use under a
Part D plan may also be used in con-
nection with coverage of benefits pro-
vided under a SPAP and, in such a
case, may contain an emblem or sym-
bol indicating such connection.

(3) Construction. Nothing in this sub-
part requires a SPAP to coordinate
with, or provide financial assistance to
enrollees in, any Part D plan.

(f) Coordination with other prescription
drug coverage—(1) Definition of other pre-
scription drug coverage. Entities that
provide other prescription drug cov-
erage include any of the following:

(1) Medicaid programs. A State plan
under title XIX of the Act, including
such a plan operating under a waiver
under section 1115 of the Act, if it
meets the requirements of paragraph
(e)(1)(ii) of this section.

(ii) Group health plans.

(iii) FEHBP. The Federal Employee
Health Benefits Program under chapter
89 of title 5, United States Code.

(iv)  Military  coverage  (including
TRICARE). Coverage under chapter 55
of title 10, United States Code.

(v) Indian Health Service. Coverage
under Chapter 18 of title 28 of the
United States Code.

(vi) Federally qualified health centers.
Federally qualified health centers as
defined under section 1861(aa)(4) of the
Act.

(vii) Rural health clinics. Rural health
clinics as defined wunder section
1861(aa)(2) of the Act.

(viii) Other Part D plans.

(ix) Other prescription drug coverage.
Other health benefit plans or programs
that provide coverage or financial as-
sistance for the purchase or provision
of Part D drugs on behalf of Part D eli-
gible individuals as CMS may specify.

(2) Treatment under out-of-pocket rule.
(i) For purposes of determining wheth-
er a Part D plan enrollee has satisfied
the out-of-pocket threshold provided

§423.464

under §423.104(d)(5)(iii), a Part D plan
must do all of the following:

(A) Include the enrollee’s incurred
costs (as defined in §423.100).

(B) Report, accept and apply benefit
accumulator data in a timeframe and
manner determined by CMS.

(C) Exclude expenditures for covered
Part D drugs made by insurance or oth-
erwise, a group health plan, or other
third party payment arrangements, in-
cluding expenditures by plans offering
other prescription drug coverage.

(ii) A Part D enrollee must disclose
all these expenditures to a Part D plan
in accordance with requirements under
§423.32(b)(ii).

(3) Imposition of fees. A Part D sponsor
may not impose fees on SPAPs and en-
tities offering other prescription drug
coverage that are unrelated to the cost
of the coordination of benefits.

(4) Authority to recover expenditures
due to incorrect information on true out-
of-pocket costs. In the event that a Part
D plan learns that it has made an erro-
neous payment due to inaccurate or in-
complete information on the satisfac-
tion of the out-of-pocket threshold
under §423.104(d)(5)(iii), that plan is au-
thorized to recover such costs directly
from the Part D enrollee on whose be-
half the costs were incurred. A Part D
enrollee must reimburse the Part D
plan for payment made for these costs.

(6) Plan-to-plan liability. In the proc-
ess of coordinating benefits between
Part D plans when a Part D plan from
which a beneficiary has transferred has
incorrectly made payment for covered
prescription drug costs incurred after
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
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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; 76 FR 21574, Apr. 15, 2011; 79 FR 29963,
May 23, 2014; 80 FR 7964, Feb. 12, 2015]

§423.466 Timeframes for coordination
of benefits and claims adjustments.

(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-
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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 of 3 years from the
date on which the prescription for a
covered Part D drug was filled.

[75 FR 19819, Apr. 15, 2010, as amended at 80
FR 7964, Feb. 12, 2015]

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:

Bona fide service fees means fees paid
by a manufacturer to an entity that
represent fair market value for a bona
fide, itemized service actually per-
formed on behalf of the manufacturer
that the manufacturer would otherwise
perform (or contract for) in the absence
of the service arrangement, and that
are not passed on in whole or in part to
a client or customer of an entity,
whether or not the entity takes title to
the drug.

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.

(3) Goods, services, or facilities fur-
nished for a monetary consideration,
including management services, but
not including—
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(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.

Final settlement adjustment period
means the period of time between when
the contract terminates and the date
the Part D sponsor is issued a notice of
the final settlement amount.

Final settlement amount means the
final payment amount that CMS owes
and ultimately pays to a Part D spon-
sor, or that a Part D sponsor owes and
ultimately pays to CMS, with respect
to a Part D contract that has consoli-
dated, nonrenewed, or terminated. The
final settlement amount is calculated
by summing final retroactive payment
adjustments for a specific contract
that accumulated after that contract
ceases operation but before the cal-
culation of the final settlement
amount and all of the following appli-
cable reconciliation amounts that have
been completed as of the date the no-
tice of final settlement has been issued,
without accounting for any data sub-
mitted after the data submission dead-
lines for calculating these reconcili-
ation amounts:

(1) Risk adjustment reconciliation, as
applicable (described in §422.310 of this
chapter).

(2) Part D annual reconciliation (de-
scribed in §423.343).

(3) Coverage Gap Discount Program
annual reconciliation (described in
§423.2320).

(4) MLR remittances (described in
§§422.2470 of this chapter and 423.2470).

Final settlement process means for a
contract that has been consolidated,
nonrenewed, or terminated, the process
by which CMS does all of the following:

§423.501

(1) Calculates the final settlement
amount.

(2) Issues the final settlement
amount along with supporting docu-
mentation in the notice of final settle-
ment to the Part D sponsor.

(3) Receives responses from the Part
D sponsor requesting an appeal of the
final settlement amount.

(4) Takes action to adjudicate an ap-
peal (if requested) and make payments
to or receive payments from the Part D
sponsor. The final settlement amount
is calculated after all applicable rec-
onciliations have occurred after a con-
tract has been consolidated, non-
renewed, or terminated.

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.

Prescription drug pricing standard
means any methodology or formula for
varying the pricing of a drug or drugs
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during the term of a pharmacy reim-
bursement contract that is based on
the cost of a drug, which includes, but
is not limited to, drug pricing ref-
erences and amounts based on any of
the following:

(1) Average wholesale price.

(2) Wholesale acquisition cost.

(3) Average manufacturer price.

(4) Average sales price.

(5) Maximum allowable cost.

(6) Other cost, whether
available or not.

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.

[70 FR 4525, Jan. 28, 2005, as amended at 77
FR 22170, Apr. 12, 2012; 80 FR 29963, Nov. 6,
2015; 89 FR 30837, Apr. 23, 2024; 89 FR 63828,
Aug. 6, 2024]

publicly

§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.

42 CFR Ch. IV (10-1-24 Edition)

(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
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]
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§423.503 Evaluation and determina-
tion procedures.

(a) Basis for evaluation and determina-
tion. (1) Information used to evaluate ap-
plications. With the exception of eval-
uations conducted under paragraph (b)
of this section, CMS evaluates an enti-
ty’s application solely on the basis of
information contained in the applica-
tion itself and any additional informa-
tion that CMS obtains through on-site
visits and any essential operations
test.

(2) Issuing application determination.
After evaluating all relevant informa-
tion, CMS determines whether the ap-
plication meets all the requirements
described in this part.

(3) Limitation on PDP contracts under
a single parent organization CMS does
not approve an application when it
would result in the applicant’s parent
organization, directly or through its
subsidiaries, holding more than one
PDP sponsor contract in the PDP Re-
gion for which the applicant is seeking
qualification as a PDP sponsor.

(4) Substantially incomplete applica-
tions. (i) CMS does not evaluate or
issue a notice of determination de-
scribed in §423.503(¢c) when an organiza-
tion submits a substantially incom-
plete application.

(ii) An application is substantially
incomplete when the submission as of
the deadline for applications estab-
lished by CMS is missing content or re-
sponsive materials for one or more sec-
tions of the application form required
by CMS.

(iii) A determination that an applica-
tion is substantially incomplete is not
a contract determination as defined in
§423.641 and a determination that an
organization submitted a substantially
incomplete application is not subject
to the appeals provisions of subpart N
of this part.

(b) Use of information from a current or
prior contract. (1) Except as provided in
paragraphs (b)(2) through (4) of this
section, if a Part D plan sponsor fails
during the 12 months preceding the
deadline established by CMS for the
submission of contract qualification
applications to comply with the re-
quirements of the Part D program
under any current or prior contract
with CMS under title XVIII of the Act

§423.503

CMS may deny an application based on
the applicant’s failure to comply with
the requirements of the Part D pro-
gram under any current or prior con-
tract with CMS even if the applicant
currently meets all of the requirements
of this part.

(i) An applicant may be considered to
have failed to comply with a contract
for purposes of an application denial
under paragraph (b)(1) of this section if
during the applicable review period the
applicant:

(A) Was under an intermediate sanc-
tion under subpart O of this part, or a
determination by CMS to prohibit the
enrollment of new enrollees under
§423.2410(c).

(B) Failed to maintain a fiscally
sound operation consistent with the re-
quirements of §423.505(b)(23).

(C) Filed for or is currently in federal
or state bankruptcy proceedings.

(D) Received any combination of Part
C or Part D summary ratings of 2.5 or
less in both of the two most recent
Star Rating periods, as identified in
§423.186.

(E) Met or exceeded 13 points for
compliance actions on any one con-
tract.

(I) CMS determines the number of
points each Part D plan sponsor accu-
mulated during the performance period
for compliance actions based on the
following point values:

(1) BEach corrective action plan issued
during the performance period under
§423.505(n) counts for 6 points.

(ii) Bach warning letter issued during
the performance period under
§423.505(n) counts for 3 points.

(7ii) Bach notice of noncompliance
issued during the performance period
under §423.505(n) counts for 1 point.

(2) CMS adds all the point values for
each Part D plan sponsor to determine
if any organization meets CMS’ identi-
fied threshold.

(ii) CMS may deny an application
submitted by an organization that does
not hold a Part D contract at the time
of the submission when the applicant’s
parent organization or another sub-
sidiary of the parent organization
meets the criteria for denial stated in
paragraph (b)(1)(i) of this section. This
paragraph does not apply when the par-
ent completed the acquisition of the
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subsidiary that meets the criteria
within the 24 months preceding the ap-
plication submission deadline.

(2) In the absence of 12 months of per-
formance history, CMS may deny an
application based on a lack of informa-
tion available to determine an appli-
cant’s capacity to comply with the re-
quirements of the Part D program.

(3) If CMS has terminated, under
§423.509, or non-renewed, under
§423.507(b), a Part D plan sponsor’s con-
tract, effective within the 38 months
preceding the deadline established by
CMS for the submission of contract
qualification applications, CMS may
deny an application based on the appli-
cant’s substantial failure to comply
with the requirements of the Part D
program even if the applicant cur-
rently meets all of the requirements of
this part.

(4) During the same 38-month period
as specified in (b)(3) of this section,
CMS may deny an application where
the applicant’s covered persons also
served as covered persons for the ter-
minated or non-renewed contract. A
“‘covered person’ as used in this para-
graph means one of the following:

(i) All owners of terminated organiza-
tions who are natural persons, other
than shareholders who have an owner-
ship interest of less than 5 percent.

(ii) An owner in whole or part inter-
est in any 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.

(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

42 CFR Ch. IV (10-1-24 Edition)

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 spon-
sor, 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,
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.

(4) Nullification of approval of applica-
tion. If CMS discovers through any
means that an applicant is not quali-
fied to contract based on information
gained subsequent to application ap-
proval (for example, failure of an essen-
tial operations test, absence of re-
quired employees, etc.), CMS gives the
applicant written notice indicating
that the approval issued under para-
graph (c)(1) of this section is nullified
and the applicant no longer qualifies to
contract as a Part D plan sponsor.

(i) This determination is not subject
to the appeals provisions in subpart N
of this part.

(ii) This provision only applies to ap-
plicants that have not previously en-
tered into a Part D contract with CMS
and neither it, nor another subsidiary
of the applicant’s parent organization,
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is offering Part D benefits during the
current year.

(d) Withdrawal of application and bid
in a previous year. An applicant that
withdraws its application and cor-
responding bid after the release of the
low-income subsidy benchmark is not
eligible to be approved as a Part D plan
sponsor for the 2 succeeding annual
contracting cycles.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19820, Apr. 15, 2010; 76 FR 21574, Apr. 15,
2011; 77 FR 22170, Apr. 12, 2012; 79 FR 29963,
May 23, 2014; 80 FR 7964, Feb. 12, 2015; 83 FR
16750, Apr. 16, 2018; 86 FR 6118, Jan. 19, 2021;
87 FR 27900, May 9, 2022; 89 FR 30837, Apr. 23,
2024]

§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:

§423.504

(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 communication activities,
the furnishing of prescription drug
services, the quality assurance, med-
ical therapy management, and drug
and or utilization management pro-
grams, and the administrative and
management aspects of the organiza-
tion.

(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—

(I) 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;

(3) Implement the operation of the
compliance program;
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(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.

(I) 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)(I) Each Part D plan sponsor must
establish and implement effective
training and education for its compli-
ance officer and organization employ-
ees, the Part D sponsor’s chief execu-
tive and other senior administrators,
managers and governing body mem-
bers.

(2) Such training and education must
occur at a minimum annually and
must be made a part of the orientation
for a new employee, and new appoint-
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ment to a chief executive, manager, or
governing body member.

(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.

(B) 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—

(I) 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
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.

(I) 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
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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.

(4) The Part D plan sponsor must
have procedures to identify, and must
report to CMS or its designee either of
the following, in the manner described
in paragraphs (b)(4)(vi)(G)(4) through
(6) of this section:

(i) Any payment suspension imple-
mented by a plan, pending investiga-
tion of credible allegations of fraud by
a pharmacy, which must be imple-
mented in the same manner as the Sec-
retary does under section 1862(0)(1) of
the Act.

(i) Any information concerning in-
vestigations, credible evidence of sus-
picious activities of a provider of serv-
ices (including a prescriber) or sup-
plier, and other actions taken by the
plan related to the inappropriate pre-
scribing of opioids.

(5) The Part D plan sponsor must sub-
mit data, as specified in this section, in
the program integrity portal when re-
porting payment suspensions pending
investigations of credible allegations of
fraud by pharmacies; information re-
lated to the inappropriate prescribing
of opioids and concerning investiga-
tions and credible evidence of sus-
picious activities of a provider of serv-
ices (including a prescriber) or sup-
plier, and other actions taken by the
plan sponsor; or if the plan reports a
referral, through the portal, of sub-
stantiated or suspicious activities of a
provider of services (including a pre-
scriber) or a supplier related to fraud,
waste or abuse to initiate or assist
with investigations conducted by CMS,
or its designee, a Medicare program in-
tegrity contractor, or law enforcement
partners. The data categories, as appli-
cable, include referral information and
actions taken by the Part D plan spon-
sor on the referral. (6)(i) The plan spon-
sor is required to notify the Secretary,
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or its designee, of a payment suspen-
sion described in paragraph
()@ (vi)(G)(4) of this section 7 days
prior to implementation of the pay-
ment suspension. The MA organization
may request an exception to the 7day
prior notification to the Secretary, or
its designee, if circumstances warrant
a reduced reporting time frame, such
as potential beneficiary harm.

(i) The plan sponsor is required to
submit the information described in
paragraph (b)(4)(vi)(G)(4)(ii) of this sec-
tion no later than January 30, April 30,
July 30, and October 30 of each year for
the preceding periods, respectively, of
October 1 through December 31, Janu-
ary 1 through March 31, April 1 through
June 30, and July 1 through September
30. For the first reporting period (Janu-
ary 30, 2022), the reporting will reflect
the data gathered and analyzed for the
previous quarter in the calendar year
(October 1-December 31).

(7)(1) CMS provides plan sponsors
with data report(s) or links to the in-
formation described in paragraphs
(D)@ (vi)(G)(4)(H) and (ii) of this section
no later than April 15, July 15, October
15, and January 15 of each year based
on the information in the portal, re-
spectively, as of the preceding October
1 through December 31, January 1
through March 31, April 1 through June
30, and July 1 through September 30.

(i1) Include administrative actions,
pertinent information related to opioid
overprescribing, and other data deter-
mined appropriate by the Secretary in
consultation with stakeholders.

(7i1) Are anonymized information sub-
mitted by plans without identifying
the source of such information.

(iv) For the first quarterly report
(April 15, 2022), that the report reflect
the data gathered and analyzed for the
previous quarter submitted by the plan
sponsors on January 30, 2022.

(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

889



§423.504

(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.

(7T) 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.

(i1) 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.

(8) If neither the applicant, nor its
parent or another subsidiary of the
same parent, holds a Part D sponsor
contract that has been in effect for at
least 1 year at the time it submits an
application, the applicant must have
arrangements in place such that the
applicant and its contracted first tier,
downstream, or related entities, in
combination, have at least 1 full-ben-
efit year of experience within the 2
years preceding the application sub-
mission performing at a minimum all
of the following functions in support of
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the operation of another Part D con-
tract:

(i) Authorization, adjudication, and
processing of prescription drug claims
at the point of sale.

(ii) Administration and tracking of
enrollees’ drug benefits in real time,
including automated coordination of
benefits with other payers.

(iii) Operation of an enrollee appeals
and grievance process.

(9) For organizations applying to
offer stand-alone prescription drug
plans, the organization, its parent, or a
subsidiary of the organization or its
parent, must have either of the fol-
lowing:

(i) For 2 continuous years imme-
diately prior to submitting an applica-
tion, actively offered health insurance
or health benefits coverage, including
prescription drug coverage, as a risk-
bearing entity in at least one State.

(ii) For 5 continuous years imme-
diately prior to submitting an applica-
tion, actively managed prescription
drug benefits for an organization that
offers health insurance or health bene-
fits coverage, including at a minimum,
all of the services listed in paragraph
(b)(8) of this section.

(10) Pass an essential operations test
prior to the start of the benefit year.
This provision only applies to new
sponsors that have not previously en-
tered into a Part D contract with CMS
when neither it, nor another subsidiary
of the applicant’s parent organization,
is offering Part D benefits during the
current year.

(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
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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

(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.

(iv) CMS may require that the Part D
Plan sponsor hire an independent audi-
tor to provide CMS with additional in-
formation to determine if deficiencies
found during an audit or inspection
have been corrected and are not likely
to recur. The independent auditor must
work in accordance with CMS speci-
fications and must be willing to attest
that a complete and full independent
review has been performed.

(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; 79 FR 29964,
May 23, 2014; 80 FR 7964, Feb. 12, 2015; 83 FR
16750, Apr. 16, 2018; 86 FR 6118, Jan. 19, 2021]
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(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.

Contract provisions.

§423.505
(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),
§423.5614, 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), (1), 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.
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(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
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 including
all of the following:

(i) Making standard contracts avail-
able upon request from interested phar-
macies no later than September 15 of
each year for contracts effective Janu-
ary 1 of the following year.

(ii) Providing a copy of a standard
contract to a requesting pharmacy
within 7 business days after receiving
such a request from the pharmacy.
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(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)(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 fre-
quently than once every 7 days there-
after;

(ii) Indicate the source used for mak-
ing 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 stand-
ard is not publicly available.

(22) As described in §423.129, address
and resolve complaints received by
CMS against the Part D sponsor in the
Complaints Tracking Module.

(23) Maintain a fiscally sound oper-
ation by at least maintaining a posi-
tive net worth (total assets exceed
total liabilities).

(24) Provide applicable beneficiaries
with applicable discounts on applicable
drugs in accordance with the require-
ments in subpart W of part 423.

(25) Maintain administrative and
management capabilities sufficient for
the organization to organize, imple-
ment, and control the financial, com-
munication, benefit administration,
and quality assurance activities re-
lated to the delivery of Part D services.

(26) Maintain a Part D summary plan
rating score of at least 3 stars under
the b5-star rating system specified in
subpart 186 of this part 423. A Part D
summary plan rating is calculated as
provided in §423.186.

(27) Pass an essential operations test
prior to the start of the benefit year.
This provision only applies to new
sponsors that have not previously en-
tered into a Part D contract with CMS
and neither it, nor another subsidiary
of the applicant’s parent organization,
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is offering Part D benefits during the
current year.

(¢) 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.
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(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.

(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

893



§423.505

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-
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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.

(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
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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.

(vii) Populating personal health care
records.

(viii) Supporting program integrity
purposes, including coordination with
the States.

(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) Bach 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;
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(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
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, collect, and inspect any
books, contracts, computer or other
electronic systems, including medical
records and documentation of the first
tier, downstream, and related entities
related to CMS’ contract with the Part
D sponsor.

(ii) HHS, the Comptroller General or
their designees have the right to audit,
evaluate, collect, and inspect any
records under paragraph (i)(2)(i) of this
section directly from any first tier,
downstream, or related entity.

(iii) For records subject to review
under paragraph (i)(2)(ii) of this sec-
tion, except in exceptional cir-
cumstances, CMS will provide notifica-
tion to the Part D sponsor that a direct
request for information has been initi-
ated.

(iv) 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
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from the date of completion of any
audit, whichever is later.

(3) Each and every contract gov-
erning Part D sponsors and first tier,
downstream, and related entities, 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
are consistent and comply with the
Part D sponsor’s contractual obliga-
tions.

(iv) BEach and every contract must
specify that first tier, downstream, and
related entities must comply with all
applicable Federal laws, regulations,
and CMS instructions.

(v) A provision requiring prompt pay-
ment of clean claims by the Part D
sponsor, consistent with §423.520.

(vi) 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.

(vii) If applicable, provisions address-
ing the drug pricing standard require-
ments of §423.505(b)(21).

(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) Bach and every contract must
specify delegated activities and report-
ing responsibilities.

(ii) Each and every contract 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-
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edies in instances when CMS or the
Part D plan sponsor determine that the
parties have not performed satisfac-
torily.

(iii) Each and every contract must
specify that the Part D plan sponsor on
an ongoing basis monitors the perform-
ance of the parties.

(iv) BEach and every contract must
specify that the related entity, con-
tractor, or subcontractor must comply
with all applicable Federal laws, regu-
lations, and CMS instructions.

(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
the CMS-contracting Part D plan spon-
sor retains the right to approve, sus-
pend, or terminate any such arrange-
ment.

(6) If the Part D plan sponsor dele-
gates any of the following functions to
a first tier, downstream, or related en-
tity, the Part D sponsor’s written ar-
rangements must state that a termi-
nation initiated by such entity must
provide, at minimum, 60-days’ prior no-
tice and have an effective termination
date that coincides with the end of a
calendar month:

(i) Authorization, adjudication, and
processing of prescription drug claims
at the point of sale.

(ii) Administration and tracking of
enrollees’ drug benefits in real time,
including automated coordination of
benefits with other payers.

(iii) Operation of an enrollee appeals
and grievance process.

(iv) Contracting with or selection of
prescription drug providers for inclu-
sion in the Part D sponsor’s network.

(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 (CEOQO), chief financial officer
(CFO), or an individual delegated the
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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
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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.

(7) Certification of accuracy of data for
overpayments. The CEO, CFO, or COO
must certify (based on best knowledge,
information, and belief) that the infor-
mation provided for purposes of report-
ing and returning of overpayments
under §423.360 is accurate, complete,
and truthful.

(1) CMS may use the information col-
lected under paragraph (f)(3) of this
section. Any restriction set forth by
§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 (£)(3).

(m) Release of data. (1) CMS may re-
lease the minimum data necessary for
a given purpose from the data collected
under paragraph (f)(3) of this section to
Federal executive branch agencies,
States, and external entities in accord-
ance with the following:

(i) Applicable Federal laws.

(ii) CMS data sharing procedures.
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(iii) Subject, in certain cases, to
encryption of beneficiary 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, other executive
branch agencies, and the States.

(B) Cost data elements on the claim
generally are aggregated for releases to
other executive branch agencies,
States, and external entities. Upon re-
quest, CMS excludes sales tax from the
aggregation at the individual level if
necessary for the project.

(C) Beneficiary identifier elements on
the claim generally are encrypted for
release, except in limited cir-
cumstances, such as the following:

(1) If needed, in the case of release to
other HHS entities, Congressional
oversight agencies, non-HHS executive
agencies and the States.

(2) If needed to link to another
dataset, in the case of release to exter-
nal entities. Public disclosure of re-
search results will not include bene-
ficiary identifying information.

(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)(i) CMS must make available to
Congressional support agencies (the
Congressional Budget Office, the Gov-
ernment Accountability Office, the
Medicare Payment Advisory Commis-
sion, and the Congressional Research
Service when it is acting on behalf of a
Congressional committee in accord-
ance with 2 U.S.C. 166(d)(1)) all infor-
mation collected under paragraph (f)(3)
of this section for the purposes of con-
ducting congressional oversight, moni-
toring, making recommendations, and
analysis of the Medicare program.

(ii) The Congressional Research Serv-
ice is considered an external entity
when it is not acting on behalf of a
Congressional committee in accord-
ance with 2 U.S.C. 166(d)(1) for the pur-
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poses of paragraph (m)(1) of this sec-
tion.

(n) Issuance of compliance actions for
failure to comply with the terms of the
contract. The Part D plan sponsor ac-
knowledges that CMS may take com-
pliance actions as described in this sec-
tion or intermediate sanctions as de-
fined in subpart O of this part.

(1) CMS may take compliance actions
as described in paragraph (n)(3) of this
section if it determines that the Part D
plan sponsor has not complied with the
terms of a current or prior Part D con-
tract with CMS.

(i) CMS may determine that a Part D
plans sponsor is out of compliance with
a Part D requirement when the organi-
zation fails to meet performance stand-
ards articulated in the Part D statutes,
regulations in this chapter, or guid-
ance.

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

(2) CMS bases its decision on whether
to issue a compliance action and what
level of compliance action to take on
an assessment of the circumstances
surrounding the noncompliance, in-
cluding all of the following:

(i) The nature of the conduct.

(ii) The degree of culpability of the
Part D plan sponsor.

(iii) The adverse effect to bene-
ficiaries which resulted or could have
resulted from the conduct of the Part
D plan sponsor.

(iv) The history of prior offenses by
the Part D plan sponsor or its related
entities.

(v) Whether the noncompliance was
self-reported.

(vi) Other factors which relate to the
impact of the underlying noncompli-
ance or the lack of the Part D plan
sponsor’s oversight of its operations
that contributed to the noncompliance.

(3) CMS may take one of three types
of compliance actions based on the na-
ture of the noncompliance.

(1) Notice of moncompliance. A notice
of noncompliance may be issued for
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any failure to comply with the require-
ments of the Part D plan sponsor’s cur-
rent or prior Part D contract with
CMS, as described in paragraph (n)(1)
of this section.

(ii) Warning letter. A warning letter
may be issued for serious and/or con-
tinued noncompliance with the require-
ments of the Part D plan sponsor’s cur-
rent or prior Part D contract with
CMS, as described in paragraph (n)(1)
of this section and as assessed in ac-
cordance with paragraph (n)(2) of this
section.

(iii) Corrective action plan. (A) Correc-
tive action plans are issued for particu-
larly serious and/or continued non-
compliance with the requirements of
the Part D plan sponsors’ current or
prior Part D contract with CMS, as de-
scribed in paragraph (n)(1) of this sec-
tion and as assessed in accordance with
paragraph (n)(2) of this section.

(B) CMS issues a corrective action
plan if CMS determines that the Part D
plan sponsor has repeated or not cor-
rected noncompliance identified in
prior compliance actions, has substan-
tially impacted beneficiaries or the
program with its noncompliance, and/
or must implement a detailed plan to
correct the underlying causes of the
noncompliance.

(0) Acknowledgements of CMS release of
data—@Q1) Summary CMS payment data.
The contract must provide that the
Part D sponsor acknowledges that CMS
releases to the public summary rec-
onciled Part D payment data after the
reconciliation of Part D payments for
the contract year as follows:

(i) 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.

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

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

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

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

(2) Part D MLR data. The contract
must provide that the Part D sponsor
acknowledges that CMS releases to the
public data as described at §423.2490.

(p) Business continuity. (1) The Part D
sponsor agrees to develop, maintain,
and implement a business continuity
plan containing policies and procedures
to ensure the restoration of business
operations following disruptions to
business operations during disruptions
to business operations which would in-
clude natural or man-made disasters,
system failures, emergencies, and other
similar circumstances and the threat
of such occurrences. To meet the re-
quirement, the business continuity
plan must, at a minimum, include the
following:

(i) Risk assessment. Identify threats
and wvulnerabilities that might affect
business operations.

(i1) Mitigation strategy. Design strate-
gies to mitigate hazards. Identify es-
sential functions in addition to those
specified in paragraph (p)(2) of this sec-
tion and prioritize the order in which
to restore all other functions to normal
operations. At a minimum, each Part D
sponsor must do the following:

(A) Identify specific events that will
activate the business continuity plan.

(B) Develop a contingency plan to
maintain, during any business disrup-
tion, the availability and, as applica-
ble, confidentiality of communication
systems and essential records in all
forms (including electronic and paper
copies). The contingency plan must do
the following:

(I) Ensure that during any business
disruption the following systems will
operate continuously or, should they
fail, be restored to operational capac-
ity on a timely basis:

(i) Information technology (IT) sys-
tems including those supporting claims
processing at point of service.

(i) Provider and enrollee commu-
nication systems including telephone,
Web site, and email.

(2) With respect to electronic pro-
tected health information, comply with
the contingency plan requirements of
the Health Insurance Portability and
Accountability Act of 1996 Security
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Regulations at 45 CFR parts 160 and
164, subparts A and C.

(C) Establish a chain of command.

(D) Establish a business communica-
tion plan that includes emergency ca-
pabilities and procedures to contact
and communicate with the following:

(1) Employees.

(2) First tier, downstream, and re-
lated entities.

(3) Other third parties (including
pharmacies, providers, suppliers, and
government and emergency manage-
ment officials).

(E) Establish employee and facility
management plans to ensure that es-
sential operations and job responsibil-
ities can be assumed by other employ-
ees or moved to alternate sites as nec-
essary or both.

(F) Establish a restoration plan in-
cluding procedures to transition to
normal operations.

(G) Comply with all applicable Fed-
eral, State, and local laws.

(iii) Testing and revision. On at least
an annual basis, test and update the
business operations continuity plan to
ensure the following:

(A) That it can be implemented in
emergency situations.

(B) That employees understand how
it is to be executed.

(iv) Training. On at least an annual
basis, educate appropriate employees
about the business continuity plan and
their own respective roles.

(v) Records. (A) Develop and maintain
records documenting the elements of
the business continuity plan described
in paragraph (p)(1)(i) through (iv) of
this section.

(B) Make the information specified in
paragraph (p)(1)(v)(A) of this section
available to CMS upon request.

(2) Restoration of essential functions.
Every Part D sponsor must plan to re-
store essential functions within 72
hours after any of the essential func-
tions fail or otherwise stop functioning
as usual. In addition to any essential
functions that the Part D sponsor iden-
tifies under paragraph (p)(1)(ii) of this
section, for purposes of this paragraph
(p)(2) of this section essential functions
include at a minimum, the following:

(i) Benefit authorization (if not
waived), adjudication, and processing
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of prescription drug claims at the point
of sale.

(ii) Administration and tracking of
enrollees’ drug benefits in real time,
including automated coordination of
benefits with other payers.

(iii) Provision of pharmacy technical
assistance.

(iv) Operation of an enrollee excep-
tions and appeals process including
coverage determinations.

(v) Operation of call center customer
services.

[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; 80 FR 7964,
Feb. 12, 2015; 81 FR 80557, Nov. 15, 2016; 83 FR
16750, Apr. 16, 2018; 86 FR 6119, Jan. 19, 2021;
87 FR 27900, May 9, 2022; 88 FR 22340, Apr. 12,
2023; 89 FR 30838, Apr. 23, 2024]

§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.

(¢) 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
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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)(i) If a Part D plan sponsor does
not renew a contract under this para-
graph (a), CMS cannot enter into a con-
tract with the organization for 2 years
in the PDP region or regions served by
the contract unless there are cir-
cumstances that warrant special con-
sideration, as determined by CMS.

(ii) If a PDP sponsor does not renew
any of its PBPs in a PDP region, CMS
does not approve plan bids submitted
by the organization in that PDP region
for 2 years unless there are cir-
cumstances that warrant special con-
sideration, as determined by CMS.

(iii) The provisions of this paragraph
do not apply to employer group waiver
plans offered by a Part D plan sponsor.

(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
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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) [Reserved]

[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; 83 FR 16750, Apr. 16, 2018; 89 FR
30838, Apr. 23, 2024]

§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. If the PDP
sponsor submits a request to end the
term of its contract after the deadline
provided in §423.507(a)(2)(i), the con-
tract may be terminated by mutual
consent in accordance with paragraphs
(b) through (f) of this section. CMS
may mutually consent to the contract
termination if the contract termi-
nation does not negatively affect the
administration of the Medicare Part D
program.

(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.
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(e) Agreement to limit new Part D appli-
cations. (1) As a condition of the con-
sent to a mutual termination, CMS re-
quires, as a provision of the termi-
nation agreement, language prohib-
iting the Part D plan sponsor from ap-
plying for new contracts or service
area expansions in the PDP region or
regions served by the contract for a pe-
riod up to 2 years unless there are cir-
cumstances that warrant special con-
sideration, as determined by CMS.

(2) A PDP sponsor that agrees to ter-
minate its offering of PBPs in a PDP
region also agrees that it is not eligible
to apply to resume offering plans in
that region for 2 years.

(3) The provisions of this paragraph
do not apply to employer group waiver
plans offered by a Part D plan sponsor.

(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 b 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; 83 FR 16750, Apr. 16, 2018; 89 FR 30838,
Apr. 23, 2024]
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§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) Requirements in subpart V of this
part.

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

(vi) Substantially failed to comply
with the coordination with plans and
programs that provide prescription
drug coverage as described in subpart J
of this part.

(vii) Substantially failed 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.

(viii) Failed to comply with the regu-
latory requirements contained in this
part.
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(ix) Failed to meet CMS performance
requirements in carrying out the regu-
latory requirements contained in this
part.

(x) Achieves a Part D summary plan
rating of less than 3 stars for 3 con-
secutive contract years. Plan ratings
issued by CMS before September 1, 2012
are not included in the calculation of
the 3-year period.

(xi)(A) Has failed to report MLR data
in a timely and accurate manner in ac-
cordance with §423.2460; or

(B) That any MLR data required by
this subpart is found to be materially
incorrect or fraudulent.

(xii) Failure of an essential oper-
ations test before the start of the ben-
efit year by an organization that has
entered into a Part D contract with
CMS when neither it, nor another sub-
sidiary of the organization’s parent or-
ganization, is offering Part D benefits
during the current year.

(xiii) The Part D plan sponsor has
committed any of the acts in §423.752
that support the imposition of inter-
mediate sanctions or civil money pen-
alties under §423.750.

(xiv) Following the issuance of a no-
tice to the sponsor no later than Au-
gust 1, CMS must terminate, effective
December 31 of the same year, an indi-
vidual PDP if that plan does not have
a sufficient number of enrollees to es-
tablish that it is a viable independent
plan option.

(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 sponsor
in writing at least 45 calendar days be-
fore the intended date of the termi-
nation.

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

(iii) The Part D plan sponsor notifies
the general public of the termination
at least 30 calendar days before the ef-
fective date of the termination by re-
leasing a press statement to news
media serving the affected community
or county and posting the press state-
ment prominently on the organiza-
tion’s Web site.

§423.509

(iv) CMS notifies the general public
of the termination no later than 30 cal-
endar days after notifying the plan of
CMS’s decision to terminate the Part D
plan sponsor’s contract by releasing a
press statement.

(v) In the event that CMS issues a
termination notice to a Part D plan
sponsor on or before August 1 with an
effective date of the following Decem-
ber 31, the Part D plan sponsor must
issue notification to its Medicare en-
rollees at least 90 days prior to the ef-
fective date of the termination.

(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
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 grounds specified in para-
graphs (a)(4)(i) and (xii) of this section.

(ii) CMS notifies the Part D plan
sponsor 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 pe-
riod of the month following the con-
tract termination.

(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.
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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]

§423.514

§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.

42 CFR Ch. IV (10-1-24 Edition)

(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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(g) 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.

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

(i) 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.

(j) 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; 77 FR 22171, Apr. 12,
2012; 86 FR 6119, Jan. 19, 2021; 89 FR 30838,
Apr. 23, 2024]

§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
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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

(i1) 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

(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.

(i1) Determination after submission of
additional information. A claim is
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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 remaining
defect or impropriety, or of any new
defect or impropriety raised by the ad-
ditional information, in the claim
within 10 days of the date on which ad-
ditional information is received under
paragraph (c)(2)(i) of this section. A
Part D sponsor may not provide notice
of a new deficiency or impropriety in
the claim that could have been identi-
fied by the sponsor in the original
claim submission under this paragraph.

(3) Obligation to pay. A claim sub-
mitted to a Part D sponsor that is not
paid by the Part D sponsor within the
timeframes specified in paragraphs
(a)(1)(i) and (ii) or contested by the
Part D sponsor within the timeframe
specified in paragraph (c¢)(1)(i) and (ii)
of this section 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.

42 CFR Ch. IV (10-1-24 Edition)

(2) Authority not to charge interest. As
CMS determines, a Part D sponsor is
not charged interest under paragraph
(e)(1) in exigent circumstances that
prevent the timely processing of
claims, including natural disasters and
other unique and unexpected events.

(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, as amended at 76
FR 54634, Sept. 1, 2011]

§423.521 Final settlement process and
payment.

(a) Notice of final settlement. After the
calculation of the final settlement
amount, CMS sends the Part D sponsor
a notice of final settlement. The notice
of final settlement contains at least
the following information:

(1) A final settlement amount for the
contract that has been consolidated,
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nonrenewed, or terminated, which may
be one of the following:

(i) An amount due to the Part D
Sponsor.

(ii) An amount due from the Part D
sSponsor.

(iii) $0 if nothing is due to or from
the Part D sponsor.

(2) Relevant banking and financial
mailing instructions for Part D spon-
sors that owe CMS a final settlement
amount.

(3) Relevant CMS contact informa-
tion.

(4) A description of the steps for re-
questing an appeal of the final settle-
ment amount calculation, in accord-
ance with the requirements specified in
§423.522.

(b) Request for an appeal. A Part D
sponsor that disagrees with the final
settlement amount has 15 calendar
days from issuance of the notice of
final settlement, as described in para-
graph (a) of this section, to request an
appeal of the final settlement amount
under the process described in §423.522.

(1) If a Part D sponsor agrees with
the final settlement amount, no re-
sponse is required.

(2) If a Part D sponsor disagrees with
the final settlement amount but does
not request an appeal within 15 cal-
endar days from the date of the
issuance of the notice of final settle-
ment, CMS does not consider subse-
quent requests for appeal.

(c) Actions if a Part D sponsor does not
request an appeal. (1) For Part D spon-
sors that are owed money by CMS,
CMS remits payment to the Part D
sponsor within 60 calendar days from
the date of the issuance of the notice of
final settlement.

(2) For Part D sponsors that owe CMS
money, the Part D sponsor is required
to remit payment to CMS within 120
calendar days from issuance of the no-
tice of final settlement. If the Part D
sponsor fails to remit payment within
that 120-calendar-day period, CMS re-
fers the debt owed to CMS to the De-
partment of the Treasury for collec-
tion.

(d) Actions following a request for ap-
peal. If a Part D sponsor responds to
the notice of final settlement dis-
agreeing with the final settlement
amount and requesting appeal, CMS

§423.522

conducts a review process under the
process described at §423.522.

(e) No additional payment adjustments.
After the final settlement amount is
calculated and the notice of final set-
tlement, as described under §423.521(a),
is issued to the Part D sponsor, CMS—

(1) No longer applies retroactive pay-
ment adjustments to the terminated,
consolidated or nonrenewed contract;
and

(2) There are no adjustments applied
to amounts used in the calculation of
the final settlement amount.

[89 FR 30838, Apr. 23, 2024]

§423.522 Requesting an appeal of the
final settlement amount.

(a) Appeals process. If a Part D spon-
sor does not agree with the final settle-
ment amount described in §423.521(a) of
this section, it may appeal under the
following three-level appeal process:

(1) Reconsideration. A Part D sponsor
may request reconsideration of the
final settlement amount described in
§423.521(a) according to the following
process:

(i) Manner and timing of request. A
written request for reconsideration
must be filed within 15 days from the
date that CMS issued the notice of
final settlement to the Part D sponsor.

(ii) Content of request. The written re-
quest for reconsideration must do all of
the following:

(A) Specify the calculation with
which the Part D sponsor disagrees and
the reasons for its disagreement.

(B) Include evidence supporting the
assertion that CMS’s calculation of the
final settlement amount is incorrect.

(C) Not include new reconciliation
data or data that was submitted to
CMS after the final settlement notice
was issued. CMS does not consider in-
formation submitted for the purposes
of retroactively adjusting a prior rec-
onciliation.

(iii) Conduct of reconsideration. In
conducting the reconsideration, the
CMS reconsideration official reviews
the calculations that were used to de-
termine the final settlement amount
and any additional evidence timely
submitted by the Part D sponsor.

(iv) Reconsideration decision. The CMS
reconsideration official informs the
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Part D sponsor of its decision on the
reconsideration in writing.

(v) Effect of reconsideration decision.
The decision of the CMS reconsider-
ation official is final and binding un-
less a timely request for an informal
hearing is filed in accordance with
paragraph (a)(2) of this section.

(2) Informal hearing. A Part D sponsor
dissatisfied with CMS’s reconsideration
decision made under paragraph (a)(1) of
this section is entitled to an informal
hearing as provided for under para-
graphs (a)(2)(1) through (a)(2)(iv) of this
section.

(1) Manner and timing of request. A re-
quest for an informal hearing must be
made in writing and filed with CMS
within 15 calendar days of the date of
CMS'’s reconsideration decision.

(ii) Content of request. The request for
an informal hearing must include a
copy of the reconsideration decision
and must specify the findings or issues
in the decision with which the Part D
sponsor disagrees and the reasons for
its disagreement.

(iii) Informal hearing procedures. The
informal hearing is conducted in ac-
cordance with the following:

(A) The CMS Hearing Officer provides
written notice of the time and place of
the informal hearing at least 30 cal-
endar days before the scheduled date.

(B) The CMS reconsideration official
provides a copy of the record that was
before CMS when CMS made its deci-
sion to the hearing officer.

(C) The hearing officer review is con-
ducted by a CMS hearing officer who
neither receives testimony nor accepts
any new evidence. The CMS hearing of-
ficer is limited to the review of the
record that was before CMS when CMS
made its decision.

(iv) Decision of the CMS hearing offi-
cer. The CMS hearing officer decides
the case and sends a written decision
to the Part D sponsor explaining the
basis for the decision.

(v) Effect of hearing officer’s decision.
The hearing officer’s decision is final
and binding, unless the decision is re-
versed or modified by the CMS Admin-
istrator in accordance with paragraph
(a)(3) of this section.

(3) Review by the Administrator. The
Administrator’s review is conducted in
the following manner:

42 CFR Ch. IV (10-1-24 Edition)

(i) Manner and timing of request. A
Part D sponsor that has received a
hearing officer’s decision may request
review by the Administrator within 15
calendar days of the date of issuance of
the hearing officer’s decision under
paragraph (a)(2)(iv) of this section. The
Part D sponsor may submit written ar-
guments to the Administrator for re-
view.

(ii) Discretionary review. (A) After re-
ceiving a request for review, the Ad-
ministrator has the discretion to elect
to review the hearing officer’s deter-
mination in accordance with paragraph
(a)(3)(iii) of this section or to decline to
review the hearing officer’s decision
within 30 calendar days of receiving the
request for review.

(B) If the Administrator declines to
review the hearing officer’s decision,
the hearing officer’s decision is final
and binding.

(iii) Electing to review. If the Adminis-
trator elects to review the hearing offi-
cer’s decision, the Administrator re-
views the hearing officer’s decision, as
well as any information included in the
record of the hearing officer’s decision
and any written argument submitted
by the Part D sponsor, and determine
whether to uphold, reverse, or modify
the hearing officer’s decision.

(iv) Effect of Administrator’s decision.
The Administrator’s decision is final
and binding.

(b) Matters subject to appeal and bur-
den of proof. (1) The Part D sponsor’s
appeal is limited to CMS’s calculation
of the final settlement amount. CMS
does not consider information sub-
mitted for the purposes of retro-
actively adjusting a prior reconcili-
ation.

(2) The Part D sponsor bears the bur-
den of proof by providing evidence
demonstrating that CMS’ calculation
of the final settlement amount is in-
correct.

(c) Stay of financial transaction until
appeals are exhausted. If a Part D spon-
sor requests review of the final settle-
ment amount, the financial trans-
action associated with the issuance or
payment of the final settlement
amount is stayed until all appeals are
exhausted. Once all levels of appeal are
exhausted or the Part D sponsor fails
to request further review within the
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applicable 15-calendar-day timeframe,
CMS communicates with the Part D
sponsor to complete the financial
transaction associated  with the
issuance or payment of the final settle-
ment amount, as appropriate.

(d) Continued compliance with other
law required. Nothing in this section
limits a Part D sponsor’s responsibility
to comply with any other statute or
regulation.

[89 FR 30839, Apr. 23, 2024, as amended at 89
FR 63828, Aug. 6, 2024]

§423.530 Plan crosswalks.

(a) General rules—(1) Definition of plan
crosswalk. A plan crosswalk is the
movement of enrollees from one plan
benefit package (PBP) in a PDP con-
tract to another PBP under a PDP con-
tract between a Part D Sponsor and
CMS. To crosswalk enrollees from one
PBP to another is to change the enroll-
ment from the first PBP to the second.

(2) Prohibitions. (i) Plan crosswalks
between PBPs under one PDP contract
and PBPs under another PDP contract
are prohibited unless both the PDP
sponsors with which CMS contracts are
the same legal entity or have the same
parent organization.

(ii) Plan crosswalks are prohibited
that split the enrollment of one PBP
into multiple PBPs.

(iii) Plan crosswalks are prohibited
from a PBP offering basic prescription
drug coverage to a PBP offering en-
hanced alternative coverage.

(3) Compliance with renewal/non-re-
newal rules. The PDP sponsor must
comply with renewal and non-renewal
rules in §§423.506 and 423.507 in order to
complete plan crosswalks.

(4) Eligibility. Enrollees must be eligi-
ble for enrollment under §423.30 in
order to be moved from one PBP to an-
other PBP.

(5) Applicability to Employer group
health or waiver plans. Nothing in this
section permits the crosswalk of en-
rollees in an employer group health or
waiver plan PBP to another PBP out-
side the usual process for enrollment in
employer group health or waiver plans.

(b) Mandatory plan crosswalks. A Part
D sponsor of a PDP must perform a
plan crosswalk in the following cir-
cumstances:

§423.530

(1) Renewal of a PBP offering basic pre-
scription drug coverage. A PDP sponsor
that plans to continue operating a PBP
offering basic prescription coverage in
the same service area for the upcoming
contract year must crosswalk enroll-
ment from the PBP offering basic pre-
scription drug coverage in the current
contract year into a PBP offering basic
prescription drug coverage under the
same PDP contract in the upcoming
contract year. The PBP for the upcom-
ing contract year must retain the same
plan ID as the PBP for the current con-
tract year.

(2) Renewal of a PBP offering enhanced
alternative drug coverage. A PDP spon-
sor that plans to continue operating a
PBP offering enhanced alternative cov-
erage in the same service area for the
upcoming contract year must cross-
walk enrollment from the PBP offering
enhanced alternative drug coverage in
the current contract year into a PBP
offering enhanced alternative drug cov-
erage in the upcoming contract year.
The PBP for the upcoming contract
year PBP must retain the same plan ID
as the PBP for the current contract
year.

(c) Plan crosswalk exceptions. A Part D
sponsor of a PDP may perform a plan
crosswalk in the following cir-
cumstances after receiving approval
from CMS under the procedures de-
scribed in paragraph (d) of this section.

(1) Consolidated renewals. If a PDP
sponsor wishes to non-renew a PBP of-
fering enhanced alternative prescrip-
tion drug coverage under a PDP con-
tract that is not non-renewing or re-
ducing its service area so that the con-
tract no longer includes the service
area of the non-renewing PBP, it may
crosswalk enrollment from the non-re-
newing PBP into a PBP offered under
the contract in the upcoming contract
year.

(i) The plan ID for the upcoming con-
tract year PBP must be the same plan
ID as one of PBPs for the current con-
tract year.

(ii) The PBPs being consolidated
must be under the same PDP contract.

(iii) A PBP offering basic prescrip-
tion drug coverage may not be discon-
tinued if the PDP contract continues
to offer coverage (other than employer
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