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she determines, based upon this deci-
sion, the hearing record, and any argu-
ments submitted by the MA organiza-
tion or CMS in accordance with this
section, whether the determination
should be upheld, reversed, or modified.
The Administrator furnishes a written
decision, which is final and binding, to
the MA organization and to CMS.
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423.346 Reopening.
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423.521 Final settlement process and pay-
ment.

423.522 Requesting an appeal of the final
settlement amount.

423.530 Plan crosswalks.

Subpart L—Effect of Change of Ownership
or Leasing of Facilities during Term of
Contract

423.551 General provisions.
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423.638 How a Part D plan sponsor must ef-
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Subpart N—Medicare Contract
Determinations and Appeals

423.641 Contract determinations.

423.642 Notice of contract determination.

423.643 Effect of contract determination.
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423.656
423.657
423.658
423.659
423.660
423.661
423.662
423.663
423.664
423.665
423.666

Designation of hearing officer.

Disqualification of hearing officer.

Time and place of hearing.

Appointment of representatives.

Authority of representatives.

Conduct of hearing.

Evidence.

Witnesses.

Discovery.

Prehearing and summary judgment.

Record of hearing.

Authority of hearing officer.

Notice and effect of hearing decision.

Review by the Administrator.

423.667 Effect of Administrator’s decision.

423.668 Reopening of a contract determina-
tion or decision of a hearing officer or
the Administrator.

Subpart O—Intermediate Sanctions

423.750 Types of intermediate sanctions and
civil money penalties.

423.752 Basis for imposing intermediate
sanctions and civil money penalties.

423.756 Procedures for imposing inter-
mediate sanctions and civil money pen-
alties.

423.758 Maximum amount of civil money
penalties imposed by CMS.

423.760 Determinations regarding the
amount of civil money penalties and as-
sessment imposed by CMS.

423.762 Settlement of penalties.

423.764 Other applicable provisions.

Subpart P—Premium and Cost-Sharing
Subsidies for Low-Income Individuals

423.771 Basis and scope.

423.772 Definitions.

423.773 Requirements for eligibility.

423.774 Eligibility determinations, redeter-
minations, and applications.

423.780 Premium subsidy.

423.782 Cost-sharing subsidy.

423.800 Administration of subsidy program.

Subpart @—Guaranteeing Access to a
Choice of Coverage (Fallback pre-
scription drug plans)

423.851 Scope.

423.855 Definitions.

423.859 Assuring access to a choice of cov-
erage.

423.863 Submission and approval of bids.

423.867 Rules regarding premiums.

423.871 Contract terms and conditions.

423.875 Payments to fallback prescription
drug plans.

Subpart R—Payments to Sponsors of
Retiree Prescription Drug Plans

423.880 Basis and scope.
423.882 Definitions.

Pt. 423

423.884 Requirements for qualified retiree
prescription drug plans.

423.886 Retiree drug subsidy amounts.

423.888 Payment methods, including provi-
sion of necessary information.

423.890 Appeals.

423.892 Change of Ownership.

423.894 Construction.

Subpart S—Special Rules for States-Eligi-
bility Determinations for Subsidies and
General Payment Provisions

423.900 Basis and scope.

423.902 Definitions.

423.904 Eligibility determinations for low-
income subsidies.

423.906 General payment provisions.

423.907 Treatment of territories.

423.908 Phased-down State contribution to
drug benefit costs assumed by Medicare.

423.910 Requirements.

Subpart T—Appeal Procedures for Civil
Money Penalties

423.1000
423.1002
423.1004
423.1006
423.1008
423.1010
423.1012

Basis and scope.
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423.1064 Notice and effect of dismissal and
right to request review.

423.1066 Vacating a dismissal of request for
hearing.

423.1068 Administrative Law Judge’s deci-
sion.

423.1070 Removal of hearing to Depart-
mental Appeals Board.

423.1072 Remand by the Administrative Law
Judge.

423.1074 Right to request Departmental Ap-
peals Board review of Administrative
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Depart-

Appeals

Subpart U—Reopening, ALJ Hearings and
ALJ and Attorney Adjudicator Deci-
sions, Council Review, and Judicial
Review
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ing.
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423.2016 Timeframes for deciding an appeal
of an IRE reconsideration.

423.2018 Submitting evidence.

423.2020 Time and place for a hearing before
an ALJ.

423.2022 Notice of a hearing before an ALJ.

423.2024 Objections to the issues.

423.2026 Disqualification of the ALJ or at-
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423.2030 ALJ hearing procedures.
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before an ALJ.

423.2040 Prehearing and posthearing con-
ferences.

423.2042 The administrative record.

423.2044 Consolidated proceedings.

423.2046 Notice of an ALJ or attorney adju-
dicator decision.

423.2048 The effect of an ALJ’s or attorney
adjudicator’s decision.

423.2060 Removal of a hearing request from
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before an ALJ or request for review of an
IRE dismissal.
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hearing or request for review of an IRE’s
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423.2066 Remands of requests for hearing
and requests for review.
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423.2138 Case remanded by a Federal Dis-
trict Court.

423.2140 Council review of ALJ or attorney
adjudicator decision in a case remanded
by a Federal District Court.

Subpart V—Part D Communication
Requirements

423.2260 Definitions.

423.2261 Submission, review, and distribu-
tion of materials.

423.2262 General communications materials
and activity requirements.

423.2263 General marketing requirements.

423.2264 Beneficiary contact.

423.2265 Websites.

423.2266 Activities with healthcare
viders or in the healthcare setting.
423.2267 Required materials and content.
423.2272 Licensing of marketing representa-

tives and confirmation of marketing re-
sources.
423.2274 Agent, broker,
party requirements.
423.2276 Employer group retiree marketing.

pro-

and other third-

Subpart W—Medicare Coverage Gap
Discount Program

423.2300 Scope.

423.2305 Definitions.

423.2310 Condition for
under Part D.

423.2315 Medicare Coverage Gap Discount
Program Agreement.

423.2320 Payment processes for Part D spon-
sors.

423.2325 Provision of applicable discounts.

423.2330 Manufacturer discount payment
audit and dispute resolution.

423.2335 Beneficiary dispute resolution.

423.2340 Compliance monitoring and civil
money penalties.

423.2345 Termination of Discount Program
Agreement.

coverage of drugs

Subpart X—Requirements for a Minimum
Medical Loss Ratio

423.2400
423.2401
423.2410

Basis and scope.

Definitions.

General requirements.

423.2420 Calculation of medical loss ratio.

423.2430 Activities that improve health care
quality.

423.2440 Credibility adjustment.

423.2450 [Reserved]

423.2460 Reporting requirements.

423.2470 Remittance to CMS if the applica-
ble MLR requirement is not met.

423.2480 MLR review and non-compliance.

§423.1
423.2490 Release of Part D MLR data.

Subpart Y—Transitional Coverage and Ret-
roactive Medicare Part D Coverage
for Certain Low-Income Beneficiaries
Through the Limited Income Newly Eli-
gible Transition (LI NET) Program

423.2500 Basis and scope.

423.2504 LI NET eligibility and enrollment.

423.2508 LI NET benefits and beneficiary
protections.

423.2512 LI NET sponsor requirements.

423.2516 Selection of LI NET sponsor and
contracting provisions.

423.2518 Intermediate sanctions for the LI
NET sponsor.

423.2520 Non-renewal or termination of ap-
pointment.

423.25624 Bidding and payments to LI NET
sponsor.

423.25636 Waiver of Part D program require-
ments.

Subpart Z—Recovery Audit Contractor Part
D Appeals Process

423.2600 Payment appeals.

423.2605 Request for reconsideration.
423.2610 Hearing official review.
423.2615 Review by the Administrator.

AUTHORITY: 42 U.S.C. 1302, 1306, 1395w-101
through 1395w-152, and 1395hh.

SOURCE: 70 FR 4525, Jan. 28, 2005, unless
otherwise noted.

Subpart A—General Provisions

§423.1 Basis and scope.

(a) Basis. (1) This part is based on the
indicated provisions of the following
sections of the Social Security Act:

1106. Disclosure of Information in
Possession of Agency.

1128J(d). Reporting and Returning of
Overpayments.

1860D-1. Eligibility, enrollment, and
information.

1860D-2. Prescription drug benefits.

1860D-3. Access to a choice of quali-
fied prescription drug coverage.

1860D—4. Beneficiary protections for
qualified prescription drug coverage.

1860D-11. PDP regions; submission of
bids; plan approval.

1860D-12. Requirements for and con-
tracts with prescription drug plan
(PDP) sponsors.

1860D-13. Premiums; late enrollment
penalty.

1860D-14. Premium and cost-sharing
subsidies for low-income individuals.
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1860D-14A. Medicare coverage gap
discount program.

1860D-15. Subsidies for Part D eligible
individuals for qualified prescription
drug coverage.

1860D-16. Medicare Prescription Drug
Account in the Federal Supplementary
Medical Insurance Trust Fund.

1860D-21. Application to Medicare Ad-
vantage program and related managed
care programs.

1860D-22. Special rules for Employer-
Sponsored Programs

1860D-23. State pharmaceutical as-
sistance programs.

1860D-24. Coordination requirements
for plans providing prescription drug
coverage.

1860D-31. Medicare prescription drug
discount card and transitional assist-
ance program.

1860D-41. Definitions; treatment of
references to provisions in Part C.

1860D—-42. Miscellaneous provisions.

1860D-43. Condition for coverage of
drugs under this part.

(2) The following specific sections of
the Medicare Modernization Act also
address the prescription drug benefit
program:

Sec. 102 Medicare Advantage con-
forming amendments.

Sec. 103 Medicaid amendments.

Sec. 104 Medigap.

Sec. 109 Expanding the work of Medi-
care Quality Improvement Organiza-
tions to include Parts C and D.

(3) Section 1611 of Title 8 of the
United States Code regarding individ-
uals who are not lawfully present and
ineligible for Federal public benefits.

(b) Scope. This part establishes stand-
ards for beneficiary eligibility, access,
benefits, protections, and low-income
subsidies in Part D, as well as estab-
lishes standards and sets forth require-
ments, limitations, procedures and
payments for organizations partici-
pating in the Voluntary Medicare Pre-
scription Drug Program.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 30683, May 28, 2008; 79 FR 29962, May 23,
2014; 80 FR 7962, Feb. 12, 2015]

§423.4 Definitions.

The following definitions apply to
this part, unless the context indicates
otherwise:

42 CFR Ch. IV (10-1-25 Edition)

Actuarial equivalence means a state of
equivalent value demonstrated through
the use of generally accepted actuarial
principles and in accordance with sec-
tion 1860D-11(c) of the Act and with
CMS actuarial guidelines.

Authorized generic drug means a drug
as defined in section 505(t)(3) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355(t)).

Biological product means a product li-
censed under section 351 of the Public
Health Service Act (42 U.S.C. 262).

Biosimilar biological product means a
biological product licensed under sec-
tion 351(k) of the Public Health Service
Act (42 U.S.C. 262(k)) that, in accord-
ance with section 351(i)(2) of the Public
Health Service Act (42 U.S.C. 262(i)(2)),
is highly similar to the reference prod-
uct, notwithstanding minor differences
in clinically inactive components, and
has no clinically meaningful dif-
ferences between the biological product
and the reference product, in terms of
the safety, purity, and potency of the
product.

Brand name biological product means a
product licensed under section 351(a)
(42 U.S.C. 262(a)) or 351(k) (42 U.S.C.
262(k)) of the Public Health Service Act
and marketed under a brand name.

Brand mame drug means a drug for
which an application is approved under
section 505(c) of the Federal Food,
Drug, and Cosmetic Act (21 USC 355(¢)),
including an application referred to in
section 505(b)(2) of the Federal Food,
Drug and Cosmetic Act (21 TUSC
365(b)(2)).

Cost plan means a plan operated by a
Health Maintenance Organization
(HMO) or Competitive Medical Plan
(CMP) in accordance with a cost-reim-
bursement contract under section
1876(h) of the Act.

Credible allegation of fraud means an
allegation from any source, including
but not limited to the following:

(1) Fraud hotline tips verified by fur-
ther evidence.

(2) Claims data mining.

(3) Patterns identified through pro-
vider audits, civil false claims cases,
and law enforcement investigations.
Allegations are considered to be cred-
ible when they have indicia of reli-
ability.
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Downstream entity means any party
that enters into a written arrange-
ment, acceptable to CMS, with persons
or entities involved with the Part D
benefit, below the level of the arrange-
ment between a Part D plan sponsor
(or applicant) and a first tier entity.
These written arrangements continue
down to the level of the ultimate pro-
vider of both health and administrative
services.

Eligible fallback entity or fallback enti-
ty is defined at §423.855.

Fallback prescription drug plan is de-
fined at §423.855.

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.

Fiscally sound operation means an op-
eration which at least maintains a
positive net worth (total assets exceed
total liabilities).

Formulary means the entire list of
Part D drugs covered by a Part D plan.

Fraud hotline tip is a complaint or
other communications that are sub-
mitted through a fraud reporting phone
number or a website intended for the
same purpose, such as the Federal Gov-
ernment’s HHS OIG Hotline or a health
plan’s fraud hotline.

Full-benefit dual eligible individual has
the meaning given the term at §423.772,
except where otherwise provided.

Generic drug means a drug for which
an application under section 505(j) of
the Federal Food, Drug, and Cosmetic
Act (21 USC 355())) is approved.

Group health plan is defined at
§423.882.

Immediate need individual means a
beneficiary whose enrollment into LI
NET is on the basis of presumed low in-
come subsidy eligibility and immediate
need of a Part D drug.

Inappropriate prescribing means that,
after consideration of all the facts and
circumstances of a particular situation
identified through investigation or
other information or actions taken by
Medicare Advantage (MA) organiza-
tions and Part D plan sponsors, there is
an established pattern of potential
fraud, waste, and abuse related to pre-
scribing of opioids, as reported by the

§423.4

plan sponsors. Beneficiaries with can-
cer and sickle-cell disease, as well as
those patients receiving hospice and
long term care (LTC) services are ex-
cluded, when determining inappro-
priate prescribing. Plan sponsors may
consider any number of factors includ-
ing, but not limited, to the following:

(1) Documentation of a patient’s
medical condition.

(2) Identified instances of patient
harm or death.

(3) Medical records, including claims
(if available).

(4) Concurrent prescribing of opioids
with an opioid potentiator in a manner
that increases risk of serious patient
harm.

(5) Levels of morphine milligram
equivalent (MME) dosages prescribed.

(6) Absent clinical indication or doc-
umentation in the care management
plan or in a manner that may indicate
diversion.

(7) State-level prescription drug mon-
itoring program (PDMP) data.

(8) Geography, time, and distance be-
tween a prescriber and the patient.

(9) Refill frequency and factors asso-
ciated with increased risk of opioid
overdose.

Insurance risk means, for a partici-
pating pharmacy, risk of the type com-
monly assumed only by insurers 1li-
censed by a State and does not include
payment variations designed to reflect
performance-based measures of activi-
ties within the control of the phar-
macy, such as formulary compliance
and generic drug substitutions, nor
does it include elements potentially in
the control of the pharmacy (for exam-
ple, labor costs or productivity).

Interchangeable biological  product
means a product licensed under section
351(k) of the Public Health Service Act
(42 U.S.C. 262(k)) that FDA has deter-
mined meets the standards described in
section 351(k)(4) of the Public Health
Service Act (42 U.S.C. 262(k)(4)), which
in accordance with section 351(i)(3) of
the Public Health Service Act (42
U.S.C. 262(1)(3)), may be substituted for
the reference product without the
intervention of the health care pro-
vider who prescribed the reference
product.

Limited Income Newly Eligible Transi-
tion (LI NET) sponsor means a Part D
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sponsor selected by CMS to administer
the LI NET program.

MA stands for Medicare Advantage,
which refers to the program authorized
under Part C of title XVIII of the Act.

MA plan has the meaning given the
term in §422.2 of this chapter.

MA-PD plan means an MA plan that
provides qualified prescription drug
coverage.

Medicare prescription drug account
means the account created within the
Federal Supplementary Medical Insur-
ance Trust Fund for purposes of Medi-
care Part D.

Monthly beneficiary premium means
the amount calculated under §423.286
for Part D plans other than fallback
prescription drug plans, and §423.867(a)
for fallback prescription drug plans.

MTM program means a medication
therapy management program de-
scribed at §423.153(d).

PACE Plan means a plan offered by a
PACE organization.

PACE organization is defined in §460.6
of this chapter.

Parent organication means the legal
entity that exercises a controlling in-
terest, through the ownership of
shares, the power to appoint voting
board members, or other means, in a
Part D sponsor or MA organization, di-
rectly or through a subsidiary or sub-
sidiaries, and which is not itself a sub-
sidiary of any other legal entity.

Part D eligible individual means an in-
dividual who meets the requirements
at §423.30(a).

Part D plan (or Medicare Part D plan)
means a prescription drug plan, an MA-
PD plan, a PACE Plan offering quali-
fied prescription drug coverage, or a
cost plan offering qualified prescrip-
tion drug coverage.

Part D plan sponsor or Part D sponsor
refers to a PDP sponsor, MA organiza-
tion offering a MA-PD plan, a PACE or-
ganization offering a PACE plan in-
cluding qualified prescription drug cov-
erage, and a cost plan offering qualified
prescription drug coverage.

PDP region means a prescription drug
plan region as determined by CMS
under §423.112.

PDP sponsor means a nongovern-
mental entity that is certified under
this part as meeting the requirements
and standards of this part that apply to
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entities that offer prescription drug
plans. This includes fallback entities.

Pharmacist means any individual who
holds a current valid license to prac-
tice pharmacy in a State or territory
of the United States or the District of
Columbia.

Prescription drug plan or PDP means
prescription drug coverage that is of-
fered under a policy, contract, or plan
that has been approved as specified in
§423.272 and that is offered by a PDP
sponsor that has a contract with CMS
that meets the contract requirements
under subpart K of this part. This in-
cludes fallback prescription drug plans.

Reference product means a product as
defined in section 351(i)(4) of the Public
Health Service Act (42 U.S.C. 262(i)(4)).

Related entity means any entity that
is related to the Part D sponsor by
common 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.

Service area (Service area does not in-
clude facilities in which individuals are
incarcerated.) means for—

(1) A prescription drug plan, an area
established in §423.112(a) within which
access standards under §423.120(a) are
met;

(2) An MA-PD plan, an area that
meets the definition of MA service area
as described in §422.2 of this chapter,
and within which access standards
under §423.120(a) are met;

(3) A fallback prescription drug plan,
the service area described in
§423.859(b);

(4) A PACE plan offering qualified
prescription drug coverage, the service
area described in §460.12(c) of this chap-
ter; and

(5) A cost plan offering qualified pre-
scription drug coverage, the service
area defined in §417.1 of this chapter.

Subsidy-eligible individual means a full
subsidy eligible individual (as defined
at §423.772) or other subsidy eligible in-
dividual (as defined at §423.772).
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Substantiated or suspicious activities of
fraud, waste, or abuse means and in-
cludes, but is not limited to, allega-
tions that a provider of services (in-
cluding a prescriber) or supplier;

(1) Engaged in a pattern of improper
billing;

(2) Submitted improper claims with
suspected knowledge of their falsity;

(3) Submitted improper claims with
reckless disregard or deliberate igno-
rance of their truth or falsity; or

(4) Is the subject of a fraud hotline
tip verified by further evidence.

Tiered cost-sharing means a process of
grouping Part D drugs into different
cost sharing levels within a Part D
sponsor’s formulary.

Unbranded biological product means a
product licensed under a biologics li-
cense application (BLA) under section
351(a) or 351(k) of the Public Health
Service Act (42 U.S.C. 262(a) or 262(k))
and marketed without a brand name. It
is licensed under the same BLA as the
corresponding brand name biological
product.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68731, Dec. 5, 2007; 76 FR 21570, Apr. 15,
2011; 84 FR 25671, June 3, 2019; 86 FR 6114, Jan.
19, 2021; 88 FR 22337, Apr. 12, 2023; 89 FR 30829,
Apr. 23, 2024]

§423.6 Cost-sharing in beneficiary
education and enrollment-related
costs.

The requirements of section 1857(e)(2)
of the Act and §422.6 of this chapter
with regard to the payment of fees es-
tablished by CMS for cost sharing of
enrollment related costs apply to PDP
sponsors under Part D.

Subpart B—Eligibility and
Enroliment

§423.30 Eligibility and enrollment.

(a) General rule. (1) An individual is
eligible for Part D if he or she does all
of the following:

(i) Is entitled to Medicare benefits
under Part A or enrolled in Medicare
Part B (but not including an individual
enrolled solely for coverage of im-
munosuppressive drugs under
§407.1(a)(6)) of this subchapter.

(ii) Lives in the service area of a Part
D plan, as defined under §423.4.

§423.30

(iii) Is a United States citizen or is
lawfully present in the United States
as determined in 8 CFR 1.3.

(2) Except as provided in paragraphs
(b), (c), and (d) of this section, an indi-
vidual is eligible to enroll in a PDP if:

(i) The individual is eligible for Part
D in accordance with paragraph (a)(l)
of this section;

(ii) The individual resides in the
PDP’s service area; and

(iii) The individual is not enrolled in
another Part D plan.

(3) Retroactive Part A or Part B de-
terminations. Individuals who become
entitled to Medicare Part A or enrolled
in Medicare Part B for a retroactive ef-
fective date are Part D eligible as of
the month in which a notice of entitle-
ment Part A or enrollment in Part B is
provided.

(b) Coordination with MA plans. A
Part D eligible individual enrolled in a
MA-PD plan must obtain qualified pre-
scription drug coverage through that
plan. MA enrollees are not eligible to
enroll in a PDP, except as follows:

(1) A Part D eligible individual is eli-
gible to enroll in a PDP if the indi-
vidual is enrolled in a MA private fee-
for-service plan (as defined in section
1859(b)(2) of the Act) that does not pro-
vide qualified prescription drug cov-
erage; and

(2) A Part D eligible individual is eli-
gible to enroll in a PDP if the indi-
vidual is enrolled in a MSA plan (as de-
fined in section 1859(b)(3) of the Act).

(c) Enrollment in a PACE plan. A Part
D eligible individual enrolled in a
PACE plan that offers qualified pre-
scription drug coverage under this Part
must obtain such coverage through
that plan.

(d) Enrollment in a cost-based HMO or
CMP. A Part D eligible individual en-
rolled in a cost-based HMO or CMP (as
defined under part 417 of this chapter)
that elects to receive qualified pre-
scription drug coverage under such
plan is ineligible to enroll in another
Part D plan. A Part D eligible indi-
vidual enrolled in a cost-based HMO or
CMP offering qualified prescription
drug coverage is eligible to enroll in a
PDP if the individual does not elect to
receive qualified prescription drug cov-
erage under the cost-based HMO or
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CMP and otherwise meets the require-
ments of paragraph (a)(2) of this sec-
tion.

[70 FR 4525, Jan. 28, 2005, as amended at 80
FR 7962, Feb. 12, 2015; 87 FR 66510, Nov. 3,
2022]

§423.32

(a) General rule. A Part D eligible in-
dividual who wishes to enroll in a PDP
may enroll during the enrollment peri-
ods specified in §423.38, by filing the ap-
propriate enrollment form with the
PDP or through other mechanisms
CMS determines are appropriate.

(b) Enrollment form or CMS-approved
enrollment mechanism. The enrollment
form or CMS-approved enrollment
mechanism must comply with CMS in-
structions regarding content and for-
mat and must have been approved by
CMS as described in §423.2262.

(1) The enrollment must be com-
pleted by the individual and include an
acknowledgement by the beneficiary
for disclosure and exchange of nec-
essary information between the U.S.
Department of Health and Human
Services (or its designees) and the PDP
sponsor. Individuals who assist bene-
ficiaries in completing the enrollment,
including authorized representatives,
must indicate they have provided as-
sistance and their relationship to the
beneficiary.

(2) Part D eligible individuals enroll-
ing or enrolled in a Part D plan must
provide information regarding reim-
bursement for Part D costs through
other insurance, group health plan or
other third-party payment arrange-
ment, and consent to the release of the
information provided by the individual
on other insurance, group health plan
or other third-party payment arrange-
ments, as well as any other informa-
tion on reimbursement of Part D costs
collected or obtained from other
sources, in a form and manner ap-
proved by CMS.

(c) Timely process an individual’s en-
rollment request. A PDP sponsor must
timely process an individual’s enroll-
ment request in accordance with CMS
enrollment guidelines and enroll Part
D eligible individuals who are eligible
to enroll in its plan under §423.30(a)
and who elect to enroll or are enrolled

Enrollment process.
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in the plan during the periods specified
in §423.38.

(d) Notice requirement. The PDP spon-
sor must provide the individual with
prompt notice of acceptance or denial
of the individual’s enrollment request,
in a format and manner specified by
CMS.

(e) Maintenance of enrollment. An indi-
vidual who is enrolled in a PDP re-
mains enrolled in that PDP until one
of the following occurs:

(i) The individual successfully enrolls
in another PDP or MA-PD plan;

(ii) The individual voluntarily
disenrolls from the PDP;

(iii) The individual is involuntary
disenrolled from the PDP in accord-
ance with §423.44(b)(2);

(iv) The PDP is discontinued within
the area in which the individual re-
sides; or

(iv) The individual is enrolled after
the initial enrollment, in accordance
with §423.34(c).

(f) Enrollees of cost-based HMOs or
CMPs and PACE. Individuals enrolled
in a cost-based HMO or CMP plan (as
defined in part 417 of this chapter) or
PACE (as defined in §460.6 of this chap-
ter) that offers prescription drug cov-
erage under this part as of December
31, 2005, remain enrolled in that plan as
of January 1, 2006, and receive Part D
benefits offered by that plan until one
of the conditions in §423.32(e) are met.

(g) Passive enrollment by CMS. In situ-
ations involving either immediate ter-
minations as provided in §423.509(a)(b)
or §422.510(a)(5) of this chapter, or
other situations in which CMS deter-
mines that remaining enrolled in a
plan poses potential harm to plan
members, CMS may implement passive
enrollment procedures.

(1) Passive enrollment procedures. Indi-
viduals will be considered to have en-
rolled in the plan selected by CMS un-
less individuals—

(i) Decline the plan selected by CMS,
in a form and manner determined by
CMS; or

(ii) Request enrollment in another
plan.

(2) Beneficiary notification. The orga-
nization that receives the enrollment
must provide notification that de-
scribes the costs and benefits of the
new plan and the process for accessing
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care under the plan and the bene-
ficiary’s ability to decline the enroll-
ment or choose another plan. Such no-
tification must be provided to all po-
tential enrollees prior to the enroll-
ment effective date (or as soon as pos-
sible after the effective date if prior
notice is not practical), in a form and
manner determined by CMS.

(38) Special election period. All individ-
uals will be provided with a special en-
rollment period, as described in
§423.38(c)(8)(ii).

(h) Notification of reinstatement based
on beneficiary cancellation of new enroll-
ment. When an individual is disenrolled
from a Part D plan due to the election
of a new plan, the Part D plan sponsor
must reinstate the individual’s enroll-
ment in that plan if the individual can-
cels the election in the new plan within
timeframes established by CMS. The
Part D plan sponsor offering the plan
from which the individual was
disenrolled must send the member no-
tification of the reinstatement within
10 calendar days of receiving confirma-
tion of the individual’s reinstatement.

(i) Exception for employer group health
plans. (1) In cases when a PDP sponsor
has both a Medicare contract and a
contract with an employer, and in
which the PDP sponsor arranges for
the employer to process election forms
for Part D eligible group members who
wish to enroll under the Medicare con-
tract, the effective date of the election
may be retroactive. Consistent with
§423.343(a), payment adjustments based
on a retroactive effective date may be
made for up to a 90-day period.

(2) In order to obtain the effective
date described in paragraph (i)(1) of
this section, the beneficiary must cer-
tify that, at the time of enrollment in
the PDP, he or she received the disclo-
sure statement specified in §423.128.

(3) Upon receipt of the election from
the employer, the PDP sponsor must
submit the enrollment to CMS within
timeframes specified by CMS.

(j) Authorized representatives. As used
in this subpart, an authorized rep-
resentative is an individual who is the
legal representative or otherwise le-
gally able to act on behalf of an en-
rollee, as the law of the State in which
the beneficiary resides may allow, in

§423.34

order to execute an enrollment or
disenrollment request.

(1) The authorized representative
would constitute the ‘‘beneficiary’ or
the ‘‘enrollee’ for the purpose of mak-
ing an election.

(2) Authorized representatives may
include court-appointed 1legal guard-
ians, persons having durable power of
attorney for health care decisions, or
individuals authorized to make health
care decisions under state surrogate
consent laws, provided they have the
authority to act for the beneficiary in
this capacity.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1543, Jan. 12, 2009; 83 FR 16736, Apr. 16,
2018; 89 FR 30830, Apr. 23, 2024]

§423.34 Enrollment of low-income sub-
sidy eligible individuals.

(a) General rule. CMS must ensure the
enrollment into Part D plans of low-in-
come subsidy eligible individuals who
fail to enroll in a Part D plan.

(b) Definitions—Full-benefit dual-eligi-
ble individual. For purposes of this sec-
tion, a full-benefit dual eligible indi-
vidual means an individual who is—

(1) Determined eligible by the State
for—

(i) Medical assistance for full-bene-
fits under Title XIX of the Act for the
month under any eligibility category
covered under the State plan or com-
prehensive benefits under a demonstra-
tion under section 1115 of the Act; or

(ii) Medical assistance under section
1902(a)(10(C) of the Act (medically
needy) or section 1902(f) of the Act
(States that use more restrictive eligi-
bility criteria than are used by the SSI
program) for any month if the indi-
vidual was eligible for medical assist-
ance in any part of the month.

(2) Eligible for Part D in accordance
with §423.30(a) of this subpart.

Low-income subsidy-eligible individual.
For purposes of this section, a low-in-
come subsidy eligible individual means
an individual who meets the definition
of full subsidy eligible (including full
benefit dual eligible individuals as set
forth in this section) or other subsidy
eligible in §423.772 of this part.

(c) Reassigning low income subsidy eli-
gible individuals—(1) General rule. Not-
withstanding §423.32(e) of this subpart,
during the annual coordinated election
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period, CMS may reassign certain low
income subsidy eligible individuals in
another PDP if CMS determines that
the further enrollment is warranted,
except as specified in paragraph (c)(2)
of this section.

(2) Part D prescription drug plans that
waive a de minimis premium amount. If a
Part D plan offering basic prescription
drug coverage in the area where the
beneficiary resides has a monthly bene-
ficiary premium amount that exceeds
the low-income subsidy amount by a de
minimis amount, and the Part D plan
volunteers to waive that de minimis
amount in accordance with §423.780,
then CMS does not reassign low income
subsidy individuals who would other-
wise be enrolled under paragraph (d)(1)
of this section on the basis that the
monthly beneficiary premium exceeds
the low-income subsidy by a de mini-
mis amount. A Part D plan that volun-
teers to waive such a de minimis
amount agrees to do so for each month
during the contract year for which a
beneficiary qualifies for 100 percent
low-income premium subsidy as pro-
vided in §423.780(f).

(d) Automatic enrollment rules—(1)
General rule. Except for low income
subsidy eligible individuals who are
qualifying covered retirees with a
group health plan sponsor, as specified
in paragraph (d)(3) of this section, CMS
enrolls those individuals who fail to en-
roll in a Part D plan into a PDP offer-
ing basic prescription drug coverage in
the area where the beneficiary resides
that has a monthly beneficiary pre-
mium amount that does not exceed the
low income subsidy amount (as defined
in §423.780(b) of this part). In the event
that there is more than one PDP in an
area with a monthly beneficiary pre-
mium at or below the low income pre-
mium subsidy amount, individuals are
enrolled in such PDPs on a random
basis.

(2) Individuals enrolled in an MSA plan
or one of the following that does not offer
a Part D benefit. Low-income subsidy
eligible individuals enrolled in an MA
private fee-for-service plan or cost-
based HMO or CMP that does not offer
qualified prescription drug coverage or
an MSA plan and who fail to enroll in
a Part D plan must be enrolled into a
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PDP plan as described in paragraph
(d)(1) of this section.

(3) Ezception for individuals who are
qualifying covered retirees. (i) Full ben-
efit dual eligible individuals who are
qualifying covered retirees as defined
in §423.882 of this part, and for whom
CMS has approved the group health
plan sponsor to receive the retirement
drug subsidy described in subpart R of
this part, also are automatically en-
rolled in a Part D plan, consistent with
this paragraph, unless they elect to de-
cline that enrollment.

(ii) Before effectuating such an en-
rollment, CMS provides notice to such
individuals of their choices and advises
them to discuss the potential impact of
Medicare Part D coverage on their
group health plan coverage. The notice
informs individuals that they will be
deemed to have declined to enroll in
Part D unless they affirmatively enroll
in a Part D plan or contact CMS and
confirm that they wish to be auto-en-
rolled in a PDP. Individuals who elect
not to be auto-enrolled, may enroll in
Medicare Part D at a later time if they
choose to do so.

(iii) All other low income subsidy eli-
gible beneficiaries who are qualified
covered retirees are not enrolled by
CMS into PDPs.

(4) Enrollment in PDP plans that volun-
tarily waive a de minimis premium
amount. CMS may include in the proc-
ess specified in paragraph (d)(1) of this
section that PDPs that voluntarily
waive a de minimis amount as specified
in §423.780, if CMS determines that
such inclusion is warranted.

(e) Declining enrollment and
disenrollment. Nothing in this section
prevents a low income subsidy eligible
individual from—

(1) Affirmatively declining enroll-
ment in Part D; or

(2) Disenrolling from the Part D plan
in which the individual is enrolled and
electing to enroll in another Part D
plan during the special enrollment pe-
riod provided under §423.38.

(f) Effective date of enrollment for full-
benefit dual eligible individuals. Enroll-
ment of full-benefit dual eligible indi-
viduals under this section must be ef-
fective as follows:
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(1) January 1, 2006 for individuals who
are full-benefit dual-eligible individ-
uals as of December 31, 2005.

(2) The first day of the month the in-
dividual is eligible for Part D under
§423.30(a)(1) for individuals who are
Medicaid eligible and subsequently be-
come newly eligible for Part D under
§423.30(a)(1) on or after January 1, 2006.

(3) For individuals who are eligible
for Part D under §423.30(a)(1) of this
subpart and subsequently become
newly eligible for Medicaid on or after
January 1, 2006, enrollment is effective
with the first day of the month when
the individuals become eligible for
both Medicaid and Part D.

(g) Effective date of enrollment for non-
full-benefit dual-eligible individuals who
are low-income subsidy-eligible individ-
uals. The effective date for non-full-
benefit dual-eligible individuals who
are low-income subsidy-eligible indi-
viduals is no later than the first day of
the second month after CMS deter-
mines that they meet the criteria for
enrollment under this section.

[756 FR 19815, Apr. 15, 2010, as amended at 76
FR 21570, Apr. 15, 2011]

§423.36 Disenrollment process.

(a) General rule. An individual may
disenroll from a PDP during the peri-
ods specified in §423.38 by enrolling in a
different PDP plan, submitting a
disenrollment request to the PDP in
the form and manner prescribed by
CMS, or filing the appropriate
disenrollment request through other
mechanisms as determined by CMS.

(b) Responsibilities of the PDP sponsor.
The PDP sponsor must—

(1) Submit a disenrollment notice to
CMS within timeframes CMS specifies;

(2) Provide the enrollee with a notice
of disenrollment as CMS determines
and approves; and

(3) File and retain disenrollment re-
quests for the period specified in CMS
instructions.

(4) In the case of an
disenrollment request—

(i) Document its efforts to obtain in-
formation to complete the
disenrollment request;

(ii) Notify the individual (in writing
or verbally) within 10 calendar days of
receipt of the disenrollment request;
and

incomplete
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(iii) The organization must deny the
request if any additional information
needed to make the disenrollment re-
quest ‘“‘complete’ is not received with-
in the following timeframes:

(A) For disenrollment requests re-
ceived during the AEP by December 7,
or within 21 calendar days of the re-
quest for additional information,
whichever is later; and

(B) For disenrollment requests re-
ceived during all other election peri-
ods, by the end of the month in which
the disenrollment request was initially
received, or within 21 calendar days of
the request for additional information,
whichever is later.

(c) Retroactive disenrollment. CMS may
grant retroactive disenrollment in the
following cases:

(1) There never was a legally valid
enrollment; or

(2) A valid request for disenrollment
was properly made but not processed or
acted upon.

(d) Incomplete disenrollment. A
disenrollment request is considered to
be incomplete if the required but miss-
ing information is not received by the
PDP sponsor within the timeframe
specified in paragraph (b)(4)(iii) of this
section.

(e) Exception for employer group health
plans. (1) In cases when a PDP sponsor
has both a Medicare contract and a
contract with an employer, and in
which the PDP sponsor arranges for
the employer to process election forms
for Part D eligible group members who
wish to disenroll from the Medicare
contract, the effective date of the elec-
tion may be retroactive. Consistent
with §423.343(a), payment adjustments
based on a retroactive effective date
may be made for up to a 90-day period.

(2) Upon receipt of the election from
the employer, the PDP sponsor must
submit the disenrollment to CMS with-
in timeframes specified by CMS.

(f) Effect of failure to submit
disenrollment notice to CMS promptly. If
the PDP sponsor fails to submit the
correct and complete notice required in
paragraph (b)(1) of this section, the
PDP sponsor must reimburse CMS for
any capitation payments received after
the month in which payment would

793



§423.38

have ceased if the requirement had
been met timely.

[70 FR 4525, Jan. 28, 2005, as amended at 89
FR 30830, Apr. 23, 2024]

§423.38 Enrollment periods.

(a) Initial enrollment period for Part
D—Basic rule. The initial enrollment
period is the period during which an in-
dividual is first eligible to enroll in a
Part D plan.

(1) In 2005. An individual who is first
eligible to enroll in a Part D plan on or
prior to January 31, 2006, has an initial
enrollment period from November 15,
2005 through May 15, 2006.

(2) February 2006. An individual who
is first eligible to enroll in a Part D
plan in February 2006 has an initial en-
rollment period from November 15, 2005
through May 31, 2006.

(3) March 2006 and subsequent months.
(i) Except as provided in paragraph
(a)(3)(i1) and (a)(3)(iii) of this section,
the initial enrollment period for an in-
dividual who is first eligible to enroll
in a Part D plan on or after March 2006
is the same as the initial enrollment
period for Medicare Part B under
§407.14 of this chapter.

(ii) Exception. For those individuals
who are not eligible to enroll in a Part
D plan at any time during their initial
enrollment period for Medicare Part B,
their initial enrollment period under
this Part is the 3 months before becom-
ing eligible for Part D, the month of
eligibility, and the three months fol-
lowing eligibility to Part D.

(iii) An individual who becomes enti-
tled to Medicare Part A or enrolled in
Part B for a retroactive effective date
has an initial enrollment period under
this Part beginning with the month in
which notification of the Medicare de-
termination is received and ending on
the last day of the third month fol-
lowing the month in which the notifi-
cation was received.

(b) Annual coordinated election pe-
riod—(1) For 2006. This period begins on
November 15, 2005 and ends on May 15,
2006.

(2) For 2007 through 2010. The annual
coordinated election period for the fol-
lowing calendar year is November 15
through December 31.

(3) For 2011 and subsequent years. Be-
ginning with 2011, the annual coordi-
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nated election period for the following
calendar year is October 15 through De-
cember 7.

(c) Special enrollment periods. A Part D
eligible individual may enroll in a PDP
or disenroll from a PDP and enroll in
another PDP or MA-PD plan (as pro-
vided at §422.62(b) of this chapter), as
applicable, under any of the following
circumstances:

(1) The individual involuntarily loses
creditable prescription drug coverage
or such coverage is involuntarily re-
duced so that it is no longer creditable
coverage as defined under §423.56(a).
Loss of credible prescription drug cov-
erage due to failure to pay any re-
quired premium is not considered in-
voluntary loss of the coverage.

(2) The individual was not adequately
informed, as required by standards es-
tablished by CMS under §423.56, that he
or she has lost his or her creditable
prescription drug coverage, that he or
she never had credible prescription
drug coverage, or the coverage is invol-
untarily reduced so that it is no longer
creditable prescription drug coverage.

(3) The individual’s enrollment or
non-enrollment in a Part D plan is un-
intentional, inadvertent, or erroneous
because of the error, misrepresenta-
tion, or inaction of a Federal em-
ployee, or any person authorized by the
Federal government to act on its be-
half.

(4)(i) Except as provided in paragraph
(ii) of this section, the individual is a
full-subsidy eligible individual or other
subsidy-eligible individual as defined in
§423.772, who is making a one-time-per
month election into a PDP.

(ii) An individual described in para-
graph (i) is not eligible for this special
enrollment period if he or she has been
notified that he or she has been identi-
fied as a ‘‘potential at-risk bene-
ficiary’ or ‘‘at-risk beneficiary’’ as de-
fined in §423.100 and such identification
has not been terminated in accordance
with §423.153(f)).

(5) The individual elects to disenroll
from a MA-PD plan and elects coverage
under Medicare Part A and Part B in
accordance with §422.62(c) of this chap-
ter.

(6) The PDP sponsor’s contract is ter-
minated by the PDP sponsor or by
CMS, as provided under §423.507

133
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through §423.510, or the PDP plan is no
longer offered in the area when the in-
dividual resides.

(7)) The individual is no longer eli-
gible for the PDP because of a change
in his or her place of residence to a lo-
cation outside of the PDP region(s) in
which the PDP is offered; or

(ii) The individual who, as a result of
a change in permanent residence, has
new Part D plan options available to
them.

(8) The individual demonstrates to
CMS, in accordance with guidelines
issued by CMS, that the PDP sponsor
offering the PDP substantially violated
a material provision of its contract
under this part in relation to the indi-
vidual, including, but not limited to
any of the following:

(i) Failure to provide the individual
on a timely basis benefits available
under the plan.

(ii) Failure to provide benefits in ac-
cordance with applicable quality stand-
ards.

(iii) The PDP (or its agent, represent-
ative, or plan provider) materially mis-
represented the plan’s provisions in
communications as outlined in subpart
V of this part.

(9) The individual is making an elec-
tion within 3 months after a gain, loss,
or change to Medicaid or LIS eligi-
bility, or notification of such a change,
whichever is later.

(10) The individual is making an elec-
tion within 3 months after notification
of a CMS or State-initiated enrollment
action or that enrollment action’s ef-
fective date, whichever is later.

(11) The individual is making an en-
rollment request into or out of an em-
ployer sponsored Part D plan, is
disenrolling from a Part D plan to take
employer sponsored coverage of any
kind, or is disenrolling from employer
sponsored coverage (including Consoli-
dated Omnibus Budget Reconciliation
Act (COBRA) coverage) to elect a Part
D plan.

(i) This special election period (SEP)
is available to individuals who have (or
are enrolling in) an employer or union
sponsored Part D plan and ends 2
months after the month the employer
or union coverage of any type ends.

(ii) The individual may choose an ef-
fective date that is not earlier than the
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first of the month following the month
in which the election is made and no
later than up to 3 months after the
month in which the election is made.

(12) The individual is enrolled in a
Part D plan offered by a Part D plan
sponsor that has been sanctioned by
CMS and elects to disenroll from that
plan in connection with the matter(s)
that gave rise to that sanction.

(i) Consistent with the disclosure re-
quirements at §423.128(f), CMS may re-
quire the sponsor to notify current en-
rollees that if the enrollees believe
they are affected by the matter(s) that
gave rise to the sanction, the enrollees
are eligible for a SEP to elect another
PDP.

(ii) The SEP starts with the imposi-
tion of the sanction and ends when the
sanction ends or when the individual
makes an election, whichever occurs
first.

(13) The individual is enrolled in a
section 1876 cost contract that is non-
renewing its contract for the area in
which the enrollee resides.

(i) Individuals eligible for this SEP
must meet Part D plan eligibility re-
quirements.

(ii) This SEP begins December 8 of
the then-current contract year and
ends on the last day of February of the
following year.

(14) The individual is disenrolling
from a PDP to enroll in a Program of
All-inclusive Care for the Elderly
(PACE) organization or is enrolling in
a PDP after disenrolling from a PACE
organization.

(i) An individual who disenrolls from
PACE has a SEP for 2 months after the
effective date of PACE disenrollment
to elect a PDP.

(ii) An individual who disenrolls from
a PDP has a SEP for 2 months after the
effective date of PDP disenrollment to
elect a PACE plan.

(15) The individual moves into, re-
sides in, or moves out of an institution,
as defined by CMS, and elects to enroll
in, or disenroll from, a Part D plan.

(16) The individual who is not enti-
tled to premium free Part A and en-
rolls in Part B during the General En-
rollment Period for Part B that starts
January 1, 2023, is eligible to request
enrollment in a Part D plan. The spe-
cial enrollment period begins when the
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individual submits their Part B appli-
cation and continues for the first 2
months of Part B enrollment. The Part
D plan enrollment is effective the first
of the month following the month the
Part D sponsor receives the enrollment
request.

(17) The individual belongs to a quali-
fied State Pharmaceutical Assistance
Program (SPAP) and is requesting en-
rollment in a Part D plan.

(i) The individual is eligible to make
one enrollment election per year.

(ii) This SEP is available while the
individual is enrolled in the SPAP and,
upon loss of eligibility for SPAP bene-
fits, for an additional 2 calendar
months after either the month of the
loss of eligibility or notification of the
loss, whichever is later.

(18) The individual is enrolled in a
Part D plan and elects to disenroll
from that Part D plan to enroll in or
maintain other creditable prescription
drug coverage.

(19)(i) The individual is enrolled in a
section 1876 cost contract and an op-
tional supplemental Part D benefit
under that contract and elects a Part D
plan upon disenrolling from the cost
contract.

(ii) The SEP begins the month the in-
dividual requests disenrollment from
the cost contract and ends when the in-
dividual makes an enrollment election
or on the last day of the second month
following the month the cost contract
enrollment ended, whichever is earlier.

(20) The individual is requesting en-
rollment in a Part D plan offered by a
Part D plan sponsor with a Star Rating
of 5 Stars. An individual may use this
SEP only once for the contract year in
which the Part D plan was assigned a 5-
star overall performance rating, begin-
ning the December 8 before that con-
tract year through November 30 of that
contract year.

(21)(i) The individual is a non-U.S.
citizen who becomes lawfully present
in the United States.

(ii) This SEP begins the month the
enrollee attains lawful presence status
and ends the earlier of when the indi-
vidual makes an enrollment election or
2 calendar months after the month the
enrollee attains lawful presence status.

(22) The individual was adversely af-
fected by having requested, but not re-
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ceived, required notices or information
in an accessible format, as outlined in
section 504 of the Rehabilitation Act of
1973, within the same timeframe that
the Part D plan sponsor or CMS pro-
vided the same information to individ-
uals who did not request an accessible
format.

(i) The SEP begins at the end of the
election period during which the indi-
vidual was seeking to make an election
and the length is at least as long as the
time it takes for the information to be
provided to the individual in an acces-
sible format.

(ii) Part D plan sponsors may deter-
mine eligibility for this SEP when the
criterion is met, ensuring adequate
documentation of the situation, includ-
ing records indicating the date of the
individual’s request, the amount of
time taken to provide accessible
versions of materials and the amount
of time it takes for the same informa-
tion to be provided to an individual
who does not request an accessible for-
mat.

(23) Individuals affected by an emer-
gency or major disaster declared by a
Federal, State or local government en-
tity are eligible for an SEP to make a
Part D enrollment or disenrollment
election. The SEP starts as of the date
the declaration is made, the incident
start date or, if different, the start
date identified in the declaration,
whichever is earlier. The SEP ends 2
full calendar months following the end
date identified in the declaration or, if
different, the date the end of the inci-
dent is announced, the date the inci-
dent automatically ends under applica-
ble state or local law, or, if the inci-
dent end date is not otherwise identi-
fied, the incident end date specified in
paragraph (¢)(23)(i) of this section.

(i) If the incident end date of an
emergency or major disaster is not oth-
erwise identified, the incident end date
is 1 year after the SEP start date or, if
applicable, the date of a renewal or ex-
tension of the emergency or disaster
declaration, whichever is later. There-
fore, the maximum length of this SEP,
if the incident end date is not other-
wise identified, is 14 full calendar
months after the SEP start date or, if
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applicable, the date of a renewal or ex-
tension of the emergency or disaster
declaration.

(ii)(A) Resides, or resided at the start
of the SEP eligibility period described
in this paragraph (c)(23), in an area for
which a Federal, state or local govern-
ment entity has declared an emergency
or major disaster; or

(B) Does not reside in an affected
area but relies on help making
healthcare decisions from one or more
individuals who reside in an affected
area;

(iii) Was eligible for another election
period at the time of SEP eligibility
period described in this paragraph
(c)(23); and

(iv) Did not make an election during
that other election period due to the
emergency or major disaster.

(24) The individual is using the SEP
at §422.62(b)(8) of this chapter to
disenroll from a MA plan that includes
Part D benefits.

(i) This SEP permits a one-time elec-
tion to enroll in a Part D plan.

(ii) This SEP begins upon
disenrollment from the MA plan and
continues for 2 calendar months.

(25)(i) An individual using the MA
Open Enrollment Period for Institu-
tionalized Individuals (OEPI) to
disenroll from a MA plan that includes
Part D benefits plan is eligible for a
SEP to request enrollment in a Part D
plan.

(ii) The SEP begins with the month
the individual requests disenrollment
from the MA plan and ends on the last
day of the second month following the
month MA enrollment ended.

(26) An individual using the Medicare
Advantage Open Enrollment Period
(MA OEP) to elect original Medicare is
eligible for a SEP to make a Part D en-
rollment election.

(27)(1) The individual is enrolled in a
MA special needs plan (SNP) and is no
longer eligible for the SNP because he
or she no longer meets the specific spe-
cial needs status.

(ii) The individual may request en-
rollment in a Part D plan that begins
the month the individual’s special
needs status changes and ends the ear-
lier of when he or she makes an elec-
tion or 3 months after the effective
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date of involuntary disenrollment from
the SNP.

(28) The individual is found, after en-
rollment into a Chronic Care SNP, not
to have the required qualifying condi-
tion.

(i) This individual is eligible to enroll
prospectively in a Part D plan.

(ii) This SEP begins when the MA or-
ganization notifies the individual of
the lack of eligibility for the Chronic
Care SNP and extends through the end
of that month and the following 2 cal-
endar months.

(iii) The SEP ends when the indi-
vidual makes an enrollment election or
on the last day of the second of the 2
calendar months following notification
of the lack of eligibility, whichever oc-
curs first.

(29) The individual uses the SEP at
§422.62(b)(15) of this chapter to enroll
in a MA Private Fee-for-Service plan
without Part D benefits, or enrolls in a
section 1876 cost plan, is eligible to re-
quest enrollment in a PDP or the cost
plan’s optional supplemental Part D
benefit, if offered.

(i) This SEP begins the month the in-
dividual uses the SEP at §422.62(b)(15)
of this chapter and continues for 2 ad-
ditional months.

(ii) [Reserved]

(30) An individual who uses the SEP
at §422.62(b)(23) of this chapter to
disenroll from a MA plan is eligible to
request enrollment in a PDP.

(i) This SEP begins the month the in-
dividual is notified of eligibility for the
SEP at §422.62(b)(23) of this chapter
and continues for an additional 2 cal-
endar months.

(ii) This SEP permits one enrollment
into a PDP.

(iii) This SEP ends when the indi-
vidual has enrolled in the PDP.

(iv) An individual may use this SEP
to request enrollment in a PDP subse-
quent to having submitted a
disenrollment to the MA plan or may
simply request enrollment in the PDP,
resulting in automatic disenrollment
from the MA plan.

(31) The individual is enrolled in a
plan offered by a Part D plan sponsor
that has been placed into receivership
by a state or territorial regulatory au-
thority. The SEP begins the month the
receivership is effective and continues
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until it is no longer in effect or until
the enrollee makes an election, which-
ever occurs first. When instructed by
CMS, the MA plan that has been placed
under receivership must notify its en-
rollees, in the form and manner di-
rected by CMS, of the enrollees’ eligi-
bility for this SEP and how to use the
SEP.

(32) The individual is enrolled in a
plan that has been identified with the
low performing icon in accordance with
§423.186(h)(1)(ii). This SEP exists while
the individual is enrolled in the low
performing Part D plan.

(33) The individual was involuntarily
disenrolled from an MA-PD plan due to
loss of Part B but continues to be enti-
tled to Part A. This SEP begins when
the individual is advised of the loss of
Part B and continues for 2 additional
months.

(34) The individual enrolls in Medi-
care premium-Part A or Part B using
an exceptional condition SEP, as de-
scribed in 42 CFR parts 406.27 and
407.23. The SEP begins when the indi-
vidual submits their premium-Part A
or Part B application and continues for
the first 2 months of enrollment in pre-
mium Part A or Part B. The Part D
plan enrollment is effective the first of
the month following the month the
Part D plan receives the enrollment re-
quest.

(35)(i) The individual is a full-benefit
dual eligible individual (as defined in
§423.772) making a one-time-per month
election into a fully integrated dual el-
igible special needs plan as defined in
§422.2 of this chapter, a highly inte-
grated dual eligible special needs plan
as defined in §422.2 of this chapter, or
an applicable integrated plan as de-
fined in §422.561 of this chapter.

(ii) The SEP is available only to fa-
cilitate aligned enrollment as defined
in §422.2 of this chapter.

(36) The individual meets other ex-
ceptional circumstances as CMS may
provide.

(d) Enrollment period to coordinate with
MA annual 45-day disenrollment period.
Through 2018, an individual enrolled in
an MA plan who elects Original Medi-
care from January 1 through February
14, as described in §422.62(a)(5) of this
chapter, may also elect a PDP during
this time.

42 CFR Ch. IV (10-1-25 Edition)

(e) Enrollment period to coordinate with
MA open enrollment period. For 2019 and
subsequent years, an individual who
makes an election as described in
§422.62(a)(3) of this chapter, may make
an election to enroll in or disenroll
from Part D coverage. An individual
who elects Original Medicare during
the MA open enrollment period may
elect to enroll in a PDP during this
time.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19816, Apr. 15, 2010; 76 FR 21570, Apr. 15,
2011; 83 FR 16737, Apr. 16, 2018; 85 FR 33909,
June 2, 2020; 88 FR 22337, Apr. 12, 2023; 89 FR
30830, Apr. 23, 2024]

§423.40 Effective dates.

(a) Initial enrollment period. (1) An en-
rollment made prior to the month of
entitlement to Part A or enrollment in
Part B is effective the first day of the
month the individual is entitled to or
enrolled in Part A or enrolled in Part
B.

(2) Except as otherwise provided
under §423.34(f), an enrollment made
during or after the month of entitle-
ment to Part A or enrollment in Part B
is effective the first day of the calendar
month following the month in which
the enrollment in Part D is made.

(3) If the individual is not eligible to
enroll in Part D on the first day of the
calendar month following the month in
which the election to enroll in Part D
is made, the enrollment in Part D is ef-
fective the first day of the month the
individual is eligible for Part D.

(4) In no case is an enrollment in
Part D effective before January 1, 2006
or before entitlement to Part A or en-
rollment Part B.

(b) Annual coordinated election peri-
ods—(1) General rule. Except as provided
under paragraph (b)(2) of this section,
for an enrollment or change of enroll-
ment in Part D made during an annual
coordinated election period as de-
scribed in §423.38(b), the coverage or
change in coverage is effective as of
the first day of the following calendar
year.

(2) Exception for January 1, 2006
through May 15, 2006. Enrollment elec-
tions made during the annual coordi-
nated election period between January
1, 2006 and May 15, 2006 are effective the
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first day of the calendar month fol-
lowing the month in which the enroll-
ment in Part D is made.

(c) Special enrollment periods. For an
enrollment or change of enrollment in
Part D made during a special enroll-
ment period specified in §423.38(c), the
coverage or change in coverage is effec-
tive the first day of the -calendar
month following the month in which
the election is made, unless otherwise
noted.

(d) PDP enrollment period to coordinate
with the MA annual disenrollment period.
Through 2018, an enrollment made from
January 1 through February 14 by an
individual who has disenrolled from an
MA plan as described in §422.62(a)(5) of
this chapter will be effective the first
day of the month following the month
in which the enrollment in the PDP is
made.

(e) PDP enrollment period to coordinate
with the MA open enrollment period. For
2019 and subsequent years, an enroll-
ment made by an individual who elects
Original Medicare during the MA open
enrollment period as described in
§422.62(a)(3) of this chapter, will be ef-
fective the first day of the month fol-
lowing the month in which the election
is made.

(f) Beneficiary choice of effective date.
If a beneficiary is eligible for more
than one election period, resulting in
more than one possible effective date,
the Part D plan sponsor must allow the
beneficiary to choose the election pe-
riod that results in the individual’s de-
sired effective date.

(1) To determine the beneficiary’s
choice of election period and effective
date, the Part D plan sponsor must at-
tempt to contact the beneficiary and
must document its attempts.

(2) If the Part D plan sponsor is un-
able to obtain the beneficiary’s desired
enrollment effective date, the Part D
plan sponsor must assign an election
period using the following ranking of
election periods:

(i) ICEP/Part D IEP.

(ii) MA-OEP.

(iii) SEP.

(iv) AEP.

(v) OEPL.

(3) If the Part D plan sponsor is un-
able to obtain the beneficiary’s desired
disenrollment effective date, the Part
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D plan sponsor must assign an election
period that results in the earliest
disenrollment.

[70 FR 4525, Jan. 28, 2005, as amended at 76
FR 21570, Apr. 15, 2011; 83 FR 16737, Apr. 16,
2018; 85 FR 33911, June 2, 2020; 89 FR 30831,
Apr. 23, 2024]

§423.44 Involuntary disenrollment

from Part D coverage.

(a) General rule. Except as provided in
paragraphs (b) through (d) of this sec-
tion, a PDP sponsor may not—

(1) Involuntarily disenroll an indi-
vidual from any PDP it offers; or

(2) Orally or in writing, or by any ac-
tion or inaction, request or encourage
an individual to disenroll.

(b) Basis for disenrollment—(1) Op-
tional involuntary disenrollment. A PDP
sponsor may disenroll an individual
from a PDP it offers in any of the fol-
lowing circumstances:

(i) Any monthly premium is not paid
on a timely basis, as specified under
paragraph (d)(1) of this section; or

(ii) The individual has engaged in dis-
ruptive behavior, as specified under
paragraph (d)(2) of this section.

(iii) The individual provides fraudu-
lent information on his or her election
form or permits abuse of his or her en-
rollment card as specified in paragraph
(d)(9) of this section.

(2) Required involuntary disenrollment.
A PDP sponsor must disenroll an indi-
vidual from a PDP it offers in any of
the following circumstances:

(i) The individual no longer resides in
the PDP’s service area.

(ii) The individual loses eligibility
for Part D.

(iii) Death of the individual.

(iv) The PDP sponsor’s contract is
terminated by CMS or by a PDP or
through mutual consent. The PDP
sponsor must disenroll affected enroll-
ees in accordance with the procedures
for disenrollment set forth at §423.507
through §423.510.

(v) The individual materially mis-
represents information, as determined
by CMS, to the PDP sponsor that the
individual has or expects to receive re-
imbursement for third-party coverage.

(vi) The individual is not lawfully
present in the United States.

(c) Notice requirement. (1) If the
disenrollment is for any of the reasons
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specified in paragraphs (b)(1), (b)(2)(i),
or (b)(2)(iv) of this section (that is,
other than death or loss of Part D eli-
gibility, the PDP sponsor must give
the individual timely notice of the
disenrollment with an explanation of
why the PDP is planning to disenroll
the individual.

(2) Notices for reasons specified in
paragraphs (b)(1) through (b)(2)(i) and
(b)(2)(iii) of this section must—

(i) Be provided to the individual be-
fore submission of the disenrollment
notice to CMS; and

(ii) Include an explanation of the in-
dividual’s right to file a grievance
under the PDP’s grievance procedures.

(d) Process for disenrollment—(1) Ex-
cept as specified in paragraph (d)(1)(v)
of this section, a PDP sponsor may
disenroll an individual from the PDP
for failure to pay any monthly pre-
mium under the following cir-
cumstances:

(i) The PDP sponsor can demonstrate
to CMS that it made reasonable efforts
to collect the unpaid premium amount.

(ii) The PDP sponsor gives the en-
rollee notice of disenrollment that
meets the requirements set forth in
paragraph (c) of this section.

(iii) The PDP sponsor provides the in-
dividual with a grace period, that is, an
opportunity to pay past due premiums
in full. The grace period must—

(A) Be at least 2 whole calendar
months; and

(B) Begin on the first day of the
month for which the premium is un-
paid or the first day of the month fol-
lowing the date on which premium pay-
ment is requested, whichever is later.

(iv) Reenrollment in the PDP. If an in-
dividual is disenrolled from the PDP
for failure to pay monthly PDP pre-
miums, the PDP sponsor has the option
to decline future enrollment by the in-
dividual in any of its PDPs until the
individual has paid any past premiums
due to the PDP sponsor.

(v) A PDP sponsor may not disenroll
either of the following:

(A) An individual who had monthly
premiums withheld per §423.293(a) and
(e) of this part or who is in premium
withhold status, as defined by CMS.

(B) A member or initiate the
disenrollment process if the sponsor
has been notified that an SPAP, or

42 CFR Ch. IV (10-1-25 Edition)

other payer, is paying the Part D por-
tion of the premium, and the sponsor
has not yet coordinated receipt of the
premium payments with the SPAP or
other payer.

(vi) Extension of grace period for good
cause and reinstatement. When an indi-
vidual is disenrolled for failure to pay
the plan premium, CMS (or a third
party to which CMS has assigned this
responsibility, such as a Part D spon-
sor) may reinstate enrollment in the
PDP, without interruption of coverage,
if the individual does all of the fol-
lowing:

(A) Submits a request for reinstate-
ment for good cause within 60 calendar
days of the disenrollment effective
date.

(B) Has not previously requested re-
instatement for good cause during the
same 60-day period following the invol-
untary disenrollment.

(C) Shows good cause for failure to
pay within the initial grace period.

(D) Pays all overdue premiums with-
in 3 calendar months after the
disenrollment date.

(E) Establishes by a credible state-
ment that failure to pay premiums
within the initial grace period was due
to circumstances for which the indi-
vidual had no control, or which the in-
dividual could not reasonably have
been expected to foresee.

(vil) No extension of grace period. A
beneficiary’s enrollment in the PDP
may not be reinstated if the only basis
for such reinstatement is a change in
the individual’s circumstances subse-
quent to the involuntary disenrollment
for non-payment of premiums.

(2) Disruptive behavior—(i) Definition.
A PDP enrollee is disruptive if his or
her behavior substantially impairs the
plans ability to arrange or provide for
services to the individual or other plan
members. An individual cannot be con-
sidered disruptive if the behavior is re-
lated to the use of medical services or
compliance (or noncompliance) with
medical advice or treatment.

(ii) Basis of disenrollment for disruptive
behavior. A PDP may disenroll an indi-
vidual whose behavior is disruptive as
defined in §423.44(d)(2)(1) only after the
PDP sponsor meets the requirements
described in this section and after CMS
has reviewed and approved the request.

800



Centers for Medicare & Medicaid Services, HHS

(iii) Effort to resolve the problem. The
PDP sponsor must make a serious ef-
fort to resolve the problems presented
by the individual, including providing
reasonable accommodations, as deter-
mined by CMS, for individuals with
mental or cognitive conditions, includ-
ing mental illness, Alzheimer’s disease,
and developmental disabilities. In addi-
tion, the PDP sponsor must inform the
individual of the right to use the PDP’s
grievance procedures, through the no-
tices described in paragraph (d)(2)(viii)
of this section. The individual has a
right to submit any information or ex-
planation that he or she may wish to
the PDP.

(iv) Documentation. The PDP spon-
SOr—

(A) Must document the enrollee’s be-
havior, its own efforts to resolve any
problems, as described in paragraph
(d)(2)(iii) of this section, and any ex-
tenuating circumstances;

(B) May request from CMS the abil-
ity to decline future enrollment by the
individual; and

(C) Must submit the following:

(I) The information specified in para-
graph (d)(2)(iv)(A) of this section.

(2) Any documentation received by
the individual to CMS.

(3) Dated copies of the notices re-
quired in paragraph (d)(2)(viii) of this
section.

(v) CMS review of the proposed
disenrollment. CMS reviews the infor-
mation submitted by the PDP sponsor
and any information submitted by the
individual (which the PDP sponsor has
submitted to CMS) to determine if the
PDP sponsor has fulfilled the require-
ments to request disenrollment for dis-
ruptive behavior. If the PDP sponsor
has fulfilled the necessary require-
ments, CMS reviews the information
and make a decision to approve or deny
the request for disenrollment, includ-
ing conditions on future enrollment,
within 20 working days. During the re-
view, CMS ensures that staff with ap-
propriate clinical or medical expertise
reviews the case before making a final
decision. The PDP sponsor is required
to provide a reasonable accommoda-
tion, as determined by CMS, for the in-
dividual in exceptional circumstances
that CMS deems necessary. CMS noti-
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fies the PDP sponsor within 5 working
days after making its decision.

(vi) Exception for fallback prescription
drug plans. CMS reserves the right to
deny a request from a fallback pre-
scription drug plan as defined in
$423.855 to disenroll an individual for
disruptive behavior.

(vii) Effective date of disenrollment. If
CMS permits a PDP to disenroll an in-
dividual for disruptive behavior, the
termination is effective the first day of
the calendar month after the month in
which the PDP gives the individual
written notice of the disenrollment
that meets the requirements set forth
in paragraph (c) of this section.

(viii) Required notices. The PDP spon-
sor must provide the individual two no-
tices prior to submitting the request
for disenrollment to CMS.

(A) The first notice, the advance no-
tice, informs the member that contin-
ued disruptive behavior could lead to
involuntary disenrollment and provides
the individual an opportunity to cease
the behavior in order to avoid the
disenrollment action.

(I) If the disruptive behavior ceases
after the member receives the advance
notice and then later resumes, the
sponsor must begin the process again.

(2) The sponsor must wait at least 30
days after sending the advance notice
before sending the second notice, dur-
ing which 30-day period the individual
has the opportunity to cease their be-
havior.

(B) The second notice, the notice of
intent to request CMS permission to
disenroll the member, notifies the
member that the PDP sponsor requests
CMS permission to involuntarily
disenroll the member.

(1) This notice must be provided prior
to submission of the request to CMS.

(2) These notices are in addition to
the disenrollment submission notice
required under §423.44(c).

(3) Loss of Part D eligiblity. If an indi-
vidual is no longer eligible for Part D,
CMS notifies the PDP that the
disenrollment is effective the first day
of the calendar month following the
last month of Part D eligibility.

(4) Death of the individual. If the indi-
vidual dies, disenrollment is effective
the first day of the calendar month fol-
lowing the month of death.
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(5) Individual no longer resides in the
PDP service area—Basis for
disenrollment. (i) Basis for disenrollment.
The PDP must disenroll an individual,
and must document the basis for such
action, if the PDP establishes, on the
basis of a written statement from the
individual or other evidence acceptable
to CMS, that the individual has perma-
nently moved out of the PDP service
area and must give the individual a
written notice of the disenrollment
that meets the requirements set forth
in paragraph (c¢) of this section within
10 calendar days of the plan’s confirma-
tion of the individual’s residence out-
side of the plan service area.

(ii) Special rule. If the individual has
not moved from the PDP service area,
but has been determined by the PDP
sponsor to be absent from the service
area for more than 12 consecutive
months, the PDP sponsor must
disenroll the individual from the plan,
and document the basis for such ac-
tion, effective on the first day of the
13th month after the individual left the
service area and must give the indi-
vidual a written notice of the
disenrollment that meets the require-
ments set forth in paragraph (c) of this
section within the first 10 calendar
days of the 12th month of an individ-
ual’s temporary absence from the plan
service area or, if the sponsor learns of
the individual’s temporary absence
from the plan service area after the ex-
piration of the 12 month period, within
10 calendar days of the sponsor learn-
ing of the absence. The individual is
considered to be temporarily absent
from the plan service area when one or
more of the required materials and
content referenced in §423.2267(e), if
provided by mail, is returned to the
Part D plan sponsor by the U.S. Postal
Service as undeliverable and a for-
warding address is not provided.

(iii) Incarceration. The PDP must
disenroll an individual if the PDP es-
tablishes, on the basis of evidence ac-
ceptable to CMS, that the individual is
incarcerated and does not reside in the
service area of the PDP as specified at
§423.4 or when notified of an incarcer-
ation by CMS as specified in paragraph
(d)(5)(iv) of this section.

(iv) Notification by CMS of incarcer-
ation. When CMS notifies the PDP of
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the disenrollment due to the individual
being incarcerated and not residing in
the service area of the PDP as per
§423.4, disenrollment is effective the
first of the month following the start
of incarceration, unless otherwise spec-
ified by CMS.

(6) Plan termination. (i) When a PDP
contract terminates as provided in
§423.507 through §423.510, the PDP
sponsor must give each affected PDP
enrollee notice of the effective date of
the plan termination and a description
of alternatives for obtaining prescrip-
tion drug coverage under Part D, as
specified by CMS.

(ii) The notice must be sent before
the effective date of the plan termi-
nation or area reduction, and in the
timeframes specified by CMS.

(T) Misrepresentation of third-party re-
imbursement. (i) If CMS determines an
individual has materially misrepre-
sented information to the PDP sponsor
as described under §423.44(b)(2)(v), the
termination is effective the first day of
the calendar month after the month in
which the PDP sponsor gives the indi-
vidual written notice of the
disenrollment that meets the require-
ments set forth in paragraph (c) of this
section.

(ii) Reenrollment in the PDP. Once an
individual is disenrolled from the PDP
for misrepresentation of third party re-
imbursement, the PDP sponsor has the
option to decline future enrollment by
the individual in any of its PDPs for a
period of time CMS specifies.

(8) Individual is not lawfully present in
the United States. Disenrollment is ef-
fective the first day of the month fol-
lowing notice by CMS that the indi-
vidual is ineligible in accordance with
§423.30(a)(1)(iii).

(9) Individual commits fraud or permits
abuse of enrollment card—(i) Basis for
disenrollment. A PDP may disenroll the
individual from a Part D plan if the in-
dividual—

(A) Knowingly provides, on the elec-
tion form, fraudulent information that
materially affects the individual’s eli-
gibility to enroll in the PDP; or

(B) Intentionally permits others to
use his or her enrollment card to ob-
tain drugs under the PDP.

(i1) Notice of disenrollment. The Part D
plan must give the individual a written
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notice of the disenrollment that meets
the requirements set forth in para-
graph (c) of this section.

(iii) Report to CMS. The Part D plan
must report to CMS any disenrollment
based on fraud or abuse by the indi-
vidual.

(e) Involuntary disenrollment by CMS—
(1) General rule. CMS will disenroll indi-
viduals who fail to pay the Part D in-
come related monthly adjustment
amount (Part D—IRMAA) specified in
§423.286(d)(4) and §423.293(d) of this
part.

(2) Initial grace period. For all Part
D—IRMAA amounts directly billed to
an enrollee in accordance with
§423.293(d)(2), the grace period ends
with the last day of the third month
after the billing month.

(3) Extension of grace period for good
cause and reinstatement. When an indi-
vidual is disenrolled for failing to pay
the Part D—IRMAA within the initial
grace period specified in paragraph
(e)(2) of this section, CMS (or an entity
acting on behalf of CMS) may reinstate
enrollment, without interruption of
coverage, if the individual shows good
cause as specified in §423.44(d)(1)(vi),
pays all Part D—IRMAA arrearages,
and any overdue premiums due the
Part D plan sponsor within 3 calendar
months after the disenrollment date.

(4) Notice of termination. Where CMS
has disenrolled an individual in accord-
ance with paragraph (e)(1) of this sec-
tion, the Part D plan sponsor must pro-
vide notice of termination in a form
and manner determined by CMS.

(5) Effective date of disenrollment.
After a grace period and notice of ter-
mination has been provided in accord-
ance with paragraphs (e)(2) and (4) of
this section, the effective date of
disenrollment is the first day following
the last day of the initial grace period.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1543, Jan. 12, 2009; 75 FR 19816, Apr. 15,
2010; 76 FR 21570, Apr. 15, 2011; 79 FR 29962,
May 23, 2014; 80 FR 7962, Feb. 12, 2015; 89 FR
30831, Apr. 23, 2024; 89 FR 63827, Aug. 6, 2024]

§423.46 Late enrollment penalty.

(a) General. A Part D eligible indi-
vidual must pay the late penalty de-
scribed under §423.286(d)(3), except as
described at §423.780(e), if there is a
continuous period of 63 days or longer

§423.48

at any time after the end of the indi-
vidual’s initial enrollment period dur-
ing which the individual meets all of
the following conditions:

(1) The individual was eligible to en-
roll in a Part D plan;

(2) The individual was not covered
under any creditable prescription drug
coverage; and

(3) The individual was not enrolled in
a Part D plan.

(b) Role of Part D plan in determination
of the penalty. Part D sponsors must ob-
tain information on prior creditable
coverage from all enrolled or enrolling
beneficiaries and report this informa-
tion to CMS in a form and manner de-
termined by CMS.

(¢) Reconsideration. Individuals deter-
mined to be subject to a late enroll-
ment penalty may request reconsider-
ation of this determination, consistent
with §423.56(g) of this part. Such review
will be conducted by CMS, or an inde-
pendent review entity contracted by
CMS, in accordance with guidance
issued by CMS. Decisions made
through this review are not subject to
appeal, but may be reviewed and re-
vised at the discretion of CMS.

(d) Record retention. Part D plan spon-
sors must retain all information col-
lected concerning a creditable coverage
period determination in accordance
with the enrollment records retention
requirements described in
§423.505(e)(1)(iii).

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 54251, Sept. 18, 2008; 74 FR 15643, Jan. 12,
2009]

§423.48 Information about Part D.

Each Part D plan must provide, on an
annual basis, and in a format and using
standard terminology that CMS may
specify in guidance, the information
necessary to enable CMS to provide to
current and potential Part D eligible
individuals the information they need
to make informed decisions among the
available choices for Part D coverage.
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§423.56 Procedures to determine and
document creditable status of pre-
scription drug coverage.

(a) Definition. Creditable prescription
drug coverage means any of the fol-
lowing types of coverage listed in para-
graph (b) of this section only if the ac-
tuarial value of the coverage equals or
exceeds the actuarial value of defined
standard prescription drug coverage
under Part D in effect at the start of
such plan year, not taking into ac-
count the value of any discount or cov-
erage provided during the coverage
gap, and demonstrated through the use
of generally accepted actuarial prin-
ciples and in accordance with CMS
guidelines.

(b) Types of coverage. The following
coverage is considered creditable if it
meets the definition provided in para-
graph (a) of this section:

(1) Prescription drug coverage under
a PDP or MA-PD plan.

(2) Medicaid coverage under title XIX
of the Act or under a waiver under sec-
tion 1115 of the Act.

(3) Coverage under a group health
plan, including the Federal employees
health benefits program, and qualified
retiree prescription drug plans as de-
fined in section 1860D-22(a)(2) of the
Act.

(4) Coverage under State Pharma-
ceutical

Assistance Programs (SPAP) as de-
fined at §423.454.

(5) Coverage of prescription drugs for
veterans, survivors and dependents
under chapter 17 of title 38, U.S.C.

(6) Coverage under a Medicare supple-
mental policy (Medigap policy) as de-
fined at §403.205 of this chapter.

(7) Military coverage under chapter
55 of title 10,

U.S.C., including TRICARE.

(8) Individual health insurance cov-
erage (as defined in section 2791(b)(5) of
the Public Health Service Act) that in-
cludes coverage for outpatient pre-
scription drugs and that does not meet
the definition of an excepted benefit
(as defined in section 2791(c) of the
Public Health Service Act).

(9) Coverage provided by the medical
care program of the Indian Health
Service, Tribe or Tribal organization,
or Urban Indian organization (I/T/U).
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(10) Coverage provided by a PACE or-
ganization.

(11) Coverage provided by a cost-
based HMO or CMP under part 417 of
this chapter.

(12) Coverage provided through a
State High-Risk Pool as defined under
42 CFR 146.113(a)(1)(vii).

(13) Other coverage as the Secretary
may determine appropriate.

(c) General disclosure requirements.
With the exception of PDPs and MA-
PD plans under §423.56(b)(1) and PACE
or cost-based HMO or CMP that pro-
vide qualified prescription drug cov-
erage under this Part, each entity that
offers prescription drug coverage under
any of the types described in §423.56(b),
must disclose to all Part D eligible in-
dividuals enrolled in or seeking to en-
roll in the coverage whether the cov-
erage is creditable prescription drug
coverage.

(d) Disclosure of mon-creditable cov-
erage. In the case that the coverage of
the type described in §423.56(b) is not
creditable prescription drug, the dis-
closure described in paragraph (c) of
this section to Part D eligible individ-
uals must also include:

(1) The fact that the coverage is not
creditable prescription drug coverage,
as provided by CMS;

(2) That there are limitations on the
periods in a year in which the indi-
vidual may enroll in Part D plans; and

(3) That the individual may be sub-
ject to a late enrollment penalty, as
described under §423.46.

(e) Disclosure to CMS. With the excep-
tion of PDPs and MA-PD plans under
§423.56(b)(1) and PACE or cost-based
HMO or CMP that provide qualified
prescription drug coverage under this
Part, all other entities listed under
paragraph (b) of this section must dis-
close whether the coverage they pro-
vide is creditable prescription drug
coverage to CMS in a form and manner
described by CMS.

(f) Notification content and timing re-
quirements. The disclosure notification
to Part-D eligible individuals required
in §423.56(c) and (d) must be provided in
a form and manner prescribed by CMS.
Notices must be provided, at minimum,
at the following times:
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(1) Prior to an individual’s initial en-
rollment period for Part D, as de-
scribed under §423.38(a);

(2) Prior to the effective date of en-
rollment in the prescription drug cov-
erage and upon any change that affects
whether the coverage is creditable pre-
scription drug coverage;

(3) Prior to the commencement of the
Annual Coordinated Election Period as
defined in §423.38(b); and

(4) Upon request by the individual.

(g) When an individual is not ade-
quately informed of coverage. If an indi-
vidual establishes to CMS that he or
she was not adequately informed that
his or her prescription drug coverage
was not creditable prescription drug
coverage, the individual may apply to
CMS to have the coverage treated as
creditable prescription drug coverage
for purposes of applying the late pen-
alty described in §423.46.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20505, Apr. 15, 2008; 77 FR 22168, Apr. 12,
2012]

Subpart C—Benefits and
Beneficiary Protections

§423.100 Definitions.

As used in this part, unless otherwise
specified—

ACIP-recommended adult vaccine
means a covered Part D drug, as de-
fined in this section, that is a vaccine
licensed by the U.S. Food and Drug Ad-
ministration (FDA) under section 351 of
the Public Health Service Act for use
by adult populations and administered
in accordance with recommendations
of the Advisory Committee on Immuni-
zation Practices (ACIP) of the Centers
for Disease Control and Prevention
(CDC) as adopted by the CDC Director.

Actual cost means the negotiated
price for a covered Part D drug when
the drug is purchased at a network
pharmacy, and the usual and cus-
tomary price when a beneficiary pur-
chases the drug at an out-of-network
pharmacy consistent with §423.124(a).

Affected enrollee, as used in this sub-
part, means a Part D enrollee who is
currently taking a covered Part D drug
that is subject to a negative formulary
change that affects the Part D enroll-
ee’s access to the drug during the cur-
rent plan year.

§423.100

Alternative prescription drug coverage
means coverage of Part D drugs, other
than standard prescription drug cov-
erage that meets the requirements of
§423.104(e). The term alternative pre-
scription drug coverage must be ei-
ther—

(1) Basic alternative coverage (alter-
native coverage that is actuarially
equivalent to defined standard cov-
erage, as determined through processes
and methods established under
§423.265(d)(2)); or

(2) Enhanced alternative coverage (al-
ternative coverage that meets the re-
quirements of §423.104(f)(1)).

Applicable beneficiary means an indi-
vidual who, on the date of dispensing a
covered Part D drug—

(1) Is enrolled in a prescription drug
plan or an MA-PD plan;

(2) Is not enrolled in a qualified re-
tiree prescription drug plan;

(3) Is not entitled to an income-re-
lated subsidy under section 1860D-14(a)
of the Act;

(4) Has reached or exceeded the ini-
tial coverage limit under section
1860D-2(b)(3) of the Act during the
year;

(5) Has not incurred costs for covered
part D drugs in the year equal to the
annual out-of-pocket threshold speci-
fied in section 1860D-2(b)(4)(B) of the
Act; and

(6) Has a claim that—

(i) Is within the coverage gap;

(ii) Straddles the initial coverage pe-
riod and the coverage gap;

(iii) Straddles the coverage gap and
the annual out-of-pocket threshold; or

(iv) Spans the coverage gap from the
initial coverage period and exceeds the
annual out-of-pocket threshold.

Applicable drug means a Part D drug
that is—

(1)(i) Approved under a new drug ap-
plication under section 505(b) of the
Federal Food, Drug, and Cosmetic Act
(FDCA); or

(ii) In the case of a biological prod-
uct, licensed under section 351 of the
Public Health Service Act (other than,
with respect to a plan year before 2019,
a product licensed under subsection (k)
of such section 351); and

(2)(i) If the PDP sponsor of the pre-
scription drug plan or the MA organi-
zation offering the MA-PD plan uses a
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formulary, which is on the formulary
of the prescription drug plan or MA-PD
plan that the applicable beneficiary is
enrolled in;

(ii) If the PDP sponsor of the pre-
scription drug plan or the MA organi-
zation offering the MA-PD plan does
not use a formulary, for which benefits
are available under the prescription
drug plan or MA-PD plan that the ap-
plicable beneficiary is enrolled in; or

(iii) Is provided to a particular appli-
cable beneficiary through an exception
or appeal for that particular applicable
beneficiary.

At-risk beneficiary means a Part D eli-
gible individual—

(1) Who is—

(i) Identified using clinical guidelines
(as defined in this section);

(ii) Not an exempted beneficiary; and

(iii) Determined to be at-risk for mis-
use or abuse of such frequently abused
drugs by a Part D plan sponsor under
its drug management program in ac-
cordance with the requirements of
§423.153(f); or

(2) With respect to whom a Part D
plan sponsor receives a notice upon the
beneficiary’s enrollment in such spon-
sor’s plan that the beneficiary was
identified as an at-risk beneficiary (as
defined in the paragraph (1) of this defi-
nition) under the prescription drug
plan in which the beneficiary was most
recently enrolled and such identifica-
tion had not been terminated upon
disenrollment.

Basic prescription drug coverage means
coverage of Part D drugs that is either
standard prescription drug coverage or
basic alternative coverage.

Bioequivalent has the meaning given
such term in section 505(j)(8) of the
Food, Drug, and Cosmetic Act.

Clinical guidelines, for the purposes of
a drug management program under
§423.153(f), are criteria—

(1) To identify potential at-risk bene-
ficiaries who may be determined to be
at-risk beneficiaries under such pro-
grams; and

(2) That are developed in accordance
with the standards in §423.153(f)(16)
and, beginning with contract year 2020,
will be published in guidance annually.

Contracted pharmacy network means
licensed pharmacies, including retail,
mail-order, and institutional phar-
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macies under contract with a Part D
sponsor to provide covered Part D
drugs at negotiated prices to Part D
enrollees.

Corresponding drug means, respec-
tively, a generic or authorized generic
of a brand name drug, an interchange-
able biological product of a reference
product, or an unbranded biological
product marketed under the same bio-
logics license application (BLA) as a
brand name biological product.

Coverage gap means the period in pre-
scription drug coverage that occurs be-
tween the initial coverage limit and
the out-of-pocket threshold. For pur-
poses of applying the initial coverage
limit, Part D sponsors must apply their
plan specific initial coverage limit
under basic alternative, enhanced al-
ternative or actuarially equivalent
Part D benefit designs.

Covered insulin product means, for
purposes of §423.120(h), an insulin prod-
uct, including a product that is a com-
bination of more than one type of insu-
lin or a product that is a combination
of both insulin and a non-insulin drug
or biological product, that—

(1) Is a covered Part D drug covered
under a PDP or MA-PD plan—

(i) Is licensed under section 351 of the
Public Health Service Act; and

(ii) Is marketed under the license de-
scribed in paragraph (1)(i) of this defi-
nition.

(2) Is not a compounded drug product
that contains insulin (as described in
§423.120(d)).

Covered insulin product applicable cost-
sharing amount means, with respect to
a covered insulin product, as defined in
this section, covered under a PDP or an
MA-PD plan prior to an enrollee reach-
ing the annual out-of-pocket threshold
during plan year 2026 and each subse-
quent plan year, the lesser of the fol-
lowing:

(1) $35.

(2) An amount equal to 25 percent of
the maximum fair price established for
the covered insulin product in accord-
ance with Part E of title XI of the Act.

(3) An amount equal to 25 percent of
the negotiated price (as defined in this
section) of the covered insulin product
under the PDP or MA-PD plan.

Covered Part D drug means a Part D
drug that is included in a Part D plan’s
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formulary, or treated as being included
in a Part D plan’s formulary as a result
of a coverage determination or appeal
under §§423.566, 423.580, and 423.600,
423.610, 423,620, and 423.630, and ob-
tained at a network pharmacy or an
out-of-network pharmacy in accord-
ance with §423.124.

Daily cost-sharing rate means, as ap-
plicable, the established—

(1) Monthly copayment under the en-
rollee’s Part D plan, divided by the
number of days in the approved
month’s supply for the drug dispensed
and rounded to the nearest cent; or

(2) Coinsurance percentage under the
enrollee’s Part D plan.

Dispensing fees means costs that-

(1) Are incurred at the point of sale
and pay for costs in excess of the ingre-
dient cost of a covered Part D drug
each time a covered Part D drug is dis-
pensed;

(2) Include only pharmacy costs asso-
ciated with ensuring that possession of
the appropriate covered Part D drug is
transferred to a Part D enrollee. Phar-
macy costs include, but are not limited
to, any reasonable costs associated
with a pharmacist’s time in checking
the computer for information about an
individual’s coverage, performing qual-
ity assurance activities consistent with
§423.153(c)(2), measurement or mixing
of the covered Part D drug, filling the
container, physically providing the
completed prescription to the Part D
enrollee, delivery, special packaging,
and salaries of pharmacists and other
pharmacy workers as well as the costs
associated with maintaining the phar-
macy facility and acquiring and main-
taining technology and equipment nec-
essary to operate the pharmacy. Dis-
pensing fees should take into consider-
ation the number of dispensing events
in a billing cycle, the incremental
costs associated with the type of dis-
pensing methodology, and with respect
to Part D drugs dispensed in LTC fa-
cilities, the techniques to minimize the
dispensing of unused drugs. Dispensing
fees may also take into account costs
associated with data collection on un-
used Part D drugs and restocking fees
associated with return for credit and
reuse in long-term care pharmacies,
when return for credit and reuse is per-
mitted under the State in law and is al-
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lowed under the contract between the
Part D sponsor and the pharmacy.

(3) Do not include administrative
costs incurred by the Part D plan in
the operation of the Part D benefit, in-
cluding systems costs for interfacing
with pharmacies.

Effective date of the ACIP recommenda-
tion means the date specified on the
CDC website noting the date the CDC
Director adopted the ACIP rec-
ommendation.

Exempted beneficiary means with re-
spect to a drug management program,
an enrollee who—

(1) Has elected to receive hospice
care or is receiving palliative or end-of-
life care;

(2) Is a resident of a long-term care
facility, of a facility described in sec-
tion 1905(d) of the Act, or of another fa-
cility for which frequently abused
drugs are dispensed for residents
through a contract with a single phar-
macy;

(3) Is being treated for cancer-related
pain or

(4) Has sickle cell disease.

Frequently abused drug means a con-
trolled substance under the Federal
Controlled Substances Act that the
Secretary determines 1is frequently
abused or diverted, taking into account
all of the following factors:

(1) The drug’s schedule designation
by the Drug Enforcement Administra-
tion.

(2) Government or professional guide-
lines that address that a drug is fre-
quently abused or misused.

(3) An analysis of Medicare or other
drug utilization or scientific data.

Government-funded health  program
means any program established, main-
tained, or funded, in whole or in part,
by the Government of the TUnited
States, by the government of any State
or political subdivision of a State, or
by any agency or instrumentality of
any of the foregoing, which uses public
funds, in whole or in part, to provide
to, or pay on behalf of, an individual
the cost of Part D drugs, including any
of the following:

(1) An approved State child health
plan under title XXI of the Act pro-
viding benefits for child health assist-
ance that meets the requirements of
section 2103 of the Act;
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(2) The Medicaid program under title
XIX of the Act or a waiver under sec-
tion 1115 of the Act;

(3) The veterans’ health care program
under Chapter 17 of title 38 of the
United States Code;

(4) The Indian Health Service pro-
gram under the Indian Health Care Im-
provement Act under Chapter 18 of
title 25 of the United States Code; and

(5) Any other government-funded pro-
gram whose principal activity is the di-
rect provision of health care to per-
sons.

Group health plan, for purposes of ap-
plying the definition of incurred costs
in §423.100, has the meaning given such
term in 29 U.S.C. 1167(1), but specifi-
cally excludes a personal health sav-
ings vehicle, as used in this subpart.

Immediate negative formulary change
means an immediate substitution or
market withdrawal that meets the re-
quirements of §423.120(e)(2)(i) or (ii) re-
spectively.

Incurred costs means costs incurred
by a Part D enrollee for—

(1)(i) Covered Part D drugs that are
not paid for under the Part D plan as a
result of application of any annual de-
ductible or other cost-sharing rules for
covered Part D drugs prior to the Part
D enrollee satisfying the out-of-pocket
threshold under §423.104(d)(5)(iii), in-
cluding any price differential for which
the Part D enrollee is responsible
under §423.124(b); or

(ii) Nominal cost-sharing paid by or
on behalf of an enrollee, which is asso-
ciated with drugs that would otherwise
be covered Part D drugs, as defined in
§423.100, but are instead paid for, with
the exception of said nominal cost-
sharing, by a patient assistance pro-
gram providing assistance outside the
Part D benefit, provided that docu-
mentation of such nominal cost-shar-
ing has been submitted to the Part D
plan consistent with the plan processes
and instructions for the submission of
such information; and

(2) That are paid for—

(i) By the Part D enrollee or on be-
half of the Part D enrollee by another
person, and the Part D enrollee (or per-
son paying on behalf of the Part D en-
rollee) is not reimbursed through in-
surance or otherwise, a group health
plan, or other third party payment ar-
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rangement, or the person paying on be-
half of the Part D enrollee is not pay-
ing under insurance or otherwise, a
group health plan, or third party pay-
ment arrangement;

(ii) Under State Pharmaceutical As-
sistance Program (as defined in
§423.464); by the Indian Health Service,
an Indian tribe or tribal organization,
or urban Indian organization (as de-
fined in section 4 of the Indian Health
Care Improvement Act) or under an
AIDS Drug Assistance Program (as de-
fined in part B of title XXVI of the
Public Health Service); or by a manu-
facturer as payment for an applicable
discount (as defined in §423.2305) or
under the Medicare Coverage Gap Dis-
count Program (as defined in §423.2305);
or

(iii) Under §423.782 of this part.

Insurance means a health plan that
provides, or pays the cost of Part D
drugs, including, but not limited to,
any of the following:

(1) Health insurance coverage (as de-
fined in 42 U.S.C. 300gg-91(b)(1)):

(2) A Medicare Advantage plan (as de-
scribed under section 1851(a)(2) of the
Act); and

(3) A PACE organization (as defined
under sections 1894(a)(3) and 1934(a)(13)
of the Act) but specifically excluding a
personal health savings vehicle.

I/T/U pharmacy means a pharmacy op-
erated by the Indian Health Service, an
Indian tribe or tribal organization, or
an urban Indian organization, all of
which are defined in section 4 of the In-
dian Health Care Improvement Act, 25
U.S.C. 1603.

Long-term care facility means a skilled
nursing facility as defined in section
1819(a) of the Act, or a medical institu-
tion or nursing facility for which pay-
ment is made for an institutionalized
individual under section 1902(q)(1)(B) of
the Act.

Long-term care pharmacy means a
pharmacy owned by or under contract
with a long-term care facility to pro-
vide prescription drugs to the facility’s
residents.

Long-term care network pharmacy
means a long-term care pharmacy that
is a network pharmacy.

Maintenance change means one of the
following negative formulary changes
with respect to a covered Part D drug:
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(1) Making any negative formulary
changes to a drug within 90 days of
adding a corresponding drug to the
same or a lower cost-sharing tier and
with the same or less restrictive prior
authorization (PA), step therapy (ST),
or quantity limit (QL) requirements
(other than immediate substitutions
that meet the requirements of
§423.120(e)(2)(1)).

(2) Making any negative formulary
changes to a reference product within
90 days of adding a biosimilar biologi-
cal product other than an interchange-
able biological product of that ref-
erence product to the same or a lower
cost-sharing tier and with the same or
less restrictive PA, ST, or QL require-
ments.

(3) Removing a non-Part D drug.

(4) Adding or making more restric-
tive PA, ST, or QL requirements based
upon a new FDA-mandated boxed warn-
ing.

(56) Removing a drug withdrawn from
sale by the manufacturer or that FDA
determines to be withdrawn for safety
or effectiveness reasons if the Part D
sponsor chooses not to treat it as an
immediate negative formulary change.

(6) Removing a drug based on long
term shortage and market availability.

(7) Making negative formulary
changes based upon new clinical guide-
lines or information or to promote safe
utilization.

(8) Adding PA to help determine Part
B versus Part D coverage.

Negative formulary change means one
of the following changes with respect
to a covered Part D drug:

(1) Removing a drug from a for-
mulary.

(2) Moving a drug to a higher cost-
sharing tier.

(3) Adding or making more restric-
tive prior authorization (PA), step
therapy (ST), or quantity limit (QL) re-
quirements. Negative formulary
changes do not include safety-based
claim edits which are not submitted to
CMS as part of the formulary.

Negotiated price means the price for a
covered Part D drug that—

(1) The Part D sponsor (or other
intermediary contracting organization)
and the network dispensing pharmacy
or other network dispensing provider
have negotiated as the lowest possible
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reimbursement such network entity
will receive, in total, for a particular
drug;

(2) Meets all of the following:

(i) Includes all price concessions (as
defined in this section) from network
pharmacies or other network providers;

(ii) Includes any dispensing fees; and

(iii) Excludes additional contingent
amounts, such as incentive fees, if
these amounts increase prices; and

(3) Is reduced by non-pharmacy price
concessions and other direct or indirect
remuneration that the Part D sponsor
passes through to Part D enrollees at
the point of sale.

Network pharmacy means a licensed
pharmacy that is under contract with a
Part D sponsor to provide covered Part
D drugs at negotiated prices to its Part
D plan enrollees.

Non-maintenance change means a neg-
ative formulary change that is not a
maintenance change or an immediate
negative formulary change.

Non-preferred pharmacy means a net-
work pharmacy that offers covered
Part D drugs at negotiated prices to
Part D enrollees at higher cost-sharing
levels than apply at a preferred phar-
macy.

Or otherwise means through a govern-
ment-funded health program.

Other specified entities means State
Pharmaceutical Assistance Programs
(as defined in §423.454), entities pro-
viding other prescription drug coverage
(as described in §423.464(f)(1)), author-
ized prescribers, network pharmacies,
and pharmacists.

Out-of-network pharmacy means a li-
censed pharmacy that is not under con-
tract with a Part D sponsor to provide
negotiated prices to Part D plan enroll-
ees.

Part D drug means—

(1) Unless excluded under paragraph
(2) of this definition, any of the fol-
lowing if used for a medically accepted
indication (as defined in section 1860D-
2(e)(4) of the Act)—

(i) A drug that may be dispensed only
upon a prescription and that is de-
scribed in sections 1927(k)(2)(A)()
through (iii) of the Act.

(ii) A biological product described in
sections 1927(k)(2)(B)(i) through (iii) of
the Act.
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(iii) Insulin described in section
1927(k)(2)(C) of the Act.

(iv) Medical supplies associated with
the injection of insulin, including sy-
ringes, needles, alcohol swabs, and
gauze.

(v) A vaccine licensed under section
351 of the Public Health Service Act
and for vaccine administration on or
after January 1, 2008, its administra-
tion.

(vi) Supplies that are directly associ-
ated with delivering insulin into the
body, such as an inhalation chamber
used to deliver the insulin through in-
halation.

(vii) A combination product approved
and regulated by the FDA as a drug,
vaccine, or biologic described in para-
graphs (1)(i), (ii), (iii), or (v) of this def-
inition.

(2) Does not include any of the fol-
lowing:

(i) Drugs for which payment as so
prescribed and dispensed or adminis-
tered to an individual is available for
that individual under Part A or Part B
(even though a deductible may apply,
or even though the individual is eligi-
ble for coverage under Part A or Part B
but has declined to enroll in Part A or
Part B).

(ii) Drugs or classes of drugs, or their
medical uses, which may be excluded
from coverage or otherwise restricted
under Medicaid under sections
1927(d)(2) or (d)(3) of the Act, except for
smoking cessation agents.

(iii) Medical foods, defined as a food
that is formulated to be consumed or
administered enterally under the su-
pervision of a physician and which is
intended for the specific dietary man-
agement of a disease or condition for
which distinctive nutritional require-
ments, based on recognized scientific
principles, are established by medical
evaluation, and that are not regulated
as drugs under section 505 of the Fed-
eral Food, Drug, and Cosmetic Act.

Person means a natural person, cor-
poration, mutual company, unincor-
porated association, partnership, joint
venture, limited liability company,
trust, estate, foundation, not-for-profit
corporation, unincorporated organiza-
tion, government or governmental sub-
division or agency.
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Personal health savings vehicle means
a vehicle through which individuals
can set aside their own funds to pay for
health care expenses, including covered
Part D drugs, on a tax-free basis in-
cluding any of the following—

(1) A Health Savings Account (as de-
fined under section 220 of the Internal
Revenue Code);

(2) A Flexible Spending Account (as
defined in section 106(c)(2) of the Inter-
nal Revenue Code) offered in conjunc-
tion with a cafeteria plan under section
125 of the Internal Revenue Code; and

(3) An Archer Medical Savings Ac-
count (as defined under section 223 of
the Internal Revenue Code); but spe-
cifically excluding a Health Reim-
bursement Arrangement (as described
under Internal Revenue Ruling 2002-41
and Internal Revenue Notice 2002-45)

Plan allowance means the amount
Part D plans that offer coverage other
than defined standard coverage may
use to determine their payment and
Part D enrollees’ cost-sharing for cov-
ered Part D drugs purchased at an out-
of-network pharmacy or in a physi-
cian’s office in accordance with the re-
quirements of §423.124(b).

Potential at-risk beneficiary means a
Part D eligible individual who is not an
exempted beneficiary (as defined in
this section) and—

(1) Who is identified using clinical
guidelines (as defined in this section);
or

(2) With respect to whom a Part D
plan sponsor receives a notice upon the
beneficiary’s enrollment in such spon-
sor’s plan that the beneficiary was
identified as a potential at-risk bene-
ficiary (as defined in paragraph (1) of
this definition) under the prescription
drug plan in which the beneficiary was
most recently enrolled and such identi-
fication had not been terminated upon
disenrollment.

Preclusion list means a CMS compiled
list of prescribers who—

(1) Meet all of the following require-
ments:

(i) The prescriber is currently re-
voked from Medicare for a reason other
than that stated in §424.535(a)(3) of this
chapter.

(ii) The prescriber is currently under
a reenrollment bar under §424.535(c) of
this chapter.
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(iii) CMS determines that the under-
lying conduct that led to the revoca-
tion is detrimental to the best inter-
ests of the Medicare program. In mak-
ing this determination under this para-
graph (1)(iii), CMS considers the fol-
lowing factors:

(A) The seriousness of the conduct
underlying the prescriber’s revocation;

(B) The degree to which the pre-
scriber’s conduct could affect the in-
tegrity of the Part D program; and

(C) Any other evidence that CMS
deems relevant to its determination; or

(2) Meet both of the following re-
quirements:

(i) The prescriber has engaged in be-
havior, other than that described in
§424.535(a)(3) of this chapter, for which
CMS could have revoked the individual
to the extent applicable had he or she
been enrolled in Medicare.

(ii) CMS determines that the under-
lying conduct that would have led to
the revocation is detrimental to the
best interests of the Medicare program.
In making this determination under
this paragraph, CMS considers all of
the following factors:

(A) The seriousness of the conduct in-
volved.

(B) The degree to which the pre-
scriber’s conduct could affect the in-
tegrity of the Part D program.

(C) Any other evidence that CMS
deems relevant to its determination; or

(3) The prescriber, regardless of
whether he or she is or was enrolled in
Medicare, has been convicted of a fel-
ony under Federal or State law within
the previous 10 years that CMS deems
detrimental to the best interests of the
Medicare program. Factors that CMS
considers in making such a determina-
tion under this paragraph are as fol-
lows:

(i) The severity of the offense.

(ii) When the offense occurred.

(iii) Any other information that CMS
deems relevant to its determination.

Preferred drug means a covered Part
D drug on a Part D plan’s formulary for
which beneficiary cost-sharing is lower
than for a non-preferred drug in the
plan’s formulary.

Preferred pharmacy means a network
pharmacy that offers covered Part D
drugs at negotiated prices to Part D
enrollees at lower levels of cost-shar-
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ing than apply at a non-preferred phar-
macy under its pharmacy network con-
tract with a Part D plan.

Price concession means any form of
discount, direct or indirect subsidy, or
rebate received by the Part D sponsor
or its intermediary contracting organi-
zation from any source that serves to
decrease the costs incurred under the
Part D plan by the Part D sponsor. Ex-
amples of price concessions include but
are not limited to: Discounts,
chargebacks, rebates, cash discounts,
free goods contingent on a purchase
agreement, coupons, free or reduced-
price services, and goods in kind.

Program size means the estimated
population of potential at-risk bene-
ficiaries in drug management programs
(described in §423.153(f)) operated by
Part D plan sponsors that the Sec-
retary determines can be effectively
managed by such sponsors as part of
the process to develop clinical guide-
lines.

Qualified prescription drug coverage
means any standard prescription drug
coverage or alternative prescription
drug coverage

Required prescription drug coverage
means coverage of Part D drugs under
an MA-PD plan that consists of ei-
ther—

(1) Basic prescription drug coverage;
or

(2) Enhanced alternative coverage,
provided there is no MA monthly sup-
plemental beneficiary premium (as de-
fined under section 1854(b)(2)(C) of the
Act) applied under the plan due to the
application of a credit against the pre-
mium of a rebate under §422.266(b) of
this chapter.

Retail pharmacy means any licensed
pharmacy that is open to dispense pre-
scription drugs to the walk-in general
public from which Part D enrollees
could purchase a covered Part D drug
without being required to receive med-
ical services from a provider or institu-
tion affiliated with that pharmacy.

Rural means a five-digit ZIP code in
which the population density is less
than 1,000 individuals per square mile.

Standard prescription drug coverage
means coverage of Part D drugs that
meets the requirements of §423.104(d).
The term standard prescription drug
coverage must be either—
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(1) Defined standard coverage (stand-
ard prescription drug coverage that
provides for cost-sharing as described
in §423.104(d)(2)(1)(A) and (d)(56)(1)); or

(2) Actuarially equivalent standard cov-
erage (standard prescription drug cov-
erage that provides for cost-sharing as
described in §423.104(d)(2)(1)(B) or cost-
sharing as described in §423.104(d)(5)(ii),
or both).

Suburban means a five-digit ZIP code
in which the population density is be-
tween 1,000 and 3,000 individuals per
square mile.

Supplemental benefits means benefits
offered by Part D plans, other than em-
ployer group health or waiver plans,
that meet the requirements of
§423.104()(1)(ii).

Therapeutically equivalent refers to
drugs that are rated as therapeutic
equivalents under the Food and Drug
Administration’s most recent publica-
tion of ‘“‘Approved Drug Products with
Therapeutic Equivalence Evaluations.”

Third party payment arrangement
means any contractual or similar ar-
rangement under which a person has a
legal obligation to pay for covered Part
D drugs.

Urban means a five-digit ZIP code in
which the population density is greater
than 3,000 individuals per square mile.

Usual and customary (U&C) price
means the price that an out-of-network
pharmacy or a physician’s office
charges a customer who does not have
any form of prescription drug coverage
for a covered Part D drug.

Valid prescription means a prescrip-
tion that complies with all applicable
State law requirements constituting a
valid prescription.

[70 FR 45625, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 74 FR 1543, Jan. 12,
2009; 76 FR 21571, Apr. 15, 2011; 77 FR 22169,
Apr. 12, 2012; 77 FR 32407, June 1, 2012; 79 FR
29962, May 23, 2014; 80 FR 7963, Feb. 12, 2015;
80 FR 25966, May 6, 2015; 83 FR 16737, Apr. 16,
2018; 84 FR 15840, Apr. 16, 2019; 86 FR 6115,
Jan. 19, 2021; 87 FR 27899, May 9, 2022; 89 FR
30832, Apr. 23, 2024; 89 FR 63828, Aug. 6, 2024;
90 FR 15911, Apr. 15, 2025]

§423.104 Requirements related to
qualified prescription drug cov-
erage.

(a) General. Subject to the conditions
and limitations set forth in this sub-
part, a Part D sponsor must provide en-
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rollees with coverage of the benefits
described in paragraph (c) of this sec-
tion. The benefits may be provided di-
rectly by the Part D sponsor or
through arrangements with other enti-
ties. CMS reviews and approves these
benefits consistent with §423.272, and
using written policy guidelines and re-
quirements in this part and other CMS
instructions.

(b) Awvailability of prescription drug
plan. A PDP sponsor offering a pre-
scription drug plan must offer the
plan—

(1) To all Part D eligible beneficiaries
residing in the plan’s service area; and

(2) At a uniform premium, with uni-
form benefits and level of cost-sharing
throughout the plan’s service area.

(c) Types of benefits. The coverage
provided by a Part D plan must be
qualified prescription drug coverage.

(d) Standard prescription drug cov-
erage. Standard prescription drug cov-
erage includes access to negotiated
prices as described under paragraph
(2)(1) of this section, provides coverage
of Part D drugs, and must meet the fol-
lowing requirements

(1) Deductible. An annual deductible
equal to—

(i) For 2006. $250; or

(ii) For years subsequent to 2006. The
amount specified in this paragraph for
the previous year, increased by the an-
nual percentage increase specified in
paragraph (d)(5)(iv) of this section, and
rounded to the nearest multiple of $5.

(2) Cost-sharing under the initial cov-
erage limit. (1) Subject to paragraph
(d)(4) of this section, coinsurance for
actual costs for covered Part D drugs
covered under the Part D plan above
the annual deductible specified in para-
graph (d)(1) of this section, and up to
the initial coverage limit under para-
graph (d)(3) of this section, that is—

(A) Equal to 25 percent of actual cost;
or

(B) Actuarially equivalent to an av-
erage expected coinsurance of no more
than 25 percent of actual cost, as deter-
mined through processes and methods
established under §423.265(c) and (d).

(ii) Tiered copayments. A Part D plan
providing actuarially equivalent stand-
ard coverage may apply tiered copay-
ments, provided that any tiered copay-
ments are consistent with paragraphs
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(A)(2)({A)(B) and (d)(4) of this section and
are approved as described in
§423.272(b)(2).

(iii) Tiered cost sharing under para-
graph (d)(2)(ii) of this section may not
exceed levels annually determined by
CMS to be discriminatory.

(iv) Specialty tier means a formulary
cost sharing tier dedicated to high-cost
Part D drugs with ingredient costs for
a 30-day equivalent supply (as de-
scribed in paragraph (d)(2)(iv)(A)(2) of
this section) that are greater than the
specialty tier cost threshold specified
in paragraph (d)(2)(iv)(A) of this sec-
tion.

(A) Specialty-tier cost threshold. CMS
sets the specialty-tier cost threshold
for a plan year in accordance with this
paragraph (d)(2)(iv)(A), using the fol-
lowing steps:

(I) 30-day equivalent ingredient cost.
Using the PDE data as specified in
paragraph (d)(2)(iv)(C) of this section,
CMS uses the ingredient cost reflected
on the prescription drug event (PDE)
to determine the ingredient cost in dol-
lars for a 30-day equivalent supply of
the Part D drug.

(2) 30-day equivalent supply. CMS de-
termines the 30-day equivalent supply
as follows: If the days’ supply reported
on a PDE is less than or equal to 34,
the number of 30-day equivalent sup-
plies equals one. If the days’ supply re-
ported on a PDE is greater than 34, the
number of 30-day equivalent supplies is
equal to the number of days’ supply re-
ported on each PDE divided by 30.

(3) Top 1 percent. CMS determines the
amount that equals the lowest 30-day
equivalent ingredient cost that is with-
in the top 1 percent of all 30-day equiv-
alent ingredient costs reflected in the
PDE data.

(4) Determination. Except as provided
in paragraph (d)(2)(iv)(B) of this sec-
tion, the amount determined in para-
graph (d)(2)(iii) of this section is the
specialty-tier cost threshold for the
plan year.

(5) Claims history. Except for newly
FDA-approved Part D drugs only re-
cently available on the market for
which Part D sponsors would have lit-
tle or no claims data, CMS approves
placement of a Part D drug on a spe-
cialty tier when that Part D sponsor’s
claims data from the time period speci-
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fied in paragraph (d)(2)(iv)(C) of this
section demonstrates that greater than
50 percent of the Part D sponsor’s PDEs
for a given Part D drug, when adjusted
for 30-day equivalent supplies, have in-
gredient costs for 30-day equivalent
supplies, as described in paragraph
(A)(2)(Av)(A)(2) of this section, that ex-
ceed the specialty-tier cost threshold.

(6) No claims history. For newly FDA-
approved Part D drugs only recently
available on the market for which Part
D sponsors would have little or no
claims data, CMS approves placement
of a Part D drug on a specialty tier
when that Part D sponsor estimates
that ingredient cost portion of their
negotiated prices for a 30-day equiva-
lent supply, as defined in subparagraph
(A)(2)({V)(A)(2), is anticipated to exceed
the specialty-tier cost threshold more
than 50 percent of the time, subject to
the requirements at §§423.120(b), (e),
and (f).

(B) Limit on specialty-tier cost thresh-
old adjustment. (I) CMS increases the
specialty-tier cost threshold for a plan
year only if the amount determined in
paragraph (d)(2)(iv)(A)(3) of this section
for a plan year is at least 10 percent
above the specialty tier cost threshold
for the prior plan year.

(2) If an increase is made in accord-
ance with this paragraph (d)(2)(iv)(B),
CMS rounds the amount determined in
paragraph (d)(2)(iv)(A)(3) of this section
to the nearest $10, and the resulting
dollar amount is the specialty-tier cost
threshold for the plan year.

(C) Data used to determine the spe-
cialty-tier cost threshold. CMS uses PDEs
from the plan year that ended 12
months prior to the applicable plan
year.

(D) Mazximum number of specialty tiers
and maximum allowable cost sharing. A
Part D plan may maintain up to two
specialty tiers. CMS sets the maximum
allowable cost sharing for a single spe-
cialty tier, or, in the case of a plan
with two specialty tiers, the higher
cost sharing specialty tier as follows:

(I) For Part D plans with the full de-
ductible provided under the Defined
Standard benefit, as specified in para-
graph (d)(1) of this section, 25 percent
coinsurance.

(2) For Part D plans with no deduct-
ible, 33 percent coinsurance.
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(3) For Part D plans with a deduct-
ible that is greater than $0 and less
than the deductible provided under the
Defined Standard benefit, a coinsur-
ance percentage that is determined by
subtracting the plan’s deductible from
33 percent of the initial coverage limit
(ICL) under section 1860D-2(b)(3) of the
Act, dividing this difference by the dif-
ference between the ICL and the plan’s
deductible, and rounding to the nearest
1 percent.

(3) Initial coverage limit. Except as
provided in paragraphs (d)(4) and (d)(5)
of this section, the initial coverage
limit is equal to—

(i) For 2006. $2,250.

(i1) For years subsequent to 2006. The
amount specified in this paragraph for
the previous year, increased by the an-
nual percentage increase specified in
paragraph (d)(5)(iv) of this section, and
rounded to the nearest multiple of $10.

(4) Cost-sharing in the coverage gap for
applicable beneficiaries. (i) Coinsurance
in the coverage gap (as defined in
§423.100) for costs for covered Part D
drugs that are not applicable drugs (as
defined in §423.100) under the Medicare
coverage gap discount program that
is—

(A) Equal to the generic gap coinsur-
ance percentage described in paragraph
(d)(4)(iii) of this section; or

(B) Actuarially equivalent to an av-
erage expected coinsurance for covered
Part D drugs that are not applicable
drugs under the Medicare coverage gap
discount program, as determined
through processes and methods estab-
lished under §423.265 (c) and (d).

(ii) Coinsurance in the coverage gap
for the actual cost minus the dis-
pensing fee and any vaccine adminis-
tration fee for covered Part D drugs
that are applicable drugs under the
Medicare coverage gap discount pro-
gram that is—

(A) Equal to the difference between
the applicable gap coinsurance percent-
age described in paragraph (d)(4)(iv) of
this section and the discount percent-
age determined under the Medicare
coverage gap discount program; or

(B) Actuarially equivalent to an av-
erage expected coinsurance for covered
Part D drugs that are applicable drugs
under the Medicare coverage gap dis-
count program, as determined through
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processes and methods established
under §423.265 (c) and (d).

(iii) Generic gap coinsurance percent-
age. The generic gap coinsurance per-
centage is equal to—

(A) For 2011, 93 percent.

(B) For years 2012 through 2019, the
amount specified in this paragraph for
the previous year, decreased by 7 per-
centage points.

(C) For 2020 and each subsequent
year, 25 percent.

(iv) Applicable gap coinsurance per-
centage. The applicable gap coinsurance
percentage is equal to—

(A) For 2013 and 2014, 97.5 percent.

(B) For 2015 and 2016, 95 percent.

(C) For 2017, 90 percent.

(D) For 2018, 85 percent.

(E) For 2019, 80 percent.

(F) For 2020 and subsequent years, 75
percent.

(5) Protection against high out-of-pock-
et expenditures. (i) After an enrollee’s
incurred costs exceed the annual out-
of-pocket threshold described in para-
graph (d)(5)(iii) of this section, cost-
sharing equal to the greater of—

(A) Copayments. (1) In 2006, $2 for a
generic drug or preferred drug that is a
multiple source drug (as defined in sec-
tion 1927(k)(7T)(A)(i) of the Act) and $5
for any other drug; and

(2) For subsequent years, the copay-
ment amounts specified in this para-
graph for the previous year increased
by the annual percentage increase de-
scribed in paragraph (d)(b)(iv) of this
section and rounded to the nearest
multiple of 5 cents; or

(B) Coinsurance. Coinsurance of five
percent of actual cost.

(ii) As determined through processes
and methods established under
§423.265(c) and (d), a Part D plan may
substitute for cost-sharing under para-
graph (d)(5)(i) of this section an
amount that is actuarially equivalent
to expected cost-sharing under para-
graph (d)(5)(i) of this section.

(iii) Annual out-of-pocket threshold.
For purposes of this part, the annual
out-of-pocket threshold equals—

(A) For 2006. $3,600.

(B) For each year 2007 through 2013.
The amount specified in this paragraph
for the previous year, increased by the
annual percentage increase specified in
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paragraph (d)(5)(iv) of this section, and
rounded to the nearest multiple of $50.

(C) For years 2014 and 2015. The
amount specified in this paragraph for
the previous year, increased by the an-
nual percentage increase specified in
paragraph (d)(6)(iv) of this section,
minus 0.25 percentage point.

(D) For each year 2016 through 2019.
The amount specified in this paragraph
for the previous year, increased by the
lesser of—

(I) The annual percentage increase
specified in (d)(5)(v) of this section plus
2 percentage points; or

(2) The annual percentage increase
specified in (d)(5)(iv) of this section.

(E) For 2020. The amount specified in
this paragraph for 2013 increased by the
annual percentage increases specified
in paragraph (d)(5)(iv) of this section
for 2014 through 2020, and rounded to
the nearest $50.

(F) For 2021 and subsequent years. The
amount specified in this paragraph for
the previous year, increased by the an-
nual percentage increase specified in
paragraph (d)(5)(iv) of this section, and
rounded to the nearest $50.

(iv) Annual percentage increase. The
annual percentage increase for each
year is equal to the annual percentage
increase in average per capita aggre-
gate expenditures for Part D drugs in
the United States for Part D eligible
individuals and is based on data for the
12-month period ending in July of the
previous year.

(v) Additional annual percentage in-
crease. The annual percentage increase
for each year is equal to the annual
percentage increase in the consumer
price index for all urban consumers
(United States city average) for the 12-
month period ending in July of the pre-
vious year.

(e) Alternative prescription drug cov-
erage. Alternative prescription drug
coverage includes access to negotiated
prices as described under paragraph
(2)(1) of this section, provides coverage
of Part D drugs, and must meet the fol-
lowing requirements—

(1) Has an annual deductible that
does not exceed the annual deductible
specified in paragraph (d)(1) of this sec-
tion;

(2) Imposes cost-sharing no greater
than that specified in paragraphs
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(d)(5)(A) or (ii) of this section once the
annual out-of-pocket threshold de-
scribed in paragraph (d)(5)(iii) of this
section is met;

(3) Has a total or gross value that is
at least equal to the total or gross
value of defined standard coverage.

(4) Has an unsubsidized value that is
at least equal to the unsubsidized value
of standard prescription drug coverage.
For purposes of this subparagraph, the
unsubsidized value of coverage is the
amount by which the actuarial value of
the coverage exceeds the actuarial
value of the subsidy payments under
§423.782 for the coverage; and

(5) Provides coverage that is de-
signed, based upon an actuarially rep-
resentative pattern of utilization, to
provide for the payment, for costs in-
curred for covered Part D drugs, that
are equal to the initial coverage limit
under paragraph (d)(3) of this section,
of an amount equal to at least the
product of -

(i) The amount by which the initial
coverage limit described in paragraph
(d)(3) of this section for the year ex-
ceeds the deductible described in para-
graph (d)(1) of this section; and

(ii) 100 percent minus the coinsurance
percentage specified in paragraph
(d)(2)(Q) of this section.

(f) Enhanced alternative coverage. (1)
Enhanced alternative coverage must
meet the requirements under para-
graph (e) of this section and includes-

(i) Basic prescription drug coverage,
as defined in §423.100; and

(ii) Supplemental benefits,
include-

(A) Coverage of drugs that are spe-
cifically excluded as Part D drugs
under paragraph (2)(ii) of the definition
of Part D drug under §423.100; or

(B) Any of the following changes or
combination of changes that increase
the actuarial value of benefits under
the Part D plan above the actuarial
value of defined standard prescription
drug coverage, as determined through
processes and methods established
under §423.265—

(I) A reduction in the annual deduct-
ible described in paragraph (d)(1) of
this section;

(2) A reduction in the cost-sharing
described in paragraphs (d)(2) or (d)(5)
of this section, or

which
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(3) An increase in the initial coverage
limit described in paragraph (d)(3) of
this section.

(C) Both the coverage described in
paragraph (f)(1)(ii)(A) of this section
and the changes or combination of
changes described in paragraph
(£)(1)(ii)(B) of this section.

(2) Restrictions on the offering of en-
hanced alternative coverage by PDP spon-
sors. A PDP sponsor may not offer en-
hanced alternative coverage in a serv-
ice area unless the PDP sponsor also
offers a prescription drug plan in that
service area that provides basic pre-
scription drug coverage.

(3) Restrictions on the offering of en-
hanced alternative coverage by MA orga-
nizations. Effective January 1, 2006, an
MA organization—

(i) May not offer an MA coordinated
care plan, as defined in §422.4 of this
chapter, in an area unless either that
plan (or another MA plan offered by
the MA organization in that same serv-
ice area) includes required prescription
drug coverage; and

(ii) May not offer prescription drug
coverage (other than that required
under Parts A and B of title XVIII of
the Act) to an enrollee—

(A) Under an MSA plan, as defined in
§422.2 of this chapter; or

(B) Under another MA plan (includ-
ing a private fee-for-service plan, as de-
fined in §422.4 of this chapter) unless
the drug coverage under the other plan
provides qualified prescription drug
coverage and unless the requirements
of paragraph (f)(3)(i) of this section are
met.

(4) Restrictions on the offering of en-
hanced alternative coverage by cost plans.
(i) A cost plan that elects to offer
qualified prescription drug coverage
may offer enhanced alternative cov-
erage as an optional supplemental ben-
efit under §417.440(b)(2)(ii) of this chap-
ter only if the cost plan also offers
basic prescription drug coverage. An
enrollee in the cost plan may, at the
individual’s option, elect whether to
receive qualified prescription drug cov-
erage under the cost plan and, if so,
whether to receive basic prescription
drug coverage or, if offered by the cost
plan, enhanced alternative coverage.

(ii) A cost plan that offers qualified
prescription drug coverage as an op-
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tional supplemental benefit under
§417.440(b)(2)(ii) of this chapter may
not offer prescription drug coverage
that is not qualified prescription drug
coverage. A cost plan that does not
offer qualified prescription drug cov-
erage under §417.440(b)(2)(ii) of this
chapter may offer prescription drug
coverage that is not qualified prescrip-
tion drug coverage under
§417.440(b)(2)(i) of this chapter.

(g) Negotiated prices—(1) Access to ne-
gotiated prices. A Part D sponsor is re-
quired to provide its Part D enrollees
with access to negotiated prices for
covered Part D drugs included in its
Part D plan’s formulary. Negotiated
prices must be provided even if no ben-
efits are payable to the beneficiary for
covered Part D drugs because of the ap-
plication of any deductible or 100 per-
cent coinsurance requirement fol-
lowing satisfaction of any initial cov-
erage limit. Negotiated prices must be
provided when the negotiated price for
a covered Part D drug under a Part D
sponsor’s benefit package is less than
the applicable cost-sharing before the
application of any deductible, before
any initial coverage limit, before the
annual out-of-pocket threshold, and
after the annual out-of-pocket thresh-
old.

(2) Interaction with Medicaid best price.
Prices negotiated with a pharma-
ceutical manufacturer, including dis-
counts, subsidies, rebates, and other
price concessions, for covered Part D
drugs by the following entities are not
taken into account in establishing
Medicaid’s best price under section
1927(c)(1)(C) of the Act—

(i) A Part D plan, as defined in §423.4;
or

(iii) A qualified retiree prescription
drug plan (as defined in §423.882) for
Part D eligible individuals.

(3) Disclosure. (i) A Part D sponsor is
required to disclose to CMS data on ag-
gregate negotiated price concessions
obtained from pharmaceutical manu-
facturers, as well as data on aggregate
negotiated price concessions obtained
from pharmaceutical manufacturers
that are passed through to bene-
ficiaries, via pharmacies and other dis-
pensers, in the form of lower subsidies
paid by CMS on behalf of low-income
individuals described in §423.782, or in
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the form of lower monthly beneficiary
premiums or lower covered Part D drug
prices at the point of sale.

(ii) Information on negotiated prices
disclosed to CMS under paragraph
(2)(3) of this section is protected under
the confidentiality provisions applica-
ble under section 1927(b)(3)(D) of the
Act.

(4) Audits. CMS and the Office of the
Inspector General may conduct peri-
odic audits of the financial statements
and all records of Part D sponsors per-
taining to any qualified prescription
drug coverage they may offer under a
Part D plan.

(h) Valid prescription. A Part D spon-
sor may only provide benefits for Part
D drugs that require a prescription if
those drugs are dispensed upon a valid
prescription.

(i) Daily cost-sharing rate. Beginning
January 1, 2014, a Part D sponsor is re-
quired to provide its enrollees access to
a daily cost-sharing rate in accordance
with §423.153(b)(4).

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1544, Jan. 12, 2009; 75 FR 19816, Apr. 15,
2010; 76 FR 21571, Apr. 15, 2011; 77 FR 22169,
Apr. 12, 2012; 80 FR 7963, Feb. 12, 2015; 86 FR
6115, Jan. 19, 2021; 89 FR 30833, Apr. 23, 2024]

§423.112 Establishment of prescrip-
tion drug plan service areas.

(a) Service area for prescription drug
plan sponsors. The service area for a
prescription drug plan sponsor other
than a fallback prescription drug plan
sponsor consists of one or more PDP
regions as established under para-
graphs (b) and (c) of this section.

(b) Establishment of PDP regions—(1)
General. CMS establishes PDP regions
in a manner consistent with the re-
quirements for the establishment of
MA regions as described at §422.455 of
this chapter.

(2) Relation to MA regions. To the ex-
tent practicable, PDP regions are the
same as MA regions. CMS may estab-
lish PDP regions that are not the same
as MA regions if CMS determines that
the establishment of these regions im-
proves access to prescription drug plan
benefits for Part D eligible individuals.

(c) Authority for territories. CMS es-
tablishes a PDP region or regions for
States that are not within the 50
States and the District of Columbia.
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(d) Revision of PDP regions. CMS may
revise the PDP regions established
under paragraphs (b) and (c) of this sec-
tion.

(e) Regional or national plan. Nothing
in this section prevents a prescription
drug plan from being offered in two or
more PDP regions in their entirety or
in all PDP regions in their entirety.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19816, Apr. 15, 2010]

§423.120 Access to covered Part D
drugs.

(a) Assuring pharmacy access—(1)
Standards for convenient access to net-
work pharmacies. Except as provided in
paragraph (a)(7) of this section, a Part
D sponsor (as defined in §423.4 of this
part) must have a contracted pharmacy
network consisting of retail phar-
macies sufficient to ensure that, for
beneficiaries residing in each State in
a PDP sponsor’s service area (as de-
fined in §423.112(a) of this part), each
State in a regional MA-organization’s
service area (as defined in §422.2 of this
part), the entire service area of a local
MA organization (as defined in §422.2 of
this chapter) or the entire geographic
area of a cost contract (as defined in
§417.401 of this chapter) all of the fol-
lowing requirements are satisfied:

(i) At least 90 percent of Medicare
beneficiaries, on average, in urban
areas served by the Part D sponsor live
within 2 miles of a network pharmacy
that is a retail pharmacy or a phar-
macy described under paragraph (a)(2)
of this section.

(ii) At least 90 percent of Medicare
beneficiaries, on average, in suburban
areas served by the Part D sponsor live
within 5 miles of a network pharmacy
that is a retail pharmacy or a phar-
macy described under paragraph (a)(2)
of this section.

(iii) At least 70 percent of Medicare
beneficiaries, on average, in rural areas
served by the Part D sponsor live with-
in 15 miles of a network pharmacy that
is a retail pharmacy or a pharmacy de-
scribed under paragraph (a)(2) of this
section.

(2) Applicability of some mnon-retail
pharmacies to standards for convenient
access. Part D sponsors may count I/T/
U pharmacies and pharmacies operated
by Federally Qualified Health Centers
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and Rural Health Centers toward the
standards for convenient access to net-
work pharmacies in paragraph (a)(1) of
this section.

(3) Access to mon-retail pharmacies. A
Part D sponsor’s contracted pharmacy
network may be supplemented by non-
retail pharmacies, including phar-
macies offering home delivery via
mail-order and institutional phar-
macies, provided the requirements of
paragraph (a)(1) of this section are met.

(4) Access to home infusion pharmacies.
A Part D sponsor’s contracted phar-
macy network must provide adequate
access to home infusion pharmacies
consistent with written policy guide-
lines and other CMS instructions. A
Part D plan must ensure that such net-
work pharmacies, at a minimum meet
all the following requirements:

(i) Are capable of delivering home-in-
fused drugs in a form that can be ad-
ministered in a clinically appropriate
fashion.

(ii) Are capable of providing infusible
Part D drugs for both short-term acute
care and long-term chronic care thera-
pies.

(iii) Emnsure that the professional
services and ancillary supplies nec-
essary for home infusion therapy are in
place before dispensing Part D home
infusion drugs.

(iv) Provide delivery of home infu-
sion drugs within 24 hours of discharge
from an acute care setting, or later if
S0 prescribed.

(5) Access to long-term care pharmacies.
A Part D sponsor must offer standard
contracting terms and conditions, in-
cluding performance and service cri-
teria for long-term care pharmacies
that CMS specifies, to all long-term
care pharmacies in its service area.
The sponsor must provide convenient
access to long-term care pharmacies
consistent with written policy guide-
lines and other CMS instructions.

(6) Access to I/T/U pharmacies. A Part
D sponsor must offer standard con-
tracting terms and conditions con-
forming to the model addendum that
CMS develops, to all I/T/U pharmacies
in its service area. The sponsor must
provide convenient access to I/T/U
pharmacies consistent with written
policy guidelines and other CMS in-
structions.
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(T) Waiver of pharmacy access require-
ments. CMS waives the requirements
under paragraph (a)(1) of this section in
the case of either of the following:

(i) An MA organization or cost con-
tract (as described in section 1876(h) of
the Act) that provides its enrollees
with access to covered Part D drugs
through pharmacies owned and oper-
ated by the MA organization or cost
contract, provided the organization’s
or plan’s pharmacy network meets the
access standard set forth—

(A) At §422.112 of this chapter for an
MA organization; or

(B) At §417.416(e) of this chapter for a
cost contract.

(ii) An MA organization offering a
private fee-for-service plan described in
§422.4 of this chapter that—

(A) Offers qualified prescription drug
coverage; and

(B) Provides plan enrollees with ac-
cess to covered Part D drugs dispensed
at all pharmacies, without regard to
whether they are contracted network
pharmacies and without charging cost-
sharing in excess of that described in
§423.104(d)(2) and (d)(5).

(8) Pharmacy network contracting
requirements. In establishing its con-
tracted pharmacy network, a Part D
sponsor offering qualified prescription
drug coverage—

(i) Must contract with any pharmacy
that meets the Part D sponsor’s stand-
ard terms and conditions;

(ii) May not require a pharmacy to
accept insurance risk as a condition of
participation in the Part D sponsor’s
contracted pharmacy network; and

(iii) May not prohibit a pharmacy
from, nor penalize a pharmacy for, in-
forming a Part D plan enrollee of the
availability at that pharmacy of a pre-
scribed medication at a cash price that
is below the amount that the enrollee
would be charged to obtain the same
medication through the enrollee’s Part
D plan.

(9) Differential cost-sharing for pre-
ferred pharmacies. A Part D sponsor of-
fering a Part D plan that provides cov-
erage other than defined standard cov-
erage may reduce copayments or coin-
surance for covered Part D drugs ob-
tained through a preferred pharmacy

818



Centers for Medicare & Medicaid Services, HHS

relative to the copayments or coinsur-
ance applicable for such drugs when ob-
tained through a non-preferred phar-
macy. Such differentials are taken into
account in determining whether the re-
quirements under §423.104(d)(2) and
(d)(b) and §423.104(e) are met. Any cost-
sharing reduction under this section
must not increase CMS payments to
the Part D plan under §423.329.

(10) Level playing field between mail-
order and network pharmacies. A Part D
sponsor must permit its Part D plan
enrollees to receive benefits, which
may include a 90-day supply of covered
Part D drugs, at any of its network
pharmacies that are retail pharmacies.
A Part D sponsor may require an en-
rollee obtaining a covered Part D drug
at a network pharmacy that is a retail
pharmacy to pay any higher cost-shar-
ing applicable to that covered Part D
drug at the network pharmacy that is
a retail pharmacy instead of the cost-
sharing applicable to that covered Part
D drug at the network pharmacy that
is a mail-order pharmacy.

(b) Formulary requirements. A Part D
sponsor that uses a formulary under its
qualified prescription drug coverage
must meet the following require-
ments—

(1) Development and revision by a phar-
macy and therapeutic committee. A Part
D sponsor’s formulary must be devel-
oped and reviewed by a pharmacy and
therapeutic committee that—

(i) Includes a majority of members
who are practicing physicians and/or
practicing pharmacists.

(ii) Includes at least one practicing
physician and at least one practicing
pharmacist who are independent and
free of conflict relative to-

(A) The Part D sponsor and Part D
plan; and

(B) Pharmaceutical manufacturers.

(iii) Includes at least one practicing
physician and one practicing phar-
macist who are experts regarding care
of elderly or disabled individuals.

(iv) Clearly articulates and docu-
ments processes to determine that the
requirements under paragraphs (b)(1)(i)
through (iii) of this section have been
met, including the determination by an
objective party of whether disclosed fi-
nancial interests are conflicts of inter-
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est and the management
recusals due to such conflicts.

(v) Bases clinical decisions on the
strength of scientific evidence and
standards of practice, including assess-
ing peer-reviewed medical literature,
pharmacoeconomic studies, outcomes
research data, and other such informa-
tion as it determines appropriate.

(vi) Considers whether the inclusion
of a particular Part D drug in a for-
mulary or formulary tier has any
therapeutic advantages in terms of
safety and efficacy.

(vii) Reviews policies that guide ex-
ceptions and other utilization manage-
ment processes, including drug utiliza-
tion review, quantity limits, generic
substitution, and therapeutic inter-
change.

(viii) Evaluates and analyzes treat-
ment protocols and procedures related
to the plan’s formulary at least annu-
ally consistent with written policy
guidelines and other CMS instructions.

(ix) Documents in writing its deci-
sions regarding formulary development
and revision and utilization manage-
ment activities.

(x) Reviews and approves all clinical
prior authorization criteria, step ther-
apy protocols, and quantity limit re-
strictions applied to each covered Part
D drug.

(xi) Meets other requirements con-
sistent with written policy guidelines
and other CMS instructions.

(2) Provision of an Adequate For-
mulary. A Part D plan’s formulary
must—

(i) Except as provided in paragraphs
(b)(2)(i1) and (v) of this section, include
within each therapeutic category and
class of Part D drugs at least two Part
D drugs that are not therapeutically
equivalent and bioequivalent, with dif-
ferent strengths and dosage forms
available for each of those drugs, ex-
cept that only one Part D drug must be
included in a particular category or
class of covered Part D drugs if the cat-
egory or class includes only one Part D
drug.

(ii) Include at least one Part D drug
within a particular category or class of
Part D drugs to the extent the Part D
plan demonstrates, and CMS approves,
the following-

of any
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(A) That only two drugs are available
in that category or class of Part D
drugs; and

(B) That one drug is clinically supe-
rior to the other drug in that category
or class of Part D drugs.

(iii) Include adequate coverage of the
types of drugs most commonly needed
by Part D enrollees, as recognized in
national treatment guidelines.

(iv) Be approved by CMS consistent
with §423.272(b)(2).

(v) Until such time as there are es-
tablished, through notice and comment
rulemaking, criteria to identify, as ap-
propriate, categories and classes of
clinical concern, the categories and
classes of clinical concern are as speci-
fied in section 1860D-4(b)(3)(G)(iv) of
the Act.

(vi) Exceptions to paragraph (b)(2)(v)
of this section are as follows:

(A) Drug or biological products that
are rated as either of the following:

(I) Therapeutically equivalent (under
the Food and Drug Administration’s
most recent publication of ‘“‘Approved
Drug Products with Therapeutic
Equivalence Evaluations,” also known
as the Orange Book).

(2) Interchangeable (under the Food
and Drug Administration’s most recent
publication of the Purple Book: Lists
of Licensed Biological Products with
Reference Product Exclusivity and Bio-
similarity or Interchangeability Eval-
uations).

(B) Utilization management proc-
esses that limit the quantity of drugs
due to safety.

(C) Subject to CMS review and ap-
proval, for enrollees that are not on ex-
isting therapy on the protected class
Part D drug, and except for
antiretroviral medications, prior au-
thorization and step therapy require-
ments to confirm intended use is for a
protected class indication, to ensure
clinically appropriate use, to promote
utilization of preferred formulary al-
ternatives, or a combination thereof.

(D) Other drugs that CMS specifies
through a process that is based upon
scientific evidence and medical stand-
ards of practice (and, in the case of
antiretroviral medications, is con-
sistent with the Department of Health
and Human Services Guidelines for the
Use of Antiretroviral Agents in HIV-1-
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Infected Adults and Adolescents) and
which permits public notice and com-
ment.

(3) Transition process. A Part D spon-
sor must provide for an appropriate
transition process for enrollees pre-
scribed Part D drugs that are not on its
Part D plan’s formulary (including
Part D drugs that are on a sponsor’s
formulary but require prior authoriza-
tion or step therapy under a plan’s uti-
lization management rules). The tran-
sition process must:

(i)(A) Be applicable to all of the fol-
lowing:

(I) New enrollees into Part D plans
following the annual coordinated elec-
tion period.

(2) Newly eligible Medicare enrollees
from other coverage.

(3) Individuals who switch from one
plan to another after the start of the
contract year.

(4) Current enrollees remaining in
the plan affected by formulary
changes.

(B) Not apply in cases of immediate
changes as permitted under paragraph
(e)(2) of this section.

(ii) Ensure access to a temporary
supply of drugs within the first 90 days
of coverage under a new plan. This 90
day timeframe applies to retail, home
infusion, long-term care and mail-order
pharmacies,

(iii) Ensure the provision of a tem-
porary fill when an enrollee requests a
fill of a non-formulary drug during the
time period specified in paragraph
(b)(3)(ii) of this section (including Part
D drugs that are on a plan’s formulary
but require prior authorization or step
therapy under a plan’s utilization man-
agement rules) by providing a one-
time, temporary supply of at least an
approved month’s supply of medica-
tion, unless the prescription is written
by a prescriber for less than an ap-
proved month’s supply and requires the
Part D sponsor to allow multiple fills
to provide up to a total of an approved
month’s supply of medication.

(iv) Ensure written notice is provided
to each affected enrollee within 3 busi-
ness days after adjudication of the
temporary fill. For long-term care resi-
dents dispensed multiple supplies of a
Part D drug, in increments of 14-days-
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or-less, consistent with the require-
ments under §423.154, the written no-
tice must be provided within 3 business
days after adjudication of the first
temporary fill.

(v) Ensure that reasonable efforts are
made to notify prescribers of affected
enrollees who receive a transition no-
tice under paragraph (b)(3)(iv) of this
section.

(vi) A Part D sponsor must charge
cost sharing for a temporary supply of
drugs provided under its transition
process such that the following condi-
tions are met:

(A) For low-income subsidy (LIS) en-
rollees, a sponsor must not charge
higher cost sharing for transition sup-
plies than the statutory maximum co-
payment amounts.

(B) For non-LIS enrollees, a sponsor
must charge—

(I) The same cost sharing for non-for-
mulary Part D drugs provided during
the transition that would apply for
non-formulary drugs approved through
a formulary exception in accordance
with §423.578(b); and

(2) The same cost sharing for for-
mulary drugs subject to utilization
management edits provided during the
transition that would apply once the
utilization management criteria are
met.

(4) Limitation on changes in therapeutic
classification. Except as CMS may per-
mit to account for new therapeutic
uses and newly approved Part D drugs,
a Part D sponsor may not change the
therapeutic categories and classes in a
formulary other than at the beginning
of each plan year.

(5) Notice of formulary changes. Part
D sponsors must provide notice of
changes to CMS-approved formularies
as specified in §423.120(f).

(6) Changes to CMS-approved
formularies. Changes to CMS-approved
formularies may be made only in ac-
cordance with paragraph (e) of this sec-
tion.

() Provider and patient education. A
Part D sponsor must establish policies
and procedures to educate and inform
health care providers and enrollees
concerning its formulary.

(c) Use of standardized technology. (1)
A Part D sponsor must issue and re-
issue, as necessary, a card or other
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type of technology that its enrollees
may use to access negotiated prices for
covered Part D drugs as provided under
§423.104(g). The card or other tech-
nology must comply with standards
CMS establishes.

(2) When processing Part D claims, a
Part D sponsor or its intermediary
must comply with the electronic trans-
action standards established by 456 CFR
162.1102. CMS will issue guidance on the
use of conditional fields within such
standards.

(3) A Part D sponsor must require its
network pharmacies to submit claims
to the Part D sponsor or its inter-
mediary whenever the card described in
paragraph (c)(1) of this section is pre-
sented or on file at the pharmacy un-
less the enrollee expressly requests
that a particular claim not be sub-
mitted to the Part D sponsor or its
intermediary.

(4) Beginning January 1, 2012, a part
D sponsor must assign and exclusively
use a unique—

(i) Part D BIN or RxBIN and Part D
processor control number (RXPCN)
combination in its Medicare line of
business; and

(ii) Part D cardholder identification
number (RxXID) to each Medicare Part
D enrollee to clearly identify Medicare
Part D beneficiaries.

(5)(i) A Part D plan sponsor must re-
ject, or must require its pharmacy ben-
efit manager (PBM) to reject, a phar-
macy claim for a Part D drug unless
the claim contains the active and valid
National Provider Identifier (NPI) of
the prescriber who prescribed the drug.

(ii) The sponsor must communicate
at point-of sale whether or not a sub-
mitted NPI is active and valid in ac-
cordance with this paragraph (c)(5)(ii).

(A) If the sponsor communicates that
the NPI is not active and valid, the
sponsor must permit the pharmacy
to—

(I) Confirm that the NPI is active
and valid; or

(2) Correct the NPI.

(B) If the pharmacy confirms that
the NPI is active and valid or corrects
the NPI, the sponsor must pay the
claim if it is otherwise payable.

(iii) A Part D sponsor must not later
recoup payment from a network phar-
macy for a claim that does not contain
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an active and valid individual pre-
scriber NPI on the basis that it does
not contain one, unless the sponsor—

(A) Has complied with paragraph
(c)(5)(ii) of this section;

(B) Has verified that a submitted NPI
was not in fact active and valid; and

(C) The agreement between the par-
ties explicitly permits such
recoupment.

(iv) With respect to requests for re-
imbursement submitted by Medicare
beneficiaries, a Part D sponsor may not
make payment to a beneficiary depend-
ent upon the sponsor’s acquisition of
an active and valid individual pre-
scriber NPI, unless there is an indica-
tion of fraud. If the sponsor is unable
to retrospectively acquire an active
and valid individual prescriber NPI, the
sponsor may not seek recovery of any
payment to the beneficiary solely on
that basis.

(6)(1) Except as provided in paragraph
(c)(6)(iv) of this section, a Part D spon-
sor must reject, or must require its
PBM to reject, a pharmacy claim for a
Part D drug if the individual who pre-
scribed the drug is included on the pre-
clusion list, defined in §423.100.

(ii) Except as provided in paragraph
(c)(6)(iv) of this section, a Part D spon-
sor must deny, or must require its
PBM to deny, a request for reimburse-
ment from a Medicare beneficiary if
the request pertains to a Part D drug
that was prescribed by an individual
who is identified by name in the re-
quest and who is included on the pre-
clusion list, defined in §423.100.

(iii) A Part D plan sponsor may not
submit a prescription drug event (PDE)
record to CMS unless it includes on the
PDE record the active and valid indi-
vidual NPI of the prescriber of the
drug, and the prescriber is not included
on the preclusion list, defined in
§423.100, for the date of service.

(iv) With respect to Part D pre-
scribers who have been added to an up-
dated preclusion list but are not cur-
rently excluded by the OIG, the Part D
plan sponsor must do all of the fol-
lowing:

(A) Subject to all other Part D rules
and plan coverage requirements, and
no later than 30 days after the posting
of this updated preclusion list, must
provide an advance written notice to
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any beneficiary who has received a
Part D drug prescribed by an individual
added to the preclusion list in this up-
date and whom the plan sponsor has
identified during the applicable 30-day
period.

(B)(T) Subject to paragraph
(c)(6)(iv)(B)(2) of this section, must en-
sure that reasonable efforts are made
to notify the individual described in
paragraph (c)(6)(iv) of this section of a
beneficiary who was sent a notice
under paragraph (c)(6)(iv)(A) of this
section.

(2) Paragraph (c)(6)(iv)(B)(I) of this
section applies only upon a prescriber
writing a prescription in Medicare Part
D when:

(1) The plan sponsor has enough infor-
mation on file to either copy the pre-
scriber on the notification previously
sent to the beneficiary or send a new
notice informing the prescriber that
they may not see plan beneficiaries due
to their preclusion status; and

(ii) The claim is received after the
claim denial or reject date in the pre-
clusion file.

(C) Must not reject a pharmacy claim
or deny a beneficiary request for reim-
bursement for a Part D drug prescribed
by the prescriber, solely on the ground
that they have been included in the up-
dated preclusion list, in the 60-day pe-
riod after the date it sent the notice
described in paragraph (c)(6)(iv)(A) of
this section.

(v)(A) CMS sends written notice to
the prescriber via letter of his or her
inclusion on the preclusion list. The
notice must contain the reason for the
inclusion on the preclusion list and in-
form the prescriber of his or her appeal
rights. A prescriber may appeal his or
her inclusion on the preclusion list
under this section in accordance with
part 498 of this chapter.

(B) If the prescriber’s inclusion on
the preclusion list is based on a con-
temporaneous Medicare revocation
under §424.535 of this chapter:

(I) The notice described in paragraph
(c)(6)(V)(A) of this section must also in-
clude notice of the revocation, the rea-
son(s) for the revocation, and a descrip-
tion of the prescriber’s appeal rights
concerning the revocation.

(2) The appeals of the prescriber’s in-
clusion on the preclusion list and the
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prescriber’s revocation must be filed
jointly by the prescriber and, as appli-
cable, considered jointly under part 498
of this chapter.

(C)(I) Except as provided in para-
graph (c)(6)(v)(C)(2) of this section, a
prescriber will only be included on the
preclusion list after the expiration of
either of the following:

(i) If the prescriber does not file a re-
consideration request under §498.5(n)(1)
of this chapter, the prescriber will be
added to the preclusion list upon the
expiration of the 60-day period in which
the prescriber may request a reconsid-
eration.

(i) If the prescriber files a reconsid-
eration request under §498.5(n)(1) of
this chapter, the prescriber will be
added to the preclusion list effective on
the date on which CMS, if applicable,
denies the prescriber’s reconsideration.

(2) An OIG excluded prescriber is
added to the preclusion list effective on
the date of the exclusion.

(vi) CMS has the discretion not to in-
clude a particular individual on (or if
warranted, remove the individual from)
the preclusion list should it determine
that exceptional circumstances exist
regarding beneficiary access to pre-
scriptions. In making a determination
as to whether such circumstances
exist, CMS takes into account—

(A) The degree to which beneficiary
access to Part D drugs would be im-
paired; and

(B) Any other evidence that CMS
deems relevant to its determination.

(vii)(A) Except as provided in para-
graphs (¢)(6)(vii)(C) and (D) of this sec-
tion, a prescriber who is revoked under
§424.535 of this chapter will be included
on the preclusion list for the same
length of time as the prescriber’s re-
enrollment bar.

(B) Except as provided in paragraphs
(c)(6)(vii)(C) and (D) of this section, a
prescriber who is not enrolled in Medi-
care will be included on the preclusion
list for the same length of time as the
reenrollment bar that CMS could have
imposed on the prescriber had the pre-
scriber been enrolled and then revoked.

(C) Except as provided in paragraph
(c)(6)(vii) (D) of this section, an indi-
vidual, regardless of whether the indi-
vidual is or was enrolled in Medicare,
that is included on the preclusion list
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because of a felony conviction will re-
main on the preclusion list for a 10-
year period, beginning on the date of
the felony conviction, unless CMS de-
termines that a shorter length of time
is warranted. Factors that CMS con-
siders in making such a determination
are—

(1) The severity of the offense;

(2) When the offense occurred; and

(3) Any other information that CMS
deems relevant to its determination.

(D) In cases where an individual is
excluded by the OIG, the individual
must remain on the preclusion list
until the expiration of the CMS-im-
posed preclusion list period or rein-
statement by the OIG, whichever oc-
curs later.

(viii) Payment denials under para-
graph (c)(6) of this section that are
based upon the prescriber’s inclusion
on the preclusion list are not appeal-
able by beneficiaries.

(d) Treatment of compounded drug
products. With respect to multi-ingre-
dient compounds, a Part D sponsor
must—

(1) Make a determination as to
whether the compound is covered under
Part D.

(i) A compound that contains at least
one ingredient covered under Part B as
prescribed and dispensed or adminis-
tered is considered a Part B compound,
regardless of whether other ingredients
in the compound are covered under
Part B as prescribed and dispensed or
administered.

(ii) Only compounds that contain at
least one ingredient that independently
meets the definition of a Part D drug,
and that do not meet the criteria under
paragraph (d)(1)(i) of this section, may
be covered under Part D. For purposes
of this paragraph (d) these compounds
are referred to as Part D compounds.

(iii) For a Part D compound to be
considered on-formulary, all ingredi-
ents that independently meet the defi-
nition of a Part D drug must be consid-
ered on-formulary (even if the par-
ticular Part D drug would be consid-
ered off-formulary if it were provided
separately—that is, not as part of the
Part D compound).

(iv) For a Part D compound that is
considered off-formulary—
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(A) Transition rules apply such that
all ingredients in the Part D compound
that independently meet the definition
of a Part D drug must become payable
in the event of a transition fill under
§423.120(b)(3); and

(B) All ingredients that independ-
ently meet the definition of a Part D
drug must be covered if an exception
under §423.578(b) is approved for cov-
erage of the compound.

(2) Establish consistent rules for ben-
eficiary payment liabilities for both in-
gredients of the Part D compound that
independently meet the definition of a
Part D drug and non-Part D ingredi-
ents.

(i) For low income subsidy bene-
ficiaries the copayment amount is
based on whether the most expensive
ingredient that independently meets
the definition of a Part D drug in the
Part D compound is a generic or brand
name drug (as described under
§423.782).

(ii) For any non-Part D ingredient of
the Part D compound (including drugs
described under §423.104(f)(1)(ii)(A)),
the Part D sponsor’s contract with the
pharmacy must prohibit balance bill-
ing the beneficiary for the cost of any
such ingredients.

(e) Approval of changes to CMS-ap-
proved formularies. A Part D sponsor
may not make any negative formulary
changes to its CMS-approved formulary
except as specified in this section.

(1) Negative change request. Except as
provided in paragraph (e)(2) of this sec-
tion, prior to implementing a negative
formulary change, Part D sponsors
must submit to CMS, at a time and in
a form and manner specified by CMS, a
negative formulary change request.

(2) Exception for immediate negative
formulary changes. A negative change
request is not required in the following
circumstances:

(i) Immediate substitutions. A Part D
sponsor may make negative formulary
changes to a brand name drug, a ref-
erence product, or a brand name bio-
logical product within 30 days of add-
ing a corresponding drug to its for-
mulary on the same or lower cost shar-
ing tier and with the same or less re-
strictive formulary prior authorization
(PA), step therapy (ST), or quantity
limit (QL) requirements, so long as the
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Part D sponsor previously could not
have included such corresponding drug
on its formulary when it submitted its
initial formulary for CMS approval
consistent with paragraph (b)(2) of this
section because such drug was not yet
available on the market, and the Part
D sponsor has provided advance general
notice as specified in paragraph (f)(2) of
this section.

(ii) Market withdrawals. A Part D
sponsor may immediately remove from
its formulary any Part D drugs with-
drawn from sale by their manufacturer
or that the Food and Drug Administra-
tion (FDA) determines to be withdrawn
for safety or effectiveness reasons.

(3) Approval process for negative for-
mulary changes—(i) Maintenance
changes. Negative change requests for
maintenance changes are deemed ap-
proved 30 days after submission unless
CMS notifies the Part D sponsor other-
wise.

(ii) Non-maintenance changes. Part D
sponsors must not implement non-
maintenance changes until they re-
ceive notice of approval from CMS. Af-
fected enrollees are exempt from non-
maintenance changes for the remain-
der of the contract year.

(4) Limitation on formulary changes
prior to the beginning of a contract year.
Except as provided in paragraph (e)(2)
of this section, a Part D sponsor may
not make a negative formulary change
that takes effect between the begin-
ning of the annual coordinated election
period described in §423.38(b) and 60
days after the beginning of the con-
tract year associated with that annual
coordinated election period.

(f) Provision of notice vregarding
changes to CMS-approved formularies—

(1) Notice of mnegative formulary
changes. Except as specified in para-
graphs (f)(2) and (3) of this section,
prior to making any negative for-
mulary change, a Part D sponsor must
provide notice to CMS and other speci-
fied entities at least 30 days prior to
the date such change becomes effec-
tive, and must either: provide written
notice to affected enrollees at least 30
days prior to the date the change be-
comes effective, or when an affected
enrollee requests a refill of the Part D
drug, provide such enrollee with an ap-
proved month’s supply of the Part D
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drug under the same terms as pre-
viously allowed and written notice of
the formulary change. The requirement
to provide notice to CMS is satisfied
upon a Part D sponsor’s submission of
a negative change request described in
paragraph (e) of this section. The re-
quirement to provide notice to other
specified entities is satisfied by the
Part D sponsor’s compliance with
§423.128(d)(2).

(2) Advance general notice of immediate
negative formulary changes. In the case
of immediate negative formulary
changes described in paragraph (e)(2) of
this section, a Part D sponsor must
provide advance general notice to all
current and prospective enrollees and
other specified entities in its for-
mulary and other applicable bene-
ficiary communication materials ad-
vising that the Part D sponsor may
make immediate negative formulary
changes consistent with the require-
ments of paragraph (e)(2) at any time.
Such advance general notice must in-
clude information about how to access
the plan’s online formulary; about how
to contact the plan; and that written
notice of any change made will de-
scribe the specific drugs involved. Ad-
vance general notice of immediate sub-
stitutions must also specify that the
written notice will contain information
on the steps that enrollees may take to
request coverage determinations and
exceptions. Advance general notice of
immediate substitutions is provided to
CMS during bid submission. Advance
general notice of market withdrawals
is provided to CMS in the advance no-
tice of immediate negative formulary
changes that Part D sponsors provide
to enrollees and other specified entities
required earlier in this paragraph (£)(2).

(3) Retrospective notice and update. In
the case of a negative formulary
change described in paragraph (e)(2) of
this section, the Part D sponsor must
provide notice to other specified enti-
ties and written notice to affected en-
rollees as soon as possible, but no later
than by the end of the month following
any month in which the change takes
effect. The requirement to provide no-
tice to other specified entities is satis-
fied by the Part D sponsor’s compli-
ance with §423.128(d)(2). Part D spon-
sors also must submit such changes to
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CMS, in a form and manner specified
by CMS, in their next required or
scheduled formulary update.

(4) Content of written notice: Any writ-
ten notice required under this para-
graph (other than advance general no-
tice) must contain all of the following
information:

(i) The name of the affected covered
Part D drug.

(ii) Whether the plan is removing the
covered Part D drug from the for-
mulary, moving it to a higher cost-
sharing tier, or adding or making more
restrictive PA, ST, or QL require-
ments.

(iii) The reason for the negative for-
mulary change.

(iv) Appropriate alternative drugs on
the formulary in the same or a lower
cost-sharing tier and the expected cost
sharing for those drugs.

(v) For formulary changes other than
those described in paragraph (e)(2)(ii)
of this section, the means by which en-
rollees may obtain a coverage deter-
mination under §423.566, including an
exception to a coverage rule under
§423.578.

(5) Notice of other formulary changes.
Part D sponsors provide appropriate
notice of all formulary changes other
than negative formulary changes by
providing—

(i) Advance general notice to all cur-
rent and prospective enrollees, CMS,
and other specified entities in for-
mulary and other applicable bene-
ficiary communication materials ad-
vising them that the Part D sponsor
may make formulary changes other
than negative formulary changes at
any time and providing information
about how to access the plan’s online
formulary and how to contact the plan;
and

(ii) Notice of specific formulary
changes to other specified entities by
complying with §423.128(d)(2) and to
CMS by submitting such changes to
CMS in their next required or sched-
uled formulary update.

(g) Coverage of ACIP-recommended
adult wvaccines. With respect to an
ACIP-recommended adult vaccine, a
Part D sponsor must—

(1) Not apply any deductible nor
charge any cost sharing; and
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(2) Once a new or revised rec-
ommendation is posted on the CDC
website, provide coverage consistent
with paragraph (g)(1) of this section for
dates of service on or after the effec-
tive date of the ACIP recommendation,
as defined at §423.100.

(3) Apply the requirements in para-
graphs (g)(1) and (2) of this section to
ACIP-recommended adult vaccines ob-
tained from either an in-network or
out-of-network pharmacy or provider
in accordance with §423.124(a) and (c).

(h) Cost sharing for covered insulin
products. With respect to a covered in-
sulin product, as defined at §423.100,
covered under a PDP or an MA-PD
plan prior to an enrollee reaching the
annual out-of-pocket threshold, a Part
D sponsor must do all of the following:

(1) Not apply a deductible.

(2) Ensure any enrollee cost sharing
for each prescription fill up to a one-
month supply does not exceed the cov-
ered insulin product applicable cost-
sharing amount defined at §423.100.

(3) Ensure any enrollee cost sharing
for each prescription fill greater than a
1-month supply does not exceed the cu-
mulative covered insulin product appli-
cable cost-sharing amount (as defined
in §423.100) that would apply if the
same days’ supply was dispensed in the
fewest number of 1-month supply incre-
ments necessary.

(4) Apply the requirements in para-
graphs (h)(1) through (3) of this section
to covered insulin products obtained
from either an in-network or out-of-
network pharmacy or provider.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 74 FR 2888, Jan. 16,
2009; 75 FR 19816, Apr. 15, 2010; 75 FR 32860,
June 10, 2010; 76 FR 21572, Apr. 15, 2011; 77 FR
22169, Apr. 12, 2012; 79 FR 29962, May 23, 2014;
80 FR 7963, Feb. 12, 2015; 80 FR 25966, May 6,
2015; 83 FR 16738, Apr. 16, 2018; 84 FR 15840,
Apr. 16, 2019; 84 FR 23883, May 23, 2019; 84 FR
26579, June 7, 2019; 89 FR 30833, Apr. 23, 2024;
90 FR 15912, Apr. 15, 2025]

§423.124 Special rules for out-of-net-
work access to covered Part D
drugs at out-of-network phar-
macies.

(a) Out-of-network access to covered
part D drugs—(1) Out-of-network phar-
macy access. A Part D sponsor must en-
sure that Part D enrollees have ade-
quate access to covered Part D drugs
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dispensed at out-of-network phar-
macies when the enrollees—

(i) Cannot reasonably be expected to
obtain such drugs at a network phar-
macy; and

(i1) Do not access covered Part D
drugs at an out-of-network pharmacy
on a routine basis.

(2) Physician’s office access. A Part D
sponsor must ensure that Part D en-
rollees have adequate access to vac-
cines and other covered Part D drugs
appropriately dispensed and adminis-
tered by a physician in a physician’s
office.

(b) Financial responsibility for out-of-
network access to covered Part D drugs. A
Part D sponsor that provides its Part D
enrollees with coverage other than de-
fined standard coverage may require
its Part D enrollees accessing covered
Part D drugs as provided in paragraph
(a) of this section to assume financial
responsibility for any differential be-
tween the out-of-network pharmacy’s
(or provider’s) usual and customary
price and the Part D sponsor’s plan al-
lowance, consistent with the require-
ments of §§423.104(d)(2)(iI)(B) and
423.104(e).

(c) Limits on out-of-network access to
covered Part D. A Part D sponsor must
establish reasonable rules to appro-
priately limit out-of-network access to
covered Part D drugs.

§423.128 Dissemination of Part D plan
information.

(a) Detailed description. A Part D
sponsor must disclose the information
specified in paragraph (b) of this sec-
tion in the manner specified by CMS—

(1) To each enrollee of a Part D plan
offered by the Part D sponsor under
this part, except as provided in para-
graph (b)(11)(ii) of this section;

(2) In a clear, accurate, and standard-
ized form; and

(3) At the time of enrollment and at
least annually thereafter, by the first
day of the annual coordinated election
period.

(b) Content of Part D plan description.
The Part D plan description must in-
clude the following information about
the qualified prescription drug cov-
erage offered under the Part D plan—

(1) Service area. The plan’s service
area.
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(2) Benefits. The benefits
under the plan, including—

(i) Applicable conditions and limita-
tions.

(ii) Premiums.

(iii) Cost-sharing (such as copay-
ments, deductibles, and coinsurance),
and cost-sharing for subsidy eligible in-
dividuals.

(iv) Any other conditions associated
with receipt or use of benefits.

(3) Cost-sharing. A description of how
a Part D eligible individual may obtain
more information on cost-sharing re-
quirements, including tiered or other
copayment levels applicable to each
drug (or class of drugs), in accordance
with paragraph (d) of this section.

(4) Formulary. Information about the
plan’s formulary, including-

(i) A list of drugs included on the
plan’s formulary;

(ii) The manner in which the for-
mulary (including any tiered formulary
structure and utilization management
procedures used) functions;

(iii) The process for obtaining an ex-
ception to a plan’s formulary or tiered
cost-sharing structure; and

(iv) A description of how a Part D eli-
gible individual may obtain additional
information on the formulary, in ac-
cordance with paragraph (d) of this sec-
tion.

(5) Access. The number, mix, and dis-
tribution (addresses) of network phar-
macies from which enrollees may rea-
sonably be expected to obtain covered
Part D drugs and how the Part D spon-
sor meets the requirements of
§423.120(a)(1) for access to covered Part
D drugs;

(6) Out-of-network coverage. Provi-
sions for access to covered Part D
drugs at out-of-network pharmacies,
consistent with §423.124(a).

(T Grievance, coverage determination,
and appeal procedures. All grievance,
coverage determination, and appeal
rights and procedures required under
§423.562 et. seq., including—

(i) Access to a uniform model form
used to request a coverage determina-
tion under §423.568 or §423.570, and a
uniform model form used to request a
redetermination under §423.582 or
§423.584, to the extent such uniform
model forms have been approved for
use by CMS;
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(ii) Immediate access to the coverage
determination and redetermination
processes via an Internet Web site; and

(iii) A system that transmits codes to
network pharmacies so that the net-
work pharmacy is notified to populate
and/or provide a printed notice at the
point-of-sale to an enrollee explaining
how the enrollee can request a cov-
erage determination by contacting the
plan sponsor’s toll free customer serv-
ice line or by accessing the plan spon-
sor’s internet Web site.

(8) Quality assurance policies and pro-
cedures. A description of the quality as-
surance policies and procedures re-
quired under §423.153(c), as well as the
medication therapy management pro-
gram required under §423.153(d).

(9) Disenrollment rights and responsibil-
ities.

(10) Potential for contract termination.
The fact that a Part D sponsor may
terminate or refuse to renew its con-
tract, or reduce the service area in-
cluded in its contract, and the effect
that any of those actions may have on
individuals enrolled in a Part D plan;

(11) Opioid information. (i) Beginning
January 1, 2022, and subject to para-
graph (b)(11)(ii) of this section, a Part
D sponsor must disclose to each en-
rollee at least once per year the fol-
lowing:

(A) The risks associated with pro-
longed opioid use.

(B) Coverage of non-pharmacological
therapies, devices, and non-opioid
medications—

(I) In the case of an MA-PD, under
such plan; and

(2) In the case of a PDP, under such
plan and Medicare Parts A and B.

(ii) The Part D sponsor may elect to,
in lieu of disclosing the information
described in paragraph (b)(11)(i) of this
section to each enrollee under each
plan offered by the Part D sponsor
under this part, disclose such informa-
tion to a subset of enrollees, such as
enrollees who have been prescribed an
opioid in the previous 2-year period.

(c) Disclosure upon request of genmeral
coverage information, utilication, and
grievance information. Upon request of a
Part D eligible individual, a Part D
sponsor must provide the following in-
formation—
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(1) General coverage information. Gen-
eral coverage information, including—

(i) Enrollment procedures. Information
and instructions on how to exercise
election options under this part;

(ii) Rights. A general description of
procedural rights (including grievance,
coverage determination, reconsider-
ation, exceptions, and appeals proce-
dures) under this part;

(iii) Benefits. (A) Covered services
under the Part D plan;

(B) Any beneficiary cost-sharing,
such as deductibles, coinsurance, and
copayment amounts, including cost-
sharing for subsidy eligible individuals;

(C) Any maximum limitations on
out-of-pocket expenses;

(D) The extent to which an enrollee
may obtain benefits from out-of-net-
work providers;

(E) The types of pharmacies that par-
ticipate in the Part D plan’s network
and the extent to which an enrollee
may select among those pharmacies;
and

(F) The Part D plan’s out-of-network
pharmacy access policy.

(iv) Premiums;

(v) The Part D plan’s formulary;

(vi) The Part D plan’s service area;
and

(vii) Quality and performance indica-
tors for benefits under the Part D plan
as determined by CMS.

(2) The procedures the Part D sponsor
uses to control utilization of services
and expenditures.

(3) The number of disputes, and the
disposition in the aggregate, in a man-
ner and form described by CMS. These
disputes are categorized as—

(i) Grievances according to §423.564;

(ii) Appeals according to §423.580 et.
seq.; and

(iii) Exceptions according to §423.578.

(4) Financial condition of the Part D
sponsor, including the most recently
audited information regarding, at a
minimum, a description of the finan-
cial condition of the Part D sponsor of-
fering the Part D plan.

(d) Provision of specific information.
Each Part D sponsor offering qualified
prescription drug coverage under a
Part D plan must have mechanisms for
providing specific information on a
timely basis to current and prospective
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enrollees upon request. These mecha-
nisms must include—

(1) A toll-free customer call center
that—

(i) Is open during usual business
hours.

(A) For coverage beginning on and
after January 1, 2022, is open at least
from 8:00 a.m. to 8:00 p.m. in all regions
served by the Part D plan, with the fol-
lowing exceptions:

(I) From October 1 through March 31
of the following year, a customer call
center may be closed on Thanksgiving
Day and Christmas Day so long as the
interactive voice response (IVR) sys-
tem or similar technology records mes-
sages from incoming callers and such
messages are returned within one (1)
business day.

(2) From April 1 through September
30, a customer call center may be
closed any Federal holiday, Saturday,
or Sunday, so long as the interactive
voice response (IVR) system or similar
technology records messages from in-
coming callers and such messages are
returned within one (1) business day.

(B) For coverage beginning on and
after January 1, 2022, any call center
serving pharmacists or pharmacies
must be open so long as any network
pharmacy in that region is open.

(ii) Provides customer telephone
service, including to pharmacists, in
accordance with standard business
practices.

(A) For coverage beginning on and
after January 1, 2022, limits average
hold time to 2 minutes. The hold time
is defined as the time spent on hold by
callers following the interactive voice
response (IVR) system, touch-tone re-
sponse system, or recorded greeting,
before reaching a live person.

(B) For coverage beginning on and
after January 1, 2022, answers 80 per-
cent of incoming calls within 30 sec-
onds after the interactive voice re-
sponse (IVR), touch-tone response sys-
tem, or recorded greeting interaction.

(C) For coverage beginning on and
after January 1, 2022, limits the dis-
connect rate of all incoming calls to 5
percent. The disconnect rate is defined
as the number of calls unexpectedly
dropped divided by the total number of
calls made to the customer call center.
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(iii)(A) Provides interpreters for non-
English speaking and limited English
proficient (LEP) individuals.

(B) For coverage beginning on and
after January 1, 2022, interpreters must
be available for 80 percent of incoming
calls requiring an interpreter within 8
minutes of reaching the customer serv-
ice representative and be made avail-
able at no cost to the caller.

(iv) Provides immediate access to the
coverage determination and redeter-
mination processes.

(v) At a minimum, for coverage be-
ginning on and after January 1, 2022:

(A) Provides effective real-time com-
munication with individuals using aux-
iliary aids and services, including
TTYs and all forms of Federal Commu-
nication Commission-approved tele-
communications relay systems, when
using automated-attendant systems.
See 28 CFR 35.161 and 36.303(d).

(B) Establishes contact with a cus-
tomer service representative within 7
minutes on no fewer than 80 percent of
incoming calls requiring TTY services.

(vi) For coverage beginning on and
after January 1, 2022, provides the in-
formation described in paragraph (d)(4)
of this section to enrollees who call the
customer service call center.

(2) An Internet website that—

(i) Includes, at a minimum, the infor-
mation required in paragraph (b) of
this section.

(ii) Includes a current formulary for
its Part D plan, updated at least
monthly.

(iii) Provides current and prospective
Part D enrollees with notice that is
timely under §423.120(f) regarding any
negative formulary changes on its Part
D plan’s formulary.

(3) The provision of information in
writing, upon request.

(4) Beginning on January 1, 2023, a
Part D sponsor must implement, and
make available directly to enrollees, in
an easy to understand manner, the fol-
lowing complete, accurate, timely,
clinically appropriate, patient-specific
formulary and benefit real-time infor-
mation in their beneficiary-specific
portal or computer application:

(i) Enrollee cost sharing amounts.

(ii) Formulary medication alter-
natives for a given condition.
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(iii) Formulary status, including uti-
lization management requirements ap-
plicable to each alternative medica-
tion, as appropriate for each enrollee
and medication presented.

(5) The Part D sponsor may provide
rewards and incentives to enrollees
who use the beneficiary real time ben-
efit tool (RTBT) described in paragraph
(d)(4) of this section, provided the re-
wards and incentives comply with the
requirements in paragraphs (d)(5)(i)
through (vi) of this section, and the re-
wards and incentives information is
made available to CMS upon request.
Use is defined as logging into the
RTBT, via portal or computer applica-
tion, or calling the customer service
call center to obtain the information
described in paragraph (d)(4) of this
section. The rewards and incentives
must meet the following:

(i) Be of reasonable value, both indi-
vidually and in the aggregate.

(ii) Be designed so that all enrollees
are eligible to earn rewards and incen-
tives, and that there is no discrimina-
tion based on race, color, national ori-
gin, including limited English pro-
ficiency, sex, age, disability, chronic
disease, health status, or other prohib-
ited basis.

(iii) Not be offered in the form of
cash or other cash equivalents.

(iv) Not be used to target potential
enrollees.

(v) Be earned solely for logging onto
the beneficiary RTBT and not for any
other purpose.

(vi) Otherwise comply with all rel-
evant fraud and abuse laws, including,
when applicable, the anti-kickback
statute and civil money penalty pro-
hibiting inducements to beneficiaries.

(e) Claims information. A Part D spon-
sor must furnish directly to enrollees,
in the manner specified by CMS and in
a form easily understandable to such
enrollees, a written explanation of ben-
efits when prescription drug benefits
are provided under qualified prescrip-
tion drug coverage. The explanation of
benefits must—

(1) List the item or service for which
payment was made and the amount of
the payment for each item or service.

(2) Include a notice of the individ-
ual’s right to request an itemized
statement.
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(3) Include the cumulative, year-to-
date total amount of benefits provided,
in relation to—

(i) The deductible for the current
year.

(ii) The initial coverage limit for the
current year.

(iii) The annual out-of-pocket thresh-
old for the current year.

(4) Include the cumulative, year-to-
date total of incurred costs to the ex-
tent practicable.

(5) For each prescription drug claim,
must include the cumulative percent-
age increase (if any) in the negotiated
price since the first claim of the cur-
rent benefit year and therapeutic alter-
natives with lower cost-sharing, when
available as determined by the plan,
from the applicable approved plan for-
mulary.

(6) Include any negative formulary
changes applicable to an enrollee for
which Part D plans are required to pro-
vide notice as described in §423.120(f).

(7) Be provided no later than the end
of the month following any month
when prescription drug benefits are
provided under this part, including the
covered Part D spending between the
initial coverage limit described in
§423.104(d)(3) and the out-of-pocket
threshold described in §423.104(d)(5)(iii).

(f) Disclosure requirements. CMS may
require a Part D plan sponsor to dis-
close to its enrollees or potential en-
rollees, the Part D plan sponsor’s per-
formance and contract compliance de-
ficiencies in a manner specified by
CMS.

(g) Changes in rules. If a Part D spon-
sor intends to change its rules for a
Part D plan, it must do all of the fol-
lowing:

(1) Submit the changes for CMS re-
view under the procedures of Subpart V
of this part.

(2) For changes that take effect on
January 1, notify all enrollees at least
15 days before the beginning of the An-
nual Coordinated Election Period as
defined in section 1860D-1(b)(1)(B) of
the Act.
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(3) Provide notice of all other
changes in accordance with notice re-
quirements as specified in this part.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 54222, Sept. 18, 2008; 74 FR 1544, Jan. 12,
2009; 75 FR 19818, Apr. 15, 2010; 76 FR 21573,
Apr. 15, 2011; 80 FR 7963, Feb. 12, 2015; 83 FR
16739, Apr. 16, 2018; 84 FR 23883, May 23, 2019;
86 FR 6115, Jan. 19, 2021; 89 FR 30834, Apr. 23,
2024]

§423.129 Resolution of complaints in
complaints tracking module.

(a) Definitions. For the purposes of
this regulation, the following terms
have the following meanings:

Assignment date is the date CMS as-
signs a complaint to a particular Part
D sponsor in the Complaints Tracking
Module.

Complaints Tracking Module is an elec-
tronic system maintained by CMS to
record and track complaints submitted
to CMS about Medicare health and
drug plans from beneficiaries and oth-
ers.

Immediate meed complaint is a com-
plaint involving a situation that pre-
vents a beneficiary from accessing care
or a service for which they have an im-
mediate need. This includes when the
beneficiary currently has enough of the
drug or supply to which they are seek-
ing access to last for 2 or fewer days.

Urgent complaint is a complaint in-
volving a situation that prevents a
beneficiary from accessing care or a
service for which they do not have an
immediate need. This includes when
the beneficiary currently has enough of
the drug or supply to which they are
seeking access to last for 3 to 14 days.

(b) Timelines for complaint resolution—
(1) Immediate need complaints. The Part
D sponsor must resolve immediate need
complaints within 2 calendar days of
the assignment date.

(2) Urgent complaints. The Part D
sponsor must resolve urgent com-
plaints within 7 calendar days of the
assignment date.

(3) All other complaints. The Part D
sponsor must resolve all other com-
plaints within 30 calendar days of the
assignment date.

(4) Ezxtensions. Except for immediate
need complaints, urgent complaints,
and any complaint that requires expe-
dited treatment under §423.564(f), if a
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complaint is also a grievance within
the scope of §423.564 and the require-
ments for an extension of the time to
provide a response in §423.564(e)(2) are
met, the Part D sponsor may extend
the timeline to provide a response.

(5) Coordination with timeframes for
grievances, PACE service determination
requests, and PACE appeals. When a
complaint under this section is also a
grievance within the scope of §§423.564
or 460.120, a PACE service determina-
tion request within the scope of
§460.121, or a PACE appeal within the
definition of §460.122, the Part D spon-
sor must comply with the shortest ap-
plicable timeframe for resolution of
the complaint.

(c) Timeline for contacting individual
filing a complaint. Regardless of the
type of complaint received, the Part D
sponsor must attempt to contact the
individual who filed a complaint within
7 calendar days of the assignment date.

[89 FR 30834, Apr. 23, 2024]

§423.132 Public disclosure of pharma-
ceutical prices for equivalent drugs.

(a) General requirements. Except as
provided under paragraph (c) of this
section, a Part D sponsor must require
a pharmacy that dispenses a covered
Part D drug to inform an enrollee of
any differential between the price of
that drug and the price of the lowest
priced generic version of that covered
Part D drug that is therapeutically
equivalent and bioequivalent and avail-
able at that pharmacy, unless the par-
ticular covered Part D drug being pur-
chased is the lowest-priced therapeuti-
cally equivalent and bioequivalent
version of that drug available at that
pharmacy.

(b) Timing of notice. Subject to para-
graph (d) of this section, the informa-
tion under paragraph (a) of this section
must be provided after the drug is dis-
pensed at the point of sale or, in the
case of dispensing by mail order, at the
time of delivery of the drug.

(c) Waiver of public disclosure require-
ment. CMS waives the requirement
under paragraph (a) of this section in
any of the following cases:

(1) An MA private fee-for-service plan
described in §422.4 of this chapter
that—
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(i) Offers qualified prescription drug
coverage and provides plan enrollees
with access to covered Part D drugs
dispensed at all pharmacies, without
regard to whether they are contracted
network pharmacies; and

(ii) Does not charge additional cost-
sharing for access to covered Part D
drugs dispensed at out-of-network
pharmacies.

(2) An out-of-network pharmacy.

(3) An I/T/U network pharmacy.

(4) A network pharmacy that is lo-
cated in any of the U.S. territories.

(5) A long-term care network phar-
macy.

(6) Other circumstances where CMS
deems compliance with the require-
ments of paragraph (a) of this section
to be impossible or impracticable.

(d) Modification of timing requirement.
CMS modifies the requirement under
paragraph (b) of this section under cir-
cumstances where CMS deems compli-
ance with this requirement to be im-
possible or impracticable.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19818, Apr. 15, 2010]

§423.136 Privacy, confidentiality, and
accuracy of enrollee records.

For any medical records or other
health and enrollment information it
maintains with respect to enrollees, a
PDP sponsor must establish procedures
to do the following—

(a) Abide by all Federal and State
laws regarding confidentiality and dis-
closure of medical records, or other
health and enrollment information.
The PDP sponsor must safeguard the
privacy of any information that identi-
fies a particular enrollee and have pro-
cedures that specify—

(1) For what purposes the informa-
tion is used within the organization;
and

(2) To whom and for what purposes it
discloses the information outside the
organization.

(b) Ensure that medical information
is released only in accordance with ap-
plicable Federal or State law, or under
court orders or subpoenas.

(c) Maintain the records and informa-
tion in an accurate and timely manner.

(d) Ensure timely access by enrollees
to the records and information that
pertain to them.
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§423.137 Medicare Prescription Pay-
ment Plan.

(a) General. For plan years beginning
on or after January 1, 2026, or, in the
case of a plan operating on a non-cal-
endar year basis, for the portion of the
plan year starting on January 1, 2026,
each PDP sponsor offering a prescrip-
tion drug plan and each MA organiza-
tion offering an MA-PD plan must pro-
vide to any enrollee of such plan, in-
cluding an enrollee who is a subsidy el-
igible individual (as defined at §423.4),
the option to elect with respect to a
plan year to pay $0 cost sharing at the
point of sale and pay cost sharing
under the plan in monthly amounts
that are capped in accordance with this
section.

(b) Definitions. For the purposes of
this section, the following definitions
apply:

(1) OOP costs for the Medicare Prescrip-
tion Payment Plan means the out-of-
pocket (OOP) cost sharing amount the
Part D enrollee is directly responsible
for paying.

(i) For the subsequent month calcula-
tion of the Part D cost sharing in-
curred by the Part D enrollee, it in-
cludes those Part D cost sharing
amounts that the enrollee is respon-
sible for paying after taking into ac-
count amounts paid by third-party
payers.

(ii) It does not include the covered
plan pay amount or other costs defined
under section 1860D-2(b)(4)(C) of the
Act.

(2) Remaining OOP costs owed by the
participant means the sum of out-of-
pocket costs for the Medicare Prescrip-
tion Payment Plan that have not yet
billed to the program participant. For
example, if a Medicare Prescription
Payment Plan participant incurs $2,000
in January 2025 and is billed $166.67, the
remaining OOP costs for the Medicare
Prescription Payment Plan are
$2,000 - $166.67 = $1,833.33.

(¢) Calculation of the maximum month-
ly cap on cost-sharing payments. For
each month in the plan year for which
an enrollee in a PDP or an MA-PD plan
has made an election to participate in
the Medicare Prescription Payment
Plan, the PDP sponsor or MA organiza-
tion must determine a maximum
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monthly cap (as defined in paragraph
(c)(1) of this section) for such enrollee.

(1) Enrollee monthly payments. For
each month an enrollee is participating
in the Medicare Prescription Payment
Plan, the PDP sponsor or MA organiza-
tion shall bill such enrollee an amount
(not to exceed the maximum monthly
cap) for the out-of-pocket costs of such
enrollee in such month.

(i) First month maximum monthly cap
calculation. For the first month for
which the enrollee has made an elec-
tion to participate in the Medicare
Prescription Payment Plan, the max-
imum monthly cap is an amount deter-
mined by calculating the annual out-
of-pocket threshold specified in section
1860D-2(b)(4)(B) of the Act minus the
incurred costs of the enrollee as de-
scribed in section 1860D-2(b)(4)(C) of
the Act; divided by the number of
months remaining in the plan year.

(A) When the out-of-pocket costs in-
curred in the first month of program
participation are less than the max-
imum monthly cap defined in this
paragraph (¢)(1)(i), the PDP sponsor or
MA organization must bill the partici-
pant the lesser of the participant’s ac-
tual out-of-pocket costs or the first
month’s maximum monthly cap.

(B) When an enrollee opts into the
Medicare Prescription Payment Plan
prior to the start of the plan year, the
calculation described in this paragraph
(¢)(1)(i) applies to their first month of
active coverage within the plan year.

(ii) Calculation of maximum monthly
cap in subsequent months. For subse-
quent months in the plan year, the
maximum monthly cap is an amount
determined by calculating the sum of
any remaining out-of-pocket costs
owed by the enrollee from a previous
month that have not yet been billed to
the enrollee and any additional out-of-
pocket costs incurred by the enrollee;
divided by the number of months re-
maining in the plan year.

(2) Eligible out-of-pocket costs. The cal-
culations described in paragraphs
(¢)(1)(i) and (ii) of this section apply
only to covered Part D drugs, as de-
fined at §423.100.

(3) Months remaining in the plan year.
For the calculations described in para-
graphs (¢)(1)(i) and (ii) of this section,
the number of months remaining in the
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plan year includes the month for which
the cap is being calculated.

(4) Impact on true out-of-pocket cost ac-
cumulation. Participation in the Medi-
care Prescription Payment Plan must
have no impact on true out-of-pocket
cost accumulation. Costs defined under
section 1860D-2(b)(4)(C) of the Act in-
curred under the Medicare Prescription
Payment Plan must still be treated as
incurred based on the date each Part D
claim is adjudicated.

(5) Prescriptions for an extended day
supply. For participants who fill pre-
scriptions for an extended day supply,
their OOP costs for the Medicare Pre-
scription Payment Plan for those pre-
scriptions must be attributed to the
month the prescription was filled and
not be pro-rated over the months cov-
ered by the prescription.

(6) Mid-year plan switching. When an
individual opts into the Medicare Pre-
scription Payment Plan after switch-
ing plans midyear, the new Part D
sponsor must calculate the individual’s
monthly cap for the first month of par-
ticipation under the new plan using the
formula for the calculation of the max-
imum monthly cap in the first month.

(d) Eligibility and election. An indi-
vidual is eligible for the Medicare Pre-
scription Payment Plan if they are en-
rolled in a Part D plan and have not
been precluded from participation due
to failure to pay, as described in para-
graphs (f)(2)(ii) and (f)(56) of this sec-
tion. LIS-eligible Part D enrollees are
eligible to participate in the program.
The requirements described in this
paragraph (d) are applicable beginning
October 1, 2025, with respect to eligi-
bility and election in the Medicare Pre-
scription Payment Plan for 2026.

(1) Election. A Part D sponsor must
allow any Part D enrollee, including
those who are LIS-eligible, to opt into
the program prior to the beginning of
the plan year or at any point during
the plan year. A Part D enrollee must
also be allowed to opt into the program
in advance of a new plan enrollment ef-
fective date, including during any of
the following:

(i) The annual coordinated election
period for the subsequent plan year.

(ii) The Part D initial enrollment pe-
riod.

(iii) Part D special election periods.
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(2) Format of election requests. A Part
D sponsor must allow any Part D en-
rollee or a Part D enrollee’s authorized
legal representative acting on behalf of
the enrollee to opt into the program
using a paper or electronic election re-
quest form or through a telephone call.
Part D sponsors must process any elec-
tion request regardless of format.

(i) Paper election requests. Paper elec-
tion requests are considered received
on the date and time:

(A) The Part D sponsor initially
stamps a document received by regular
mail (that is, U.S. Postal Service); or

(B) A delivery service that has the
ability to track when a shipment is de-
livered (for example, U.S. Postal Serv-
ice, UPS, FedEx, or DHL) delivers the
document.

(ii) Telephonic election requests. Tele-
phonic election requests are considered
received on the date and time that ei-
ther of the following occurs:

(A) The verbal request is made by
telephone with a customer service rep-
resentative.

(B) A message is left on the Part D
sponsor’s voicemail system if the Part
D sponsor utilizes a voicemail system
to accept requests or supporting state-
ments after normal business hours.

(iii) Electronic election requests. An
electronic election request is consid-
ered received on the date and time a re-
quest is received through the Part D
sponsor’s website. This is true regard-
less of when a Part D sponsor ulti-
mately retrieves or downloads the re-
quest.

(3) Completion of election request. For
an election request to be considered
complete, the Part D sponsor must re-
ceive all of the following:

(i) The name of the Part D enrollee.

(ii) The Medicare ID number of the
Part D enrollee.

(iii) The Part D enrollee’s or their
authorized legal representative’s agree-
ment to the Part D sponsor’s terms and
conditions for the program (signature
or, in the case of telephonic requests,
verbal attestation).

(4) Processing an election request—(i)
Prior to plan year. Part D sponsors must
process election requests received prior
to the plan year within the following
timeframes:
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(A) Within 10 calendar days of re-
ceipt, process a complete election re-
quest as specified in paragraph (d)(3) of
this section.

(B) Within 10 calendar days of receipt
of an incomplete election request, con-
tact the Part D enrollee to request the
necessary information to process the
request as specified in paragraph (d)(3)
of this section.

(C) If information necessary to con-
sider the request complete, as required
at paragraph (d)(3) of this section, is
not received within 21 calendar days of
the request for information, the Part D
sponsor may deny the request.

(ii) During a plan year. Part D spon-
sors must process election requests re-
ceived during a plan year within the
following timeframes:

(A) Within 24 hours of receipt, proc-
ess a complete election request, as
specified in paragraph (d)(3) of this sec-
tion.

(B) Within 24 hours of receipt of an
incomplete election request, contact
the Part D enrollee to request the nec-
essary information to process the re-
quest, as required in paragraph (d)(3) of
this section.

(C) If information necessary to con-
sider the request complete, as required
at paragraph (d)(3) of this section, is
not received within 21 calendar days of
the request for information, the Part D
sponsor may deny the request.

(D) In the event a Part D sponsor
fails to process the request within 24
hours due to no fault of the Part D en-
rollee, the Part D sponsor must—

(I) Process a retroactive election ef-
fective on the date on which the en-
rollee should have been admitted into
the program; and

(2) Reimburse the enrollee for any
cost-sharing paid on or after that date
within 45 calendar days and include
those amounts, as appropriate, in the
program calculations.

(5) Inclusion of all covered Part D drugs
once in the program. Once a participant
has opted into the program, cost shar-
ing for all covered Part D drugs must
be included in the program.

(6) Retroactive election. (i) A Part D
sponsor must have in place a process to
effectuate a retroactive election into
the Medicare Prescription Payment
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Plan if both of the following conditions
are met:

(A) The Part D enrollee believes that
any delay in filling the prescription(s)
due to the 24-hour timeframe required
to process their request to opt in may
seriously jeopardize their life, health,
or ability to regain maximum function.

(B) The Part D enrollee requests ret-
roactive election within 72 hours of the
date and time the claim(s) were adju-
dicated.

(ii) The Part D sponsor must process
the reimbursement for all cost sharing
paid by the enrollee for the prescrip-
tion and any covered Part D prescrip-
tion filled between the date of adju-
dication of the claim and the date that
the enrollee’s election is effectuated
within 45 calendar days of the election
date.

(iii) If the Part D sponsor determines
that an enrollee failed to request retro-
active election within the required
timeframe, it must promptly notify the
individual of its determination and
provide instructions on how the indi-
vidual may file a grievance, as required
under paragraph (h)(2) of this section.

() Retroactive LIS eligibility. A Part D
sponsor must develop standardized pro-
cedures for determining and processing
reimbursements for excess Medicare
Prescription Payment Plan payments
made by program participants who be-
come LIS eligible and that meet re-
quirements specified at §§423.800(c) and
(e) and 423.466(a).

(8) Mid-year plan switching. When a
Part D enrollee switches Part D plans,
whether offered by the same or a dif-
ferent Part D sponsor, during the plan
year or is reassigned by CMS, the Part
D sponsor of the new Part D plan is not
permitted to automatically sign up the
individual for the Medicare Prescrip-
tion Payment Plan under the new plan
but must allow the individual to opt
into the program. Part D plan has the
definition established at §423.4.

(i) The Part D sponsor of the prior
Part D plan must offer the participant
the option to repay the full out-
standing amount in a lump sum. If the
individual chooses to continue paying
monthly, the Part D sponsor must con-
tinue to bill the participant monthly
based on the participant’s accrued OOP
costs for the Medicare Prescription
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Payment Plan while in the program
under that sponsor’s Part D plan. The
Part D sponsor cannot require full im-
mediate repayment.

(ii) Part D enrollees may only be pre-
cluded from opting into the program
under a new Part D plan if both of the
following conditions are met:

(A) Both the former and new plans
are offered by the same Part D sponsor.

(B) The enrollee was involuntarily
terminated from the program under
the former plan, as described in para-
graph (f)(2)(ii) of this section, for fail-
ure to pay and still owes an overdue
balance.

(9) Automatic renewal. A Part D spon-
sor is required to automatically renew
a Part D enrollee’s participation in the
Medicare Prescription Payment Plan
for subsequent plan years. The Part D
sponsor must notify the enrollee of the
renewal and remind enrollees that they
may opt out of the program at any
time, in accordance with paragraph
(£)(2)(1) of this section.

(10) Election communications—(i) Elec-
tion request form. A Part D sponsor
must make available throughout the
plan year and during the Part D plan
enrollment periods described at para-
graph (d)(4)(i)(A) of this section an
election request form in the formats
specified in paragraph (d)(2) of this sec-
tion.

(A) Timing. A Part D sponsor must
send a paper election request form
within the same timeframe as the
membership ID card mailing specified
at §423.2267(e)(32)(i). The election form
may be sent in the membership ID card
mailing itself or in a separate mailing.

(B) Contents. The election request
form must include or provide all of the
following:

(1) Fields for all of the following Part
D enrollee information:

(i) First and last name.

(i1) Medicare Number.

(i77) Birth date.

(iv) Phone number.

(v) Permanent residence street ad-
dress, and mailing address, if different
from permanent residence street ad-
dress.

(vi) Signature field, allowing the en-
rollee to attest that they understand
that form is a request to participate in
the Medicare Prescription Payment
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Plan and the Part D sponsor will con-
tact them if more information is need-
ed to complete the request; their signa-
ture indicates they have read and un-
derstood the Part D sponsor’s terms
and conditions; and the Part D sponsor
will inform the individual when their
participation in the program is active,
and, until the individual receives that
notification, they are not a participant
in the program.

(2) Instructions for how to submit the
form to the Part D sponsor.

(3) Instructions for how the Part D
enrollee can contact the Part D spon-
sor for questions or assistance.

(C) Additional information. Additional
educational information about the
Medicare Prescription Payment Plan
must accompany the election request
form when provided in hard copy or on
the web. The additional information re-
quirement may be fulfilled by includ-
ing with the election request form the
CMS-developed fact sheet about the
program. If the Part D sponsor devel-
ops and uses alternative informational
materials in lieu of the CMS-developed
fact sheet to satisfy this paragraph
(d)(A0)(1)(C), they must ensure that
these alternative materials accurately
convey program information and are
compliant with existing Part D re-
quirements specified at subpart V of
this part.

(D) Terms and conditions. A Part D
sponsor may include their program
terms and conditions on the election
request form or may include them on a
separate attachment.

(ii) Notice of election approval. Upon
accepting an election request, the Part
D sponsor must send a notice of elec-
tion approval.

(A) Timing. (1) For requests received
prior to the plan year, the notice of
election approval must be sent within
10 calendar days of receipt of the elec-
tion request.

(2) For requests received during the
plan year, the notice of election ap-
proval must be sent within 24 hours of
receipt of the election request.

(3) The initial notice must be deliv-
ered via telephone, to be followed by a
written notice delivered to the partici-
pant within 3 calendar days of deliv-
ering the initial telephone notice. If a
Part D plan sponsor is processing an
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election request over the phone or elec-
tronically and at that same time pro-
vides the enrollee with the effective
date of their program effectuation and
other notice of election requirements
as outlined at this paragraph (d)(10)(ii),
then a second telephonic notification
of election acceptance is not required.

(B) Contents. The notice of election
approval must include all of the fol-
lowing:

(I) The effective date of the individ-
ual’s participation.

(2) A description of how payments for
covered Part D drugs under the pro-
gram will work.

(3) An overview of how the monthly
bill is calculated.

(4) Information about procedures for
involuntary termination due to failure
to pay and how to submit an inquiry or
file a grievance.

(5) A statement that leaving the pro-
gram will not affect the individual’s
Part D plan enrollment.

(6) A description of how individuals
may still owe a program balance if
they leave the program, and they can
choose to pay their balance all at once
or be billed monthly.

(7) An overview of other Medicare
programs that can help lower costs and
how to learn more about these pro-
grams. These programs include all of
the following:

(1) Extra Help.

(i1) The Medicare Savings Program.

(i1i) The State Pharmaceutical As-
sistance Program.

(iv) A  manufacturer’s
ceutical Assistance Program.

(C) Additional information. Additional
educational information about the
Medicare Prescription Payment Plan
must accompany the notice of election
approval. The additional information
requirement may be fulfilled by includ-
ing with the notice the CMS-developed
fact sheet about the program. If the
Part D sponsor develops and uses alter-
native informational materials in lieu
of the CMS-developed fact sheet to sat-
isfy this paragraph (d)(10)(ii)(C), they
must ensure that these alternative ma-
terials accurately convey program in-
formation and are compliant with ex-
isting Part D requirements specified at
subpart V of this part.

Pharma-
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(iii) Notification of denial. Upon denial
of an election request, the Part D spon-
sor must send a notice of denial.

(A) Timing. (1) For requests received
prior to the plan year, the notice of de-
nial must be sent within 10 calendar
days of receipt of the election request.

(2) For requests received during the
plan year, the notice of denial must be
sent within 24 hours of receipt of the
election request.

(3) For incomplete election requests,
within 10 calendar days of the expira-
tion of the timeframe for submission of
additional information.

(B) Contents. The notice of denial
must explain the reason for denial and
a description of the grievance process
available to the individual.

(iv) Renewal notice. A Part D sponsor
must send a notice alerting program
participants that their participation in
the program will automatically renew
for the subsequent plan year.

(A) Timing. The notice must be sent
after the end of the annual coordinated
election period, as described at
§422.62(a)(2) of this chapter, but prior
to the end of the plan year.

(B) Contents. The notice must include
all of the following:

(I) Notification to the participant
that their participation will automarti-
cally renew for the upcoming year.

(2) Reminder that the participant
may opt out of the program at any
time, including for the upcoming plan
year.

(3) Terms and conditions. A Part D
sponsor must include their program
terms and conditions for the upcoming
year as part of the renewal notice or as
a separate attachment.

(e) Part D enrollee targeted outreach. A
Part D sponsor must undertake tar-
geted outreach to enrollees who are
likely to benefit from making an elec-
tion into the Medicare Prescription
Payment Plan. The requirements de-
scribed in this paragraph (e) are appli-
cable beginning October 1, 2025, with
respect to targeted outreach for the
Medicare Prescription Payment Plan
for 2026.

(1) Identification criteria. An enrollee
deemed to be ‘‘likely to benefit” from
the Medicare Prescription Payment
Plan is identified by the Part D spon-
sor based on the following criteria.
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(i) For 2026 and subsequent years, the
targeted outreach criteria are as fol-
lows:

(A) A Part D enrollee is likely to ben-
efit from participating in the program
if the enrollee incurs $600 or more in
out-of-pocket costs for a single covered
Part D drug.

(B) A Part D enrollee is likely to ben-
efit from participating in the program
if the enrollee incurred $2,000 in out-of-
pocket costs for covered Part D drugs
in the first nine months of the year
prior to the upcoming plan year.

(ii) A Part D sponsor may develop
supplemental strategies for identifica-
tion of additional Part D enrollees
likely to benefit. If supplemental strat-
egies are implemented, then the Part D
sponsor must apply any additional
identification criteria to every enrollee
of each plan equally.

(2) Point of sale notification. (i) A Part
D sponsor must have a mechanism to
notify a pharmacy when a Part D en-
rollee incurs out-of-pocket costs with
respect to covered Part D drugs that
make it likely the enrollee may benefit
from participating in the program
using the identification criteria set
forth in paragraphs (e)(1)(A)(A) and
(e)(1)(ii) of this section.

(ii) A Part D sponsor must ensure
that a pharmacy, after receiving such a
notification from the Part D sponsor,
informs the Part D enrollee that it is
likely that the Part D enrollee may
benefit from the Medicare Prescription
Payment Plan.

(3) Part D sponsor notification. A Part
D sponsor must directly outreach to
enrollees identified as likely to benefit
from the program during either of the
following timeframes:

(i) Prior to the plan year. Prior to the
plan year, a Part D sponsor must no-
tify current enrollees that they are
likely to benefit from the program dur-
ing the fourth quarter of the year, and
no later than the end of the annual co-
ordinated election period, as described
at §422.62(a)(2) of this chapter, using
the identification criteria set forth in
paragraphs (e)(1)(i)(B) and (e)(1)(ii) of
this section.

(i1) On an ongoing basis during the
plan year. Part D sponsors must put in
place reasonable guidelines for ongoing
identification and notification of en-
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rollees that are likely to benefit from
the program on an ongoing basis dur-
ing the plan year.

(4) Targeted outreach notification re-
quirements. When an enrollee is identi-
fied as likely to benefit from the pro-
gram, using the identification criteria
set forth in paragraphs (e)(1)(i) and (ii)
of this section or based on Part D spon-
sor-developed guidelines set forth at
paragraph (e)(3)(ii) of this section, the
Part D sponsor must provide to the en-
rollee the standardized ‘‘Medicare Pre-
scription Payment Plan Likely to Ben-
efit Notice” consistent with the re-
quirements at §423.2267(b).

(i) When the enrollee is identified as
likely to benefit directly by the Part D
sponsor, either prior to or during the
plan year, the notification may be done
via mail or electronically (based on the
Part D enrollee’s preferred and author-
ized communication methods).

(A) The outreach must include a pro-
gram election request form and addi-
tional information about the Medicare
Prescription Payment Plan. The addi-
tional information requirement may be
fulfilled by including with the notice
the CMS-developed fact sheet about
the program. If the Part D sponsor de-
velops and uses alternative informa-
tional materials in lieu of the CMS-de-
veloped fact sheet to satisfy this para-
graph (e)(4)(i)(A), they must ensure
that these alternative materials accu-
rately convey program information and
are compliant with existing Part D re-
quirements specified at subpart V of
this part.

(B) During the plan year, the initial
notice may be provided via telephone,
so long as the written ‘‘Medicare Pre-
scription Payment Plan Likely to Ben-
efit Notice,” election request form, and
additional information are sent within
3 calendar days of the telephone notifi-
cation.

(ii) When the enrollee is identified as
likely to benefit during the plan year
at the pharmacy point of sale, the no-
tice must be provided as described in
paragraph (i)(2) of this section.

(5) Targeted outreach exclusions. A
Part D sponsor does not have to notify
enrollees that they are likely to ben-
efit from the program under any of the
following circumstances:
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(i) For the current year during the
final month of the plan year (Decem-
ber).

(ii) When the enrollee is currently
participating in the program, includ-
ing—

(A) For the current year; and

(B) For the upcoming year.

(iii) When the enrollee is precluded
from opting into the program.

(iv) When the PDP is non-renewing
its contract or individual plan benefit
package. This exclusion only applies to
the requirements at paragraph (e)(3)(i)
of this section related to prior to plan
year targeted outreach.

(f) Termination of election, reinstate-
ment, and preclusion—(1) General rule.
Except as provided in paragraph (f)(2)
of this section, a Part D sponsor may
not do any of the following:

(i) Terminate an individual from the
Medicare Prescription Payment Plan.

(ii) Orally or in writing, or by any ac-
tion or inaction, request or encourage
an individual to disenroll.

(2) Basis for termination—(i) Voluntary
terminations. A Part D sponsor must
have a process to allow participants
who have opted into the Medicare Pre-
scription Payment Plan to opt out dur-
ing the plan year.

(A) When a participant opts out of
the Medicare Prescription Payment
Plan, a Part D sponsor must—

(I) Process the termination with an
effective date within 3 calendar days of
receipt of the request for termination.

(2) Provide the individual with a no-
tice of termination after the individual
notifies the Part D sponsor that they
intend to opt out under the Part D
sponsor’s established process.

(i) Timing. The Part D sponsor must
send the notice of termination within
10 calendar days of receipt of the re-
quest for termination.

(i1) Contents. The notice of voluntary
termination must include all of the fol-
lowing. The date on which the individ-
ual’s participation in the program
ends. An explanation of why the indi-
vidual is receiving the notice. A state-
ment clarifying that the notice only
applies to participation in the Medi-
care Prescription Payment Plan. A
statement clarifying that the indi-
vidual will continue to be billed
monthly or can choose to pay the
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amount owed all at once, and that the
individual will not pay interest or fees
on the amount owed. A statement
clarifying that the individual can join
the Medicare Prescription Payment
Plan again and instructions for how to
do so. An overview of other Medicare
programs that can help lower costs and
how to learn more about these pro-
grams, including Extra Help, the Medi-
care Savings Program, the State Phar-
maceutical Assistance Program, and a
manufacturer’s Pharmaceutical Assist-
ance Program.

(3) Offer the participant the option to
repay the full outstanding amount in a
lump sum. A Part D sponsor is prohib-
ited from requiring full immediate re-
payment from a participant who has
been terminated from the Medicare
Prescription Payment Plan.

(4) If the participant opts not to
repay the full outstanding amount in a
lump sum, continue to bill amounts
owed under the program in monthly
amounts not to exceed the maximum
monthly cap according to the statu-
tory formula for the duration of the
plan year after an individual has been
terminated.

(5) Maintain appropriate records of
the termination once the termination
is processed.

(B) [Reserved]

(ii) Imvoluntary termination. If a par-
ticipant fails to pay their monthly
billed amount under the program, a
Part D sponsor is required to terminate
that individual’s Medicare Prescription
Payment Plan participation.

(A) A participant will be considered
to have failed to pay their monthly
billed amount only after the conclusion
of the required grace period as speci-
fied at paragraph (f)(4) of this section.

(B) When a Part D sponsor involun-
tarily terminates a participant, the
sponsor must do all of the following:

(I) Provide the individual with a no-
tice of termination consistent with the
requirements of paragraphs (£)(2)(ii)(C)
and (D) of this section.

(2) Offer the participant the option to
repay the full outstanding amount in a
lump sum. A Part D sponsor is prohib-
ited from requiring full immediate re-
payment from a participant who has
been terminated from the Medicare
Prescription Payment Plan.
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(3) If the participant opts not to
repay the full outstanding amount in a
lump sum, continue to bill amounts
owed under the program in monthly
amounts not to exceed the maximum
monthly cap according to the statu-
tory formula for the duration of the
plan year after an individual has been
terminated.

(C) If a Part D sponsor involuntarily
terminates a participant under this
paragraph (f)(2)(ii), the Part D sponsor
must send the individual an initial no-
tice explaining that the individual has
failed to pay the billed amount.

(I) Timing. The notice of failure to
pay must be sent within 15 calendar
days of the payment due date.

(2) Contents. The notice of failure to
pay must include all of the following:

(i) Pertinent dates, including the
date the missed monthly payment was
due, the amount the individual must
pay to remain in the program, and the
date by when payment must be re-
ceived, which is the date of the end of
the grace period.

(ii) A statement clarifying that the
notice only applies to participation in
the Medicare Prescription Payment
Plan.

(ii1) Instructions for how to submit
payment.

(iv) Information about procedures for
involuntary termination due to failure
to pay, including the date on which the
participant would be removed if pay-
ment is not received, and how to sub-
mit an inquiry or file a grievance.

(v) A statement describing how indi-
viduals should pay their Part D plan
premium first if they cannot afford
both their premium and their program
balance.

(vi) An overview of other Medicare
programs that can help lower costs and
how to learn more about these pro-
grams, including Extra Help, the Medi-
care Savings Program, the State Phar-
maceutical Assistance Program, and a
manufacturer’s Pharmaceutical Assist-
ance Program.

(D) If the individual has failed to pay
the amount due by the end of the grace
period described at paragraph (f)(4) of
this section, the Part D sponsor must
send the individual a termination no-
tice explaining that the individual has
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been terminated from the Medicare
Prescription Payment Plan.

(I) Timing. The involuntary termi-
nation notice must be sent within 3
calendar days following the last day of
the end of the grace period.

(2) Contents. The involuntary termi-
nation notice must include all of the
following:

(i) Pertinent dates, including the
date the individual was originally noti-
fied of the missed monthly payment
and the due date for that payment, as
well as the date on which the individ-
ual’s participation in the program
ends, which should be the same date as
the notice.

(ii) A statement clarifying that the
notice only applies to participation in
the Medicare Prescription Payment
Plan, and that the individual’s Part D
drug coverage will not be impacted.

(7i1) Instructions for how to submit
payment and the amount owed.

(iv) Instructions for how to submit an
inquiry or file a grievance.

(v) A statement clarifying that the
individual can join the Medicare Pre-
scription Payment Plan again if they
pay the amount owed.

(vi) An overview of other Medicare
programs that can help lower costs and
how to learn more about these pro-
grams, including Extra Help, the Medi-
care Savings Program, the State Phar-
maceutical Assistance Program, and a
manufacturer’s Pharmaceutical Assist-
ance Program.

(BE) If either notice is returned to the
Part D sponsor as undeliverable, the
Part D sponsor must immediately im-
plement its existing procedure for re-
searching a potential change of ad-
dress.

(3) Required grace period and reinstate-
ment. When a program participant fails
to pay a program bill, the Part D spon-
sor must provide individuals with a
grace period of at least two months
upon notifying the individual of the
initial missed payment.

(i) The grace period must begin on
the first day of the month following
the date on which the initial notice de-
scribed in this paragraph (f)(3) is sent.

(ii) A participant must be allowed to
pay the overdue balance in full during
the grace period to remain in the pro-
gram.
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(iii) If a participant fails to pay their
monthly billed amount under the pro-
gram with fewer than two full calendar
months remaining in the calendar
year, the grace period must carry over
into the next calendar year.

(A) If the program participant is
within their grace period from the
prior year, the Part D sponsor must
allow the participant to opt into the
program for the next year.

(B) If that participant fails to pay
the amount due from the prior year
during the required grace period, the
Part D sponsor may terminate the in-
dividual’s participation in the program
in the new year following the proce-
dures outlined in paragraph (f)(2)(ii) of
this section.

(iv) If an individual who has been ter-
minated from the Medicare Prescrip-
tion Payment Plan demonstrates good
cause for failure to pay the program
billed amount within the grace period
and pays all overdue amounts billed, a
Part D sponsor must reinstate that in-
dividual into the Medicare Prescription
Payment Plan.

(A) A Part D sponsor is expected to
reinstate an individual into the pro-
gram within a reasonable timeframe
after the individual has repaid their
past due Medicare Prescription Pay-
ment Plan balance in full.

(B) To demonstrate good cause, the
individual must establish by a credible
statement that failure to pay the
monthly amount billed within the
grace period was due to circumstances
for which the individual had no con-
trol, or which the individual could not
reasonably have been expected to fore-
see.

(v) If an individual who has been ter-
minated from the Medicare Prescrip-
tion Payment Plan pays all overdue
amounts billed in full, a Part D sponsor
may also reinstate that individual, at
the sponsor’s discretion and within a
reasonable timeframe, even if the indi-
vidual does not demonstrate good
cause.

(4) Preclusion of election in a subse-
quent plan year. If an individual fails to
pay the amount billed for a month as
required under the Medicare Prescrip-
tion Payment Plan, a Part D sponsor
may preclude that individual from opt-
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ing into the Medicare Prescription
Payment Plan in a subsequent year.

(i) A Part D sponsor may only pre-
clude an individual from opting into
the Medicare Prescription Payment
Plan in a subsequent year if the indi-
vidual owes an overdue balance to that
Part D sponsor.

(ii) If an individual enrolls in a Part
D plan offered by a different Part D
sponsor than the Part D sponsor to
which the individual owes an overdue
balance, that individual cannot be pre-
cluded from opting into the Medicare
Prescription Payment Plan in a subse-
quent year by that different Part D
sponsor.

(iii) If a Part D enrollee remains in a
plan offered by the same Part D spon-
sor and continues to owe an overdue
balance, preclusion may extend beyond
the immediately subsequent plan year.

(A) If an individual pays off the out-
standing balance under the Medicare
Prescription Payment Plan during a
subsequent year, the Part D sponsor
must promptly permit them to opt into
the Medicare Prescription Payment
Plan after the balance is paid.

(B) [Reserved]

(iv) A Part D sponsor that offers
more than one Part D plan may have
different preclusion policies for its dif-
ferent plans. However, the Part D spon-
sor must apply its preclusion policy
consistently among all enrollees of the
same Part D plan.

(5) Prohibition on Part D enrollment
penalties. A Part D plan sponsor is pro-
hibited from doing any of the fol-
lowing:

(i) Disenrolling a Part D enrollee
from a Part D plan for failure to pay
any amount billed under the Medicare
Prescription Payment Plan.

(ii) Declining future enrollment into
a Part D plan based on an individual’s
failure to pay a monthly amount billed
under the Medicare Prescription Pay-
ment Plan.

(6) Disenrollment. (i) If a participant
in the Medicare Prescription Payment
Plan is disenrolled voluntarily or in-
voluntarily from their Part D plan
under the provisions in §423.44(b), the
participant is also terminated from the
Medicare Prescription Payment Plan
in that plan.
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(ii) If the participant enrolls in a dif-
ferent plan, they may opt into the
Medicare Prescription Payment Plan
under their new plan.

(7) Billing for amounts owed. Nothing
in this section prohibits a Part D spon-
sor from billing an individual for an
outstanding Medicare Prescription
Payment Plan amount owed.

(g) Participant billing rights—(1) Gen-
eral rule. For each billing period after
an individual has opted into the pro-
gram and incurred out-of-pocket costs,
a Part D sponsor must calculate a
monthly amount that takes into ac-
count the out-of-pocket costs in that
month that were incurred on or after
the date on which the individual opted
into the program.

(i) A Part D sponsor must not bill a
participant who is in the program but
has not yet incurred any out-of-pocket
costs during the plan year.

(ii) While past due balances from
prior monthly bills may also be in-
cluded in a billing statement, which
could result in the total amount on the
billing statement exceeding the max-
imum monthly cap, the amount billed
for the month for which the maximum
monthly cap is being calculated cannot
be higher than the cap for that month.

(iii) A Part D sponsor must not
charge late fees, interest payments, or
other fees, such as for different pay-
ment mechanisms.

(A) A Part D sponsor must ensure
that—

(I) Any third party it contracts with
complies with such requirements.

(2) Participants do not incur any
charges or fees as a result of over-
billing or overpayment errors made by
the Part D sponsor.

(B) [Reserved]

(iv) A Part D sponsor must send a bill
for the Medicare Prescription Payment
Plan that is separate from the bill for
collection of premiums, if applicable.

(2) Billing period. Each billing period
will be a calendar month.

(i) The billing period begins on either
of the following:

(A) The effective date of a Part D en-
rollee’s participation in the Medicare
Prescription Payment Plan (for the
first month a participant elects into
the program during the plan year).
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(B) The first day of the month (for
each subsequent month or for the first
month of a participant who elects into
the program prior to the start of the
plan year).

(ii) The billing period ends on the
last date of that month.

(3) Billing statement. Billing state-
ments must include all of the following
information:

(i) A statement that the bill is for
the Medicare Prescription Payment
Plan.

(ii) A brief description of the pro-
gram.

(iii) A reference to where additional
information about the program can be
found.

(iv) The effective date of program
participation.

(v) The last payment received, show-
ing the date, amount of the last pay-
ment, and the means of payment made
by the participant.

(vi) Any balance carried over from
the prior month, including any missed
payments.

(vii) Itemized out-of-pocket costs by
prescription for the month being billed.

(viii) The amount due from the par-
ticipant for the month being billed
(that is, the amount based on the appli-
cation of the monthly cap calculation).

(ix) The remaining total out-of-pock-
et cost sharing balance.

(x) Information on the next steps if
the participant fails to pay by the stat-
ed due date.

(xi) Information on how to volun-
tarily opt out of the program and bal-
ances due if participation is termi-
nated.

(xii) Information on the dispute proc-
esses available if the individual dis-
putes their bill.

(xiii) LIS program information, in-
cluding the following:

(A) General information about how
to enroll in the LIS program (as an ad-
ditional or alternative avenue for ad-
dressing prescription drug costs).

(B) A statement that LIS enrollment,
for those who qualify, is likely to be
more advantageous than participation
in the Medicare Prescription Payment
Plan.

(xiv) Plan contact information for
participant questions about the billing
statement.
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(4) Treatment of unsettled balances.
Any unsettled balances with respect to
amounts owed under the program will
be treated as plan losses.

(i) The Secretary is not liable for any
such balances outside of those assumed
as losses estimated in a Part D spon-
sor’s plan bid.

(ii) If a Part D sponsor is com-
pensated by or on behalf of the partici-
pant for an unsettled balance or sells
an unsettled balance as a debt, that
Part D sponsor cannot treat the
amount as a loss and cannot include it
in its bid.

(5) Prioritization of premium payments.
If a Part D enrollee has opted into the
program and makes payments directly
to the Part D sponsor, and it is unclear
whether a payment should go towards
the participant’s outstanding Part D
plan premium or Medicare Prescription
Payment Plan balance, then the pay-
ment must be applied to the Part D
premium.

(6) Financial reconciliation. A Part D
sponsor must have a financial rec-
onciliation process in place to correct
inaccuracies in billing or payments or
both.

(i) Participant payment. (A) A partici-
pant may pay more than the maximum
monthly cap, up to the annual out-of-
pocket threshold.

(B) The participant cannot pay more
than their total OOP costs for the
Medicare Prescription Payment Plan.

(C) If a participant does pay more
than their total OOP costs for the
Medicare Prescription Payment Plan,
then the Part D sponsor must reim-
burse the participant the amount that
is paid above the balance owed.

(i1) Reimbursements for excess partici-
pant payments. A Part D sponsor must
develop standardized procedures for de-
termining and processing reimburse-
ments for excess Medicare Prescription
Payment Plan payments made by pro-
gram participants.

(iii) Claims adjustments resulting in in-
creased amounts owed. When Part D
claims adjustments result in increased
amounts owed by the participant, and
these amounts have not yet been billed
to the participant, they must be in-
cluded in the revised remaining OOP
costs owed by the participant (as de-
fined at paragraph (b)(1) of this sec-
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tion) and, thus, in the subsequent
month maximum cap for the next bill-
ing period.

(h) Participant disputes—(1) Coverage
determination and appeals procedures. A
Part D sponsor must apply the Part D
coverage determination and appeals
procedures specified at §423.566(a) to
any disputes made by program partici-
pants concerning the cost sharing
amount of a covered Part D drug.

(2) Grievance procedures. A Part D
sponsor must apply the Part D griev-
ance procedure specified at §423.562 to
any dispute made by a program partici-
pant related to any aspect of the Medi-
care Prescription Payment Plan.

(1) Pharmacy point of sale motification
process. (1) When a Part D sponsor is
notifying a pharmacy that a Part D en-
rollee has incurred out-of-pocket costs
with respect to covered Part D drugs
that make it likely the enrollee may
benefit from participating in the pro-
gram, as required at paragraph (e)(2) of
this section, the Part D sponsor must
use standard code values for notifying
the pharmacy that an enrollee has been
identified as likely to benefit, as out-
lined by the National Council for Pre-
scription Drug Programs.

(2) A Part D sponsor must ensure
that the ‘‘Medicare Prescription Pay-
ment Plan Likely to Benefit Notice’’ is
provided to enrollees identified as like-
ly to benefit (or the person acting on
their behalf) through the pharmacy
point of sale notification process.

(i) In pharmacy settings in which
there is direct contact with enrollees
(for example, community pharmacies
where enrollees present in person to
pick up prescriptions), the Part D spon-
sor must ensure that a hard copy of the
‘““Medicare Prescription Payment Plan
Likely to Benefit Notice” is provided
to enrollees identified as likely to ben-
efit (or the person acting on their be-
half) at the time the prescription is
picked up.

(ii) For non-retail pharmacy settings
without in-person encounters (such as
mail order pharmacies), a Part D spon-
sor must require the pharmacy to no-
tify the Part D enrollee via a telephone
call or their preferred contact method.

(iii) For long-term care pharmacy
settings, the Part D plan sponsor
should not require that the pharmacy
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notify the Part D enrollee prior to dis-
pensing the medication. Instead, the
Part D plan sponsor should require the
long-term care pharmacy to provide
the notice to the Part D enrollee (or
their authorized representative) at the
time of its typical enrollee cost-shar-
ing billing process.

(iv) If the pharmacy is in contact
with a Part D enrollee identified as
likely to benefit and the enrollee de-
clines to complete the prescription fill-
ing process, the Part D sponsor must
ensure that the pharmacy provides the
‘““Medicare Prescription Payment Plan
Likely to Benefit Notice’” to the Part
D enrollee.

(3) A Part D sponsor must ensure
that any contract between the Part D
sponsor and a pharmacy (or between a
first tier, downstream, or related enti-
ty and a pharmacy on the Part D spon-
sor’s behalf) for participation in one or
more of the Part D sponsor’s networks
includes a provision requiring phar-
macies to provide this notification to
Part D enrollees.

(j) Pharmacy claims processing—(1)
Electronic claims processing methodology.
Part D sponsors must use, and must en-
sure pharmacies use, a bank identifica-
tion number (BIN) or processor control
number (PCN) electronic claims proc-
essing methodology for applicable
Medicare Prescription Payment Plan
transactions.

(i) Part D sponsors must utilize, and
ensure pharmacies utilize, an addi-
tional BIN/PCN that is unique to the
Medicare Prescription Payment Plan
to facilitate electronic processing of
supplemental coordination of benefits
(COB) transactions for program par-
ticipants.

(ii) A Part D sponsor must provide
the unique Medicare Prescription Pay-
ment Plan BIN/PCN and any other per-
tinent billing information to the phar-
macy on paid claim responses when the
enrollee is also a Medicare Prescription
Payment Plan participant.

(iii) A Part D sponsor must assign a
program-specific PCN that starts with
“MPPP” and report the new BIN/PCN

to CMS.
(iv) The transaction processed
through the Medicare Prescription

Payment Plan BIN/PCN will be sub-
mitted after processing any applicable
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other payer transactions in order to
capture the final patient responsibility
amount after all other payers have
paid.

(2) Supplemental coverage that in-
creases final patient pay amount. When a
Part D enrollee has supplemental cov-
erage that modifies their final out-of-
pocket responsibility for covered Part
D drugs:

(i) When the final patient pay
amount returned to the pharmacy by a
supplemental payer for a covered Part
D drug is higher than the original Part
D patient pay amount, the Part D
sponsor may only include in the Medi-
care Prescription Payment Plan the
participant’s original Part D cost shar-
ing, as determined by their plan-spe-
cific benefit structure.

(ii) [Reserved]

(3) Prescription drug event reporting. A
Part D sponsor must ensure that the
claims processing methodology de-
scribed in paragraph (j)(1) of this sec-
tion has no impact on prescription
drug event (PDE) cost/payment field
reporting, meaning PDE records must
reflect participant and plan liability
amounts as if the Medicare Prescrip-
tion Payment Plan did not apply.

(4) Real-time benefit tools. A Part D
sponsor must ensure that participation
in the Medicare Prescription Payment
Plan or the associated claims proc-
essing methodology described in para-
graph (j)(1) of this section or both has
no impact on the cost-sharing informa-
tion displayed in real-time benefit
tools.

(5) Inclusion of retroactive claims. A
Part D sponsor is not required to retro-
actively include under this program
claims submitted to the Part D sponsor
by a Medicare Prescription Payment
Plan participant (whether the request
is made via paper form, telephonically,
or electronically) except as provided in
paragraph (d)(6) of this section.

(6) Re-adjudication of prescription drug
claims for mew program participants. (i)
When a Part D enrollee receives the
‘““Medicare Prescription Payment Plan
Likely to Benefit Notice” from the
pharmacy, they may choose to take
time to consider opting into the pro-
gram and leave the pharmacy without
the prescription that triggered the no-
tification.
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(ii) When the Part D enrollee returns
to the pharmacy after their election
into the Medicare Prescription Pay-
ment Plan has been effectuated, the
plan sponsor must require the phar-
macy to reverse and reprocess the
high-cost claim that triggered the like-
ly to benefit notification.

(A) Should a Part D enrollee have
other unpaid claims at the same phar-
macy for covered Part D drugs from
prior dates of service, in addition to
the prescription that may have trig-
gered the likely to benefit notification,
they may also request that those
claims be readjudicated.

(B) [Reserved]

(iii) When the Part D claim date of
service is the same as the date of pro-
gram effectuation), the Part D sponsor
is not required to ensure the pharmacy
reverse and resubmit the Part D claim,
provided that they otherwise obtain
the necessary Medicare Prescription
Payment Plan BIN/PCN for the pro-
gram-specific transaction.

(k) Pharmacy payment obligations. A
Part D sponsor must ensure that en-
rollee participation in the Medicare
Prescription Payment Plan does not af-
fect the amount paid to pharmacies or
the timing of such payments, con-
sistent with §423.520. A Part D sponsor
must not do either of the following:

(1) Impose any fees or costs related to
program implementation on phar-
macies.

(2) Hold pharmacies responsible for
any unsettled balances of a participant
or for collecting unpaid balances from
the participant on the Part D sponsor’s
behalf.

(1) [Reserved]

(m) General Part D sponsor outreach
and education requirements. The require-
ments described in this paragraph (m)
are applicable beginning October 1,
2025, with respect to general outreach
for the Medicare Prescription Payment
Plan for 2026.

(1) Mailing. A Part D sponsor, except
a dual eligible special needs plan (D-
SNP), must provide a Medicare Pre-
scription Payment Plan election re-
quest form, described at paragraph
(d)(10)(i) of this section, and additional
educational information on the pro-
gram in a hard copy mailing.
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(i) The mailing must be sent by the
later of—

(A) Within 10 calendar days from re-
ceipt of CMS confirmation of enroll-
ment in the Part D plan; or

(B) The last day of the month prior
to the plan effective date.

(ii) The election request form and
supplemental information may be
sent—

(A) With the membership ID card
mailing described at §423.2267(e)(32); or

(B) In its own envelope.

(iii) The mailing may be sent only to
a Part D enrollee who is receiving a
new membership ID card or to all Part
D enrollees.

(iv) The additional information re-
quirement may be fulfilled by includ-
ing in the mailing the CMS-developed
fact sheet about the program. If the
Part D sponsor develops and uses alter-
native informational materials in lieu
of the CMS-developed fact sheet to sat-
isfy this paragraph (m)(1)(iv), they
must ensure that these alternative ma-
terials accurately convey program in-
formation and are compliant with ex-
isting Part D requirements specified at
subpart V of this part.

(2) Websites. In addition to meeting
requirements described at
§§423.128(d)(2) and 423.2265(b), a Part D
sponsor is required to include all of the
following on its website:

(i) An election request mechanism, as
described at paragraph (d)(2) of this
section.

(ii) An overview of the Medicare Pre-
scription Payment Plan.

(iii) Examples of the program cal-
culation and explanations.

(iv) A description of Part D enrollees
who may be likely to benefit from the
program.

(v) The financial implications of par-
ticipation.

(vi) The implications of not paying
monthly bills.

(vii) Instructions for how to opt into
and out of the program, including tim-
ing requirements around election effec-
tuation.

(viii) A description of the standards
for retroactive election in cases where
an enrollee believes that a delay in fill-
ing a prescription may seriously jeop-
ardize their life, health, or ability to
regain maximum function.
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(ix) A description of the dispute and
grievance procedure, as required under
§423.137(h).

(x) Contact information Part D en-
rollees can use to obtain further infor-
mation

(xi) General information about the
LIS program, including an overview of
how LIS enrollment, for those who
qualify, is likely to be more advan-
tageous than program participation.

[90 FR 15912, Apr. 15, 2025]

Subpart D—Cost Control and
Quality Improvement Require-
ments

§423.150 Scope.

This subpart sets forth the require-
ments relating to the following:

(a) Drug utilization management pro-
grams, quality assurance measures and
systems, and MTM programs for Part D
sponsors.

(b) Appropriate dispensing of pre-
scription drugs in long-term care fa-
cilities under PDPs and MA-PD plans.

(c) Consumer satisfaction surveys of
Part D plans.

(d) Electronic prescription drug pro-
grams for prescribers, dispensers, and
Part D sponsors.

(e) Quality improvement organiza-
tion (QIO) activities.

(f) Compliance deemed on the basis of
accreditation.

(g) Accreditation organizations.

(h) Procedures for the approval of ac-
creditation organizations as a basis for
deeming compliance.

[70 FR 4525, Jan. 28, 2005, as amended at 70
FR 67593, Nov. 7, 2005; 76 FR 21573, Apr. 15,
2011; 89 FR 30834, Apr. 23, 2024]

§423.153 Drug utilization manage-
ment, quality assurance, medication
therapy management (MTM) pro-
grams, drug management programs,
and access to Medicare Parts A and
B claims data extracts.

(a) General rule. Bach Part D sponsor
must have established, for covered Part
D drugs furnished through a Part D
plan, a drug utilization management
program, quality assurance measures
and systems, and an MTM program as
described in paragraphs (b), (¢), and (d)
of this section. No later than January
1, 2022, a Part D plan sponsor must
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have established a drug management
program for at-risk beneficiaries en-
rolled in their prescription drug benefit
plans to address overutilization of fre-
quently abused drugs, as described in
paragraph (f) of this section.

(b) Drug wutilization management. A
Part D sponsor must have established a
reasonable and appropriate drug utili-
zation management program that ad-
dress all of the following:

(1) Includes incentives to reduce
costs when medically appropriate.

(2) Maintains policies and systems to
assist in preventing over-utilization
and under-utilization of prescribed
medications.

(3) Provides CMS with information
concerning the procedures and per-
formance of its drug utilization man-
agement program, according to guide-
lines specified by CMS.

(4)(i) Daily cost sharing rate. Subject
to paragraph (b)(4)(ii) of this section,
establishes a daily cost-sharing rate (as
defined in §423.100) and applies it to a
prescription presented to a network
pharmacy for a covered Part D drug
that is dispensed for a supply less than
the approved month’s supply, if the
drug is in the form of a solid oral dose
and may be dispensed for less than the
approved month’s supply under appli-
cable law.

(ii) Ezxceptions. The requirements of
paragraph (b)(4)(i) of this section do
not apply to either of the following:

(A) Solid oral doses of antibiotics.

(B) Solid oral doses that are dis-
pensed in their original container as
indicated in the Food and Drug Admin-
istration Prescribing Information or
are customarily dispensed in their
original packaging to assist patients
with compliance.

(iii) Cost-sharing—(A) Copayments. In
the case of a drug that would incur a
copayment, the Part D sponsor must
apply cost-sharing as calculated by
multiplying the applicable daily cost-
sharing rate by the days’ supply actu-
ally dispensed when the beneficiary re-
ceives less than the approved month’s
supply.

(B) Coinsurance. In the case of a drug
that would incur a coinsurance per-
centage, the Part D sponsor must apply
the coinsurance percentage for the
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drug to the days’ supply actually dis-
pensed.

(¢) Quality assurance. A Part D spon-
sor must have established quality as-
surance measures and systems to re-
duce medication errors and adverse
drug interactions and improve medica-
tion use that include all of the fol-
lowing—

(1) Representation that network pro-
viders are required to comply with
minimum standards for pharmacy
practice as established by the States.

(2) Concurrent drug utilization re-
view systems, policies, and procedures
designed to ensure that a review of the
prescribed drug therapy is performed
before each prescription is dispensed to
an enrollee in a sponsor’s Part D plan,
typically at the point-of-sale or point
of distribution. The review must in-
clude, but not be limited to,

(i) Screening for potential drug ther-
apy problems due to therapeutic dupli-
cation.

(ii) Age/gender-related contraindica-
tions.

(iii) Over-utilization and under-utili-
zation.

(iv) Drug-drug interactions.

(v) Incorrect drug dosage or duration
of drug therapy. (vi) Drug-allergy con-
traindications.

(vii) Clinical abuse/misuse.

(3) Retrospective drug utilization re-
view systems, policies, and procedures
designed to ensure ongoing periodic ex-
amination of claims data and other
records, through computerized drug
claims processing and information re-
trieval systems, in order to identify
patterns of inappropriate or medically
unnecessary care among enrollees in a
sponsor’s Part D plan, or associated
with specific drugs or groups of drugs.

(4) Internal medication error identi-
fication and reduction systems.

(5) Provision of information to CMS
regarding its quality assurance meas-
ures and systems, according to guide-
lines specified by CMS.

(d) Medication therapy management
(MTM) program—i(1) General rule. A Part
D sponsor must have established a
MTM program that—

(1) Is designed to ensure that covered
Part D drugs prescribed to targeted
beneficiaries described in paragraph
(d)(2) of this section are appropriately
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used to optimize therapeutic outcomes
through improved medication use;

(ii) Is designed to reduce the risk of
adverse events, including adverse drug
interactions, for targeted beneficiaries
described in paragraph (d)(2) of this
section;

(iii) May be furnished by a phar-
macist or other qualified provider; and

(iv) May distinguish between services
in ambulatory and institutional set-
tings.

(v) Must enroll targeted beneficiaries
using an opt-out method of enrollment
only.

(vi) Must target beneficiaries for en-
rollment in the MTM program at least
quarterly during each plan year.

(vii) Must offer a minimum level of
medication therapy management serv-
ices for each beneficiary enrolled in the
MTM program that includes all of the
following:

(A) Interventions for
ficiaries and prescribers.

(B) Annual comprehensive medication
review with written summaries. (I) The
beneficiary’s comprehensive medica-
tion review—

(i) Must include an interactive con-
sultation, performed by a pharmacist
or other qualified provider, that is ei-
ther in person or performed via syn-
chronous telehealth; and

(ii) May result in a recommended
medication action plan.

(2) If a beneficiary is offered the an-
nual comprehensive medication review
and is unable to accept the offer to par-
ticipate due to cognitive impairment,
the pharmacist or other qualified pro-
vider may perform the comprehensive
medication review with the bene-
ficiary’s prescriber, caregiver, or other
authorized individual.

(C) Quarterly targeted medication re-
views with follow-up interventions
when necessary.

(D) Standardized action plans and
summaries that comply with require-
ments as specified by CMS for the
standardized format.

(E) Beginning January 1, 2022, for en-
rollees targeted in paragraph (d)(2) of
this section, provide at least annually
as part of the comprehensive medica-
tion review, a targeted medication re-
view, or other MTM correspondence or

both bene-
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service, information about safe dis-
posal of prescription drugs that are
controlled substances, drug take back
programs, in-home disposal and cost-
effective means to safely dispose of
such drugs.

(F) The information to be provided
under paragraph (d)(1)(vii)(E) of this
section must comply with all require-
ments of §422.111(j) of this chapter.

(2) Targeted beneficiaries. Targeted
beneficiaries for the MTM program de-
scribed in paragraph (d)(1) of this sec-
tion are enrollees in the sponsor’s Part
D plan who meet the characteristics of
at least one of the following two
groups:

(i)(A) Have multiple chronic diseases,
with three chronic diseases being the
maximum number a Part D plan spon-
sor may require for targeted enroll-
ment;

(B) Are taking multiple Part D drugs,
with eight Part D drugs being the max-
imum number of drugs a Part D plan
sponsor may require for targeted en-
rollment; and

(C) Are likely to incur annual cov-
ered Part D drug costs greater than or
equal to the MTM cost threshold deter-
mined by CMS, as specified in this
paragraph (d)(2)(1)(C) of this section.

(I) For 2011, the MTM cost threshold
is set at $3,000.

(2) For 2012 through 2024, the MTM
cost threshold is set at $3,000 increased
by the annual percentage specified in
§423.104(d)(5)(iv).

(3) For 2025, the MTM cost threshold
is set at the average annual cost of
eight generic drugs, as defined at
§423.4, as determined using the PDE
data specified at §423.104(d)(2)(iv)(C).

(ii) Beginning January 1, 2022, are at-
risk beneficiaries as defined in §423.100.

(iii) Beginning January 1, 2025, in
identifying beneficiaries who have mul-
tiple chronic diseases under paragraph
(A)(2)({)(A) of this section, Part D plan
sponsors must include all of the fol-
lowing diseases, and may include addi-
tional chronic diseases:

(A) Alzheimer’s disease.

(B) Bone disease-arthritis (including
osteoporosis, osteoarthritis, and rheu-
matoid arthritis).

(C) Chronic congestive heart failure
(CHF).

(D) Diabetes.
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(BE) Dyslipidemia.

(F) End-stage renal disease (ESRD).

(G) Human immunodeficiency virus/
acquired immunodeficiency syndrome
(HIV/AIDS).

(H) Hypertension.

(I) Mental health (including depres-
sion, schizophrenia, bipolar disorder,
and other chronic/disabling mental
health conditions).

(J) Respiratory disease (including
asthma, chronic obstructive pulmonary
disease (COPD), and other chronic lung
disorders).

(iv) Beginning January 1, 2025, in
identifying the number of Part D drugs
under paragraph (d)(2)(i)(B) of this sec-
tion, Part D plan sponsors must in-
clude all Part D maintenance drugs, re-
lying on information in a widely ac-
cepted, commercially or publicly avail-
able drug database to make such deter-
minations, and may include all Part D
drugs.

(3) Use of experts. The MTM program
must be developed in cooperation with
licensed and practicing pharmacists
and physicians.

(4) Coordination with care management
plans. The MTM program must be co-
ordinated with any care management
plan established for a targeted indi-
vidual under a chronic care improve-
ment program (CCIP) under section
1807 of the Act. A Part D sponsor must
provide drug claims data to CCIPs for
those beneficiaries that are enrolled in
CCIPs in a manner specified by CMS.

(5) Considerations in pharmacy fees. An
applicant to become a Part D sponsor
must—

(i) Describe in its application how it
takes into account the resources used
and time required to implement the
MTM program it chooses to adopt in
establishing fees for pharmacists or
others providing MTM services for cov-
ered Part D drugs under a Part D plan.

(ii) Disclose to CMS upon request the
amount of the management and dis-
pensing fees and the portion paid for
MTM services to pharmacists and oth-
ers upon request. Reports of these
amounts are protected under the provi-
sions of section 1927(b)(3)(D) of the Act.

(6) MTM program reporting. A Part D
sponsor must provide CMS with infor-
mation regarding the procedures and
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performance of its MTM program, ac-
cording to guidelines specified by CMS.

(e) Exception for private fee-for-service
MA plans offering qualified prescription
drug coverage. In the case of an MA
plan described in §422.4(a)(3) of this
chapter providing qualified prescrip-
tion drug coverage, the requirements
under paragraphs (b) and (d) of this sec-
tion do not apply.

(f) Drug management programs. A drug
management program must meet all
the following requirements:

(1) Written policies and procedures. A
sponsor must document its drug man-
agement program in written policies
and procedures that are approved by
the applicable P&T committee and re-
viewed and updated as appropriate. In
the case of a Part D sponsor, including
a PACE organization, without its own
or a contracted P&T committee be-
cause it does not use a formulary, the
written policies and procedures de-
scribed in this section must be ap-
proved by the Part D sponsor’s medical
director as described at §423.562(a)(5)
(or, for a PACE organization, at
§460.60(b)) and applicable clinical and
other staff or contractors as deter-
mined appropriate by the medical di-
rector. These policies and procedures
must address all aspects of the spon-
sor’s drug management program, in-
cluding but not limited to the fol-
lowing:

(i) The appropriate credentials of the
clinical staff conducting case manage-
ment required under paragraph (f)(2) of
this section, including that the staff
must have a current and unrestricted
license to practice within the scope of
his or her profession in a State, Terri-
tory, Commonwealth of the TUnited
Stated (that is, Puerto Rico), or the
District of Columbia.

(ii) The necessary and appropriate
contents of files for case management
required under paragraph (f)(2) of this
section, which must include docu-
mentation of the substance of pre-
scriber and beneficiary contacts.

(iii) Monitoring reports and notifica-
tions about incoming enrollees who
meet the definition of an at-risk bene-
ficiary or a potential at-risk bene-
ficiary in §423.100 and responding to re-
quests from other sponsors for informa-
tion about at-risk beneficiaries and po-
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tential at-risk beneficiaries who re-
cently disenrolled from the sponsor’s
prescription drug benefit plan.

(2) Case management/clinical contact/
prescriber wverification—(i) General rule.
The sponsor’s clinical staff must con-
duct case management for each poten-
tial at-risk beneficiary for the purpose
of engaging in clinical contact with the
prescribers of frequently abused drugs
and verifying whether a potential at-
risk beneficiary is an at-risk bene-
ficiary. Except as provided in para-
graph (f)(2)(ii) of this section, the spon-
sor must do all of the following:

(A) Send written information to the
beneficiary’s prescribers that the bene-
ficiary met the clinical guidelines and
is a potential at risk beneficiary.

(B) Elicit information from the pre-
scribers about any factors in the bene-
ficiary’s treatment that are relevant to
a determination that the beneficiary is
an at-risk beneficiary, including
whether prescribed medications are ap-
propriate for the beneficiary’s medical
conditions or the beneficiary is an ex-
empted beneficiary.

(C) In cases where prescribers have
not responded to the inquiry described
in paragraph (f)(2)(i)(B) of this section,
make reasonable attempts to commu-
nicate with the prescribers tele-
phonically and/or by another effective
communication method designed to
elicit a response from the prescribers
within a reasonable period after send-
ing the written information.

(ii) Exception for identification by prior
plan. If a beneficiary was identified as
a potential at-risk or an at-risk bene-
ficiary by his or her most recent prior
plan and such identification has not
been terminated in accordance with
paragraph (f)(14) of this section, the
sponsor meets the requirements in
paragraph (f)(2)(i) of this section, so
long as the sponsor obtains case man-
agement information from the previous
sponsor and such information is still
clinically adequate and up to date.

(3) Limitation on access to coverage for
frequently abused drugs. Subject to the
requirements of paragraph (f)(4) of this
section, a Part D plan sponsor may do
any or all of the following:

(i) Implement a point-of-sale claim
edit for frequently abused drugs that is
specific to an at-risk beneficiary.
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(ii) In accordance with paragraphs
(f)(9) and (13) of this section, limit an
at-risk beneficiary’s access to coverage
for frequently abused drugs to those
that are—

(A) Prescribed for the beneficiary by
one or more prescribers;

(B) Dispensed to the beneficiary by
one or more network pharmacies; or

(C) Both.

(iii)(A) If the sponsor implements an
edit as specified in paragraph (f)(3)(i) of
this section, the sponsor must not
cover frequently abused drugs for the
beneficiary in excess of the edit, unless
the edit is terminated or revised based
on a subsequent determination, includ-
ing a successful appeal.

(B) If the sponsor limits the at-risk
beneficiary’s access to coverage as
specified in paragraph (f)(3)(ii) of this
section, the sponsor must cover fre-
quently abused drugs for the bene-
ficiary only when they are obtained
from the selected pharmacy(ies) or pre-
scriber(s) or both, as applicable—

(I) In accordance with all other cov-
erage requirements of the beneficiary’s
prescription drug benefit plan, unless
the limit is terminated or revised
based on a subsequent determination,
including a successful appeal; and

(2) Except as necessary to provide
reasonable access in accordance with
paragraph (f)(12) of this section.

(4) Requirements for limiting access to
coverage for frequently abused drugs. (i)
A sponsor may not limit the access of
an at-risk beneficiary to coverage for
frequently abused drugs under para-
graph (f)(3) of this section, unless the
sponsor has done all of the following:

(A) Conducted case management as
required by paragraph (f)(2) of this sec-
tion and updated it, if necessary.

(B) Except in the case of a pharmacy
limitation imposed pursuant to para-
graph (f)(3)(ii)(B) of this section, ob-
tained the agreement of at least one
prescriber of frequently abused drugs
for the beneficiary that the specific
limitation is appropriate.

(C) Provided the notices to the bene-
ficiary in compliance with paragraphs
(£)(5) and (6) of this section.

(ii)(A) Except as provided in para-
graph paragraph (f)(3)(ii)(A) of this
sectionregarding a prescriber limita-
tion, if the sponsor has complied with
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the requirement of paragraph para-
graph (£)(2)(i)(B) of this section about
attempts to reach prescribers, and the
prescribers were not responsive after 3
attempts by the sponsor to contact
them within 10 business days, then the
sponsor has met the requirement of
paragraph (f)(4)(i)(B) of this section for
eliciting information from the pre-
scribers.

(B) The sponsor may not implement a
prescriber limitation pursuant to para-
graph (£)(3)(ii)(A) of this section if no
prescriber was responsive.

(5) Initial notice to a beneficiary. (i)
After conducting the case management
required by paragraph (f)(2) of this sec-
tion, a Part D sponsor that intends to
limit the access of a potential at-risk
beneficiary, or subject to the exception
in paragraph (f)(8)(ii) of this section, of
an at-risk beneficiary (as defined in
subparagraph (2) of the definition in
§423.100), to coverage for frequently
abused drugs under paragraph (f)(3) of
this section must provide an initial
written notice to the beneficiary.

(ii) The notice must do all of the fol-
lowing:

(A) Use language approved by the
Secretary.

(B) Be in a readable and understand-
able form.

(C) Provide all of the following infor-
mation:

(I) An explanation that the bene-
ficiary’s current or immediately prior
Part D plan sponsor has identified the
beneficiary as a potential at-risk bene-
ficiary.

(2) A description, of all State and
Federal public health resources that
are designed to address prescription
drug abuse to which the beneficiary
has access, including mental health
and other counseling services and in-
formation on how to access such serv-
ices, including any such services cov-
ered by the plan under its Medicare
benefits, supplemental benefits, or
Medicaid benefits (if the plan inte-
grates coverage of Medicare and Med-
icaid benefits).

(3) An explanation of the bene-
ficiary’s right to a redetermination if
the sponsor issues a determination
that the beneficiary is an at-risk bene-
ficiary and the standard and expedited
redetermination processes described at
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§§423.582 and 423.584, including notice
that if on redetermination the plan
sponsor affirms its denial, in whole or
in part, the case must be automatically
forwarded to the independent review
entity contracted with CMS for review
and resolution.

(4) A request that the beneficiary
submit to the sponsor within 30 days of
the date of this initial notice any infor-
mation that the beneficiary believes is
relevant to the sponsor’s determina-
tion, including which prescribers and
pharmacies the beneficiary would pre-
fer the sponsor to select if the sponsor
implements a limitation under para-
graph (f)(3)(ii) of this section.

(5) An explanation of the meaning
and consequences of being identified as
an at-risk beneficiary, including the
following:

(i) An explanation of the sponsor’s
drug management program, the spe-
cific limitation the sponsor intends to
place on the beneficiary’s access to
coverage for frequently abused drugs
under the program.

(ii) The timeframe for the sponsor’s
decision.

(iii) If applicable, any limitation on
the availability of the special enroll-
ment period described in §423.38.

(6) Clear instructions that explain
how the beneficiary can contact the
sponsor, including how the beneficiary
may submit information to the sponsor
in response to the request described in
paragraph (f)(5)(ii)(C)(4) of this section.

(7) Contact information for other or-
ganizations that can provide the bene-
ficiary with assistance regarding the
sponsor’s drug management program.

(8) Other content that CMS deter-
mines is necessary for the beneficiary
to understand the information required
in this notice.

(iii) The Part D plan sponsor must
make reasonable efforts to provide the
beneficiary’s prescriber(s) of frequently
abused drugs with a copy of the notice
required under paragraph (f)(6)(i) of
this section.

(iv) If the Part D plan sponsor subse-
quently intends to make a change to
the terms of an ongoing limitation(s)
established under paragraph (f)(3) of
this section, including the intention to
impose an additional limitation on the
at-risk beneficiary, the sponsor must

42 CFR Ch. IV (10-1-25 Edition)

comply with the requirements of para-
graph (f)(3) of this section, as well as
all applicable requirements for bene-
ficiary notices described in paragraphs
(£)(5) through (8) of this section.

(6) Second notice. (i) Upon making a
determination that a beneficiary is an
at-risk beneficiary and to limit the
beneficiary’s access to coverage for fre-
quently abused drugs under paragraph
(£)(3) of this section, a Part D sponsor
must provide a second written notice
to the beneficiary.

(ii) The second notice must do all of
the following:

(A) Use language approved by the
Secretary.

(B) Be in a readable and understand-
able form.

(C) Provide all of the following infor-
mation:

(I) An explanation that the bene-
ficiary’s current or immediately prior
Part D plan sponsor has identified the
beneficiary as an at-risk beneficiary.

(2) An explanation that the bene-
ficiary is subject to the requirements
of the sponsor’s drug management pro-
gram, including—

(1) The limitation the sponsor is plac-
ing on the beneficiary’s access to cov-
erage for frequently abused drugs and
the effective and end date of the limi-
tation; and

(i1) If applicable, any limitation on
the availability of the special enroll-
ment period described in §423.38.

(3) The prescriber(s) or pharmacy(ies)
or both, if and as applicable, from
which the beneficiary must obtain fre-
quently abused drugs in order for them
to be covered by the sponsor.

(4) An explanation of the bene-
ficiary’s right to a redetermination
under §423.580, including all of the fol-
lowing:

(i) A description of both the standard
and expedited redetermination proc-
esses.

(ii) The beneficiary’s right to, and
conditions for, obtaining an expedited
redetermination.

(iii) Notice that if on redetermination
the plan sponsor affirms its denial, in
whole or in part, the case must be
automatically forwarded to the inde-
pendent review entity contracted with
CMS for review and resolution.
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(5) An explanation that the bene-
ficiary may submit to the sponsor, if
the beneficiary has not already done
so, the prescriber(s) and pharmacy(ies),
as applicable, from which the bene-
ficiary would prefer to obtain fre-
quently abused drugs.

(6) Clear instructions that explain
how the beneficiary may contact the
sponsor, including how the beneficiary
may submit information to the sponsor
in response to the request described in
paragraph (f)(6)(ii)(C)(H) of this section.

(7) Other content that CMS deter-
mines is necessary for the beneficiary
to understand the information required
in this notice.

(iii) The Part D plan sponsor must
make reasonable efforts to provide the
beneficiary’s prescriber(s) of frequently
abused drugs with a copy of the notice
required by paragraph (f)(6)(i) of this
section.

(7) Alternate second notice. (i) If, after
providing an initial notice to a poten-
tial at-risk beneficiary under para-
graph (f)(4) of this section, a Part D
sponsor determines that the potential
at-risk beneficiary is not an at-risk
beneficiary, the sponsor must provide
an alternate second written notice to
the beneficiary.

(ii) The alternate second notice must
do all of the following:

(A) Use language approved by the
Secretary.

(B) Be in a readable and understand-
able form.

(C) Provide all of the following infor-
mation:

(I) The sponsor has determined that
the beneficiary is not an at-risk bene-
ficiary.

(2) The sponsor will not limit the
beneficiary’s access to coverage for fre-
quently abused drugs.

(3) If applicable, the SEP limitation
no longer applies.

(4) Clear instructions that explain
how the beneficiary may contact the
sponsor.

(5) Other content that CMS deter-
mines is necessary for the beneficiary
to understand the information required
in this notice.

(iii) The Part D sponsor must make
reasonable efforts to provide the bene-
ficiary’s prescriber(s) of frequently
abused drugs with a copy of the notice
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required in accordance with paragraph
(H)(7)(1) of this section.

(8) Notices: Timing and exceptions. (i)
Subject to paragraphs (f)(8)(ii) and (iii)
of this section, a Part D sponsor must
provide the second notice described in
paragraph (f)(6) of this section or the
alternate second notice described in
paragraph (f)(7) of this section, as ap-
plicable, on a date that is not less than
30 days after the date of the initial no-
tice described in paragraph (f)(5) of this
section and not more than the earlier
of the following two dates:

(A) Within 3 days of the date the
sponsor makes the relevant determina-
tion.

(B) Sixty days after the date of the
initial notice described in paragraph
(f)(5) of this section.

(ii) In the case of a beneficiary who is
determined by a Part D sponsor to be
exempt, the sponsor must provide the
alternate second notice within 3 days
of the date the sponsor makes the rel-
evant determination, even if such de-
termination is made less than 30 days
from the date of the initial notice de-
scribed in paragraph (f)(b) of this sec-
tion.

(iii) A gaining plan sponsor may
forgo providing the initial notice and
may immediately provide a second no-
tice described in paragraph (f)(6) of this
section to an at-risk beneficiary as de-
fined in subparagraph (2) of the defini-
tion in §423.100), if the sponsor is im-
plementing either of the following:

(A) A Dbeneficiary-specific point-of-
sale claim edit as described in para-
graph (f)(3)(i) of this section, if the edit
is the same as the one that was imple-
mented in the immediately prior plan.

(B) A limitation on access to cov-
erage as described in paragraph (f)(3(ii)
of this section, if such limitation would
require the beneficiary to obtain fre-
quently abused drugs from the same lo-
cation of pharmacy and/or the same
prescriber, as applicable, that was se-
lected under the immediately prior
plan under paragraph (f)(9) of this sec-
tion.

(9) Beneficiary preferences. Except as
described in paragraph (f)(10) of this
section, if a beneficiary submits pref-
erences for prescribers or pharmacies
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or both from which the beneficiary pre-
fers to obtain frequently abused drugs,
the sponsor must do the following:

(1) Review such preferences.

(ii) If the beneficiary is—

(A) Enrolled in a stand-alone pre-
scription drug benefit plan and speci-
fies a prescriber(s) or network phar-
macy(ies) or both, select or change the
selection of prescriber(s) or network
pharmacy(ies) or both for the bene-
ficiary based on beneficiary’s pref-
erence(s).

(B) Enrolled in a Medicare Advantage
prescription drug benefit plan and
specifies a network prescriber(s) or
network pharmacy(ies) or both, select
or change the selection of prescriber(s)
or pharmacy(ies) or both for the bene-
ficiary based on the beneficiary’s pref-
erence(s).

(iii) The sponsor must inform the
beneficiary of the selection or change
in—

(A) The second notice; or

(B) If the second notice is not feasible
due to the timing of the beneficiary’s
submission, in a subsequent written
notice, issued no later than 14 days
after receipt of the submission.

(10) Ezception to beneficiary pref-
erences. (i) If the Part D sponsor deter-
mines that the selection or change of a
prescriber or pharmacy under para-
graph (£)(9) of this section would con-
tribute to prescription drug abuse or
drug diversion by the at-risk bene-
ficiary, the sponsor may change the se-
lection without regard to the bene-
ficiary’s preferences if there is strong
evidence of inappropriate action by the
prescriber, pharmacy, or beneficiary.

(ii) If the sponsor changes the selec-
tion, the sponsor must provide the ben-
eficiary with—

(A) At least 30 days advance written
notice of the change; and

(B) A rationale for the change.

(11) Reasonable access. In making the
selections under paragraph (f)(12) of
this section, a Part D plan sponsor
must ensure that the beneficiary con-
tinues to have reasonable access to fre-
quently abused drugs, taking into ac-
count all relevant factors, including
but not limited to—

(i) Geographic location;

(ii) Beneficiary preference;
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(iii) The beneficiary’s predominant
usage of a prescriber or pharmacy or
both;

(iv) The impact on cost-sharing;

(v) Reasonable travel time;

(vi) Whether the beneficiary has mul-
tiple residences;

(vii) Natural disasters and similar
situations; and

(viii) The provision of emergency
services.

(12) Selection of prescribers and phar-
macies. (i) A Part D plan sponsor must
select, as applicable—

(A) One, or, if the sponsor reasonably
determines it necessary to provide the
beneficiary with reasonable access,
more than one, network prescriber who
is authorized to prescribe frequently
abused drugs for the beneficiary, unless
the plan is a stand-alone PDP, or the
selection of an out-of-network provider
is necessary; and

(B) One, or, if the sponsor reasonably
determines it necessary to provide the
beneficiary with reasonable access,
more than one, network pharmacy that
may dispense such drugs to such bene-
ficiary, unless the selection of an out-
of-network pharmacy is necessary.

(ii)(A) For purposes of this paragraph
(£)(12) of this section, in the case of a
pharmacy that has multiple locations
that share real-time electronic data,
all such locations of the pharmacy
must collectively be treated as one
pharmacy.

(B) For purposes of this paragraph
(f)(12) of this section, in the case of a
group practice, all prescribers of the
group practice must be treated as one
prescriber.

(13) Confirmation of selections(s). (i)
Before selecting a prescriber or phar-
macy under this paragraph, a Part D
plan sponsor must notify the prescriber
or pharmacy, as applicable, that the
beneficiary has been identified for in-
clusion in the drug management pro-
gram for at-risk beneficiaries and that
the prescriber or pharmacy or both
is(are) being selected as the bene-
ficiary’s designated prescriber or phar-
macy or both for frequently abused
drugs. For prescribers, this notification
occurs during case management as de-
scribed in paragraph (f)(2) or when the
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prescriber provides agreement pursu-
ant to paragraph (f)(4)(i)(B) of this sec-
tion.

(ii) The sponsor must receive con-
firmation from the prescriber(s) or
pharmacy(ies) or both, as applicable,
that the selection is accepted before
conveying this information to the at-
risk beneficiary, unless the pharmacy
has agreed in advance in a network
agreement with the sponsor to accept
all such selections and the agreement
specifies how the pharmacy will be no-
tified by the sponsor of its selection.

(14) Termination of identification as an
at-risk beneficiary. The identification of
an at-risk beneficiary as such must ter-
minate as of the earlier of the fol-
lowing:

(i) The date the beneficiary dem-
onstrates through a subsequent deter-
mination, including but not limited to,
a successful appeal, that the bene-
ficiary is no longer likely, in the ab-
sence of the limitation under this para-
graph, to be an at-risk beneficiary; or

(ii)(A) The end of a one year period
calculated from the effective date of
the limitation, as specified in the no-
tice provided under paragraph (f)(6) of
this section, unless the limitation was
extended pursuant to paragraph
(f)(14)(i1)(B) of this section.

(B) The end of a two year period cal-
culated from the effective date of the
limitation, as specified in a notice pro-
vided under paragraph (f)(6) of this sec-
tion, subject to the following require-
ments:

(I) The plan sponsor determines at
the end of the one year period that
there is a clinical basis to extend the
limitation;

(2) Except in the case of a pharmacy
limitation imposed pursuant to para-
graph (£)(3)(ii)(B) of this section, the
plan sponsor has obtained the agree-
ment of a prescriber of frequently
abused drugs for the beneficiary that
the limitation should be extended.

(3) The plan sponsor has provided an-
other notice to the beneficiary in com-
pliance with paragraph (f)(6) of this
section.

(4) If the prescribers were not respon-
sive after 3 attempts by the sponsor to
contact them within 10 business days,
then the sponsor has met the require-
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ment of paragraph (f)(14)((ii1)(B)(2) of
this section.

(5) The sponsor may not extend a pre-
scriber limitation implemented pursu-
ant to paragraph (f)(3)(ii)(A) of this
section if no prescriber was responsive.

(15) Data disclosure. (i) CMS identifies
potential at-risk beneficiaries to the
sponsor of the prescription drug plan in
which the beneficiary is enrolled.

(ii) A Part D sponsor that operates a
drug management program must dis-
close any data and information to CMS
and other Part D sponsors that CMS
deems necessary to oversee Part D
drug management programs at a time,
and in a form and manner specified by
CMS. The data and information disclo-
sures must do all of the following:

(A) Provide information to CMS
within 30 days of receiving a report
about a potential at-risk beneficiary
from CMS.

(B) Provide information to CMS
about any potential at-risk beneficiary
that meets paragraph (1) of the defini-
tion in §423.100 that a sponsor identi-
fies within 30 days from the date of the
most recent CMS report identifying po-
tential at-risk beneficiaries;

(C) Provide information to CMS
about any potential at-risk beneficiary
or at-risk beneficiary that meets para-
graph (2) of the definitions in §423.100
that a sponsor identifies within 30 days
from the date of the most recent CMS
report identifying potential at-risk
beneficiaries.

(D) Provide information to CMS as
soon as possible but no later than 7
days from the date of the initial notice
or second notice that the sponsor pro-
vided to a beneficiary, or as soon as
possible but no later than 7 days of a
termination date, as applicable, about
a beneficiary-specific opioid claim edit
or a limitation on access to coverage
for frequently abused drugs.

(BE) Transfer case management infor-
mation upon request of a gaining spon-
sor as soon as possible but not later
than 2 weeks from the gaining spon-
sor’s request when—

(I) An at-risk beneficiary or potential
at-risk beneficiary disenrolls from the
sponsor’s plan and enrolls in another
prescription drug plan offered by the
gaining sponsor; and
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(2) The edit or limitation that the
sponsor had implemented for the bene-
ficiary had not terminated before
disenrollment.

(16) Clinical guidelines. Potential at-
risk beneficiaries and at-risk bene-
ficiaries are identified by CMS or a
Part D sponsor using clinical guide-
lines that—

(i) Are developed with stakeholder
consultation;

(ii) Are based on:

(1) The acquisition of frequently
abused drugs from multiple prescribers,
multiple pharmacies, the level of fre-
quently abused drugs used, or any com-
bination of these factors; or

(2) Beginning January 1, 2022, a his-
tory of opioid-related overdose as de-
termined by at least one recent claim
that contains a principal diagnosis in-
dicating opioid overdose, and at least
one recent claim for an opioid medica-
tion other than an opioid used for
medication assisted therapy (MAT).

(iii) Are derived from expert opinion
and an analysis of Medicare data; and

(iv) Include a program size estimate.

(g) Prescription drug plan sponsors’ ac-
cess to Medicare Parts A and B claims
data extracts. (1)(i) Beginning in plan
year 2020, a PDP sponsor may submit a
request to CMS for the data described
in paragraph (g)(2) of this section about
enrollees in its prescription drug plans.

(i1) CMS makes the data requested in
paragraph (g)(1)(i) of this section avail-
able to eligible PDP sponsors, in ac-
cordance with all applicable laws. The
data is provided at least quarterly on a
specified release date, and in an elec-
tronic format to be determined by
CMS.

(iii) If CMS determines or has a rea-
sonable belief that the PDP sponsor
has violated the requirements of this
paragraph (g) or that unauthorized
uses, reuses, or disclosures of the Medi-
care claims data have taken place, at
CMS’ sole discretion, the PDP sponsor
may be denied further access to the
data described in paragraph (g)(2) of
this section.

(2) Data described. The data that may
be requested under paragraph (g)(1) of
this section are standardized extracts
of claims data under Medicare parts A
and B for items and services furnished
under such parts to beneficiaries who
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are enrolled in a plan offered by the
PDP sponsor at the time of the disclo-
sure.

(3) Purposes. A PDP sponsor must
comply with all laws that may be ap-
plicable to data received under this
provision, including State and Federal
privacy and security laws, and, further-
more subject to the limitations in
paragraph (g)(4) of this section may
only use or disclose the data provided
by CMS under paragraph (g)(1) of this
section for the following purposes:

(i) To optimize therapeutic outcomes
through improved medication use, as
such phrase is used in paragraph
(d)(1)(@) of this section.

(ii) To improve care coordination so
as to prevent adverse health outcomes,
such as preventable emergency depart-
ment visits and hospital readmissions.

(iii) For activities falling under para-
graph (1) of the definition of ‘‘health
care operations’ under 45 CFR 164.501.

(iv) For activities falling under para-
graph (2) of the definition of ‘‘health
care operations” under 45 CFR 164.501.

(v) For ‘““fraud and abuse detection or
compliance activities’”” under 45 CFR
164.506(c)(4)(ii).

(vi) For disclosures that qualify as
“required by law’ disclosures at 45
CFR 164.103.

(4) Limitations. A PDP sponsor must
comply with the following require-
ments regarding the data provided by
CMS under this paragraph (g):

(i) The PDP sponsor will not use the
data to inform coverage determina-
tions under Part D.

(ii) The PDP sponsor will not use the
data to conduct retroactive reviews of
medically accepted indications deter-
minations.

(iii) The PDP sponsor will not use the
data to facilitate enrollment changes
to a different prescription drug plan or
an MA-PD plan offered by the same
parent organization.

(iv) The PDP sponsor will not use the
data to inform marketing of benefits.

(v) The PDP sponsor will contrac-
tually bind its contractors that have
access to the Medicare claims data,
and require their contractors to con-
tractually bind any other potential
downstream data recipients, to the
terms and conditions imposed on the
PDP sponsor under this paragraph (g).
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(5) Ensuring the privacy and security of
data. As a condition of receiving the re-
quested data, the PDP sponsor must at-
test that it will adhere to the per-
mitted uses and limitations on the use
of the Medicare claims data listed in
paragraphs (g)(3) and (4) of this section.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19818, Apr. 15, 2010; 75 FR 32860, June 10,
2010; 76 FR 21573, Apr. 15, 2011; 77 FR 22169,
Apr. 12, 2012; 80 FR 7963, Feb. 12, 2015; 83 FR
16739, Apr. 16, 2018; 84 FR 15841, Apr. 16, 2019;
86 FR 6116, Jan. 19, 2021; 89 FR 30834, Apr. 23,
2024; 89 FR 79452, Sept. 30, 2024]

§423.154 Appropriate dispensing of
prescription drugs in long-term
care facilities under PDPs and MA-
PD plans.

(a) In general. Except as provided in
paragraph (b) of this section, when dis-
pensing covered Part D drugs to enroll-
ees who reside in long-term care facili-
ties, a Part D sponsor must—

(1) Require all pharmacies servicing
long-term care facilities, as defined in
§423.100 to—

(i) Dispense solid oral doses of brand-
name drugs, as defined in §423.4, to en-
rollees in such facilities in no greater
than 14-day increments at a time;

(ii) Permit the use of uniform dis-
pensing techniques for Part D drugs
dispensed to enrollees in long-term
care facilities under paragraph (a)(1)(i)
of this section as defined by each of the
long-term care facilities in which such
enrollees reside; and

(2) Not penalize long-term care facili-
ties’ choice of more efficient uniform
dispensing techniques described in
paragraph (a)(1)(ii) of this section by
prorating dispensing fees based on
days’ supply or quantity dispensed.

(3) Ensure that any difference in pay-
ment methodology among long-term
care pharmacies incentivizes more effi-
cient dispensing techniques.

(4) Collect and report information, in
a form and manner specified by CMS,
on the dispensing methodology used for
each dispensing event described by
paragraph (a)(1) of this section.

(b) Exclusions. CMS excludes from the
requirements under paragraph (a) of
this section—

(1) Solid oral doses of antibiotics; or

(2) Solid oral doses that are dispensed
in their original container as indicated
in the Food and Drug Administration
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Prescribing Information or are custom-
arily dispensed in their original pack-
aging to assist patients with compli-
ance (for example, oral contraceptives).

(c) Waivers. CMS waives the require-
ments under paragraph (a) of this sec-
tion, except paragraphs (a)(2) and (3) o
this section, for pharmacies when they
service intermediate care facilities for
individuals with intellectual disabil-
ities (ICFs/IID) and institutes for men-
tal disease (IMDs) as defined in
§435.1010 and for I/T/U pharmacies (as
defined in §423.100).

(d) Applicability date. The applica-
bility date for this section is January
1, 2013. Nothing precludes a Part D
sponsor and pharmacy from mutually
agreeing to an earlier implementation
date.

(e) Unused drugs returned to the phar-
macy. The terms and conditions that
must be offered by a Part D sponsor
under §423.120(a)(b) must include provi-
sions that address the disposal of drugs
that have been dispensed to an enrollee
in a long-term care facility but not
used and which have been returned to
the pharmacy, in accordance with Fed-
eral and State regulations, as well as
whether return for credit and reuse is
authorized where permitted under
State law.

[76 FR 21573, Apr. 15, 2011, as amended at 80
FR 7963, Feb. 12, 2015; 88 FR 22337, Apr. 12,
2023]

§423.156 Consumer satisfaction sur-
veys.

Part D contracts with 600 or more en-
rollees as of July of the prior year
must contract with approved Medicare
Consumer Assessment of Healthcare
Providers and Systems (CAHPS) survey
vendors to conduct the Medicare
CAHPS satisfaction survey of Part D
plan enrollees in accordance with CMS
specifications and submit the survey
data to CMS. Part D sponsors are not
required to submit CAHPS data that
would otherwise be required for the
calculation of the 2021 Star Ratings.

[75 FR 19818, Apr. 15, 2010, as amended at 85
FR 19290, Apr. 6, 2020]
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§423.159 Electronic prescription drug
program.

(a) Definitions. For purposes of this
section, the following definitions
apply:

Dispenser means a person or other
legal entity licensed, registered, or
otherwise permitted by the jurisdiction
in which the person practices or the en-
tity is located to provide drug products
for human use by prescription in the
course of professional practice.

Electronic media has the same mean-
ing given this term in 45 CFR 160.103.

E-prescribing means the transmission
using electronic media, of prescription
or prescription-related information be-
tween a prescriber, dispenser, phar-
macy benefit manager, or health plan,
either directly or through an inter-
mediary, including an e-prescribing
network. E-prescribing includes, but is
not limited to, two-way transmissions
between the point of care and the dis-
penser.

Electronic prescription drug program
means a program that provides for e-
prescribing for covered Part D drugs
prescribed for Part D eligible individ-
uals.

Prescriber means a physician, dentist,
or other person licensed, registered, or
otherwise permitted by the U.S. or the
jurisdiction in which he or she prac-
tices, to issue prescriptions for drugs
for human use.

Prescription-related information means
information regarding eligibility for
drug benefits, medication history, or
related health or drug information for
Part D eligible individuals.

(b) [Reserved]

(c) Requirement. Part D sponsors must
support and comply with electronic
prescription standards relating to cov-
ered Part D drugs for Part D enrollees
developed by CMS once final standards
are effective.

(d) Promotion of electronic prescribing
by MA-PD plans. An MA organization
offering an MA-PD plan may provide
for a separate or differential payment
to a participating physician that pre-
scribes covered Part D drugs in accord-
ance with electronic prescription
standards, including initial standards
and final standards established by CMS
once final standards are effective. Any
payments must be in compliance with
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applicable Federal and State laws re-
lated to fraud and abuse, including the
physician self-referral prohibition (sec-
tion 1877 of the Act) and the Federal
anti kickback statute (section 1128B(b)
of the Act).

[70 FR 4525, Jan. 28, 2005, as amended at 70
FR 67593, Nov. 7, 2005]

§423.160 Standards for electronic pre-
scribing.

(a) General rules. (1) Part D sponsors
must establish and maintain an elec-
tronic prescription drug program that
complies with the applicable standards
in paragraph (b) of this section when
transmitting, directly or through an
intermediary, prescriptions and pre-
scription-related information using
electronic media for covered Part D
drugs for Part D eligible individuals.

(2) Except as provided in paragraph
(a)(3) of this section, prescribers and
dispensers that transmit, directly or
through an intermediary, prescriptions
and prescription-related information
using electronic media (including enti-
ties transmitting prescriptions or pre-
scription-related information where
the prescriber is required by law to
issue a prescription for a patient to a
non-prescribing provider, such as a
nursing facility, that in turn forwards
the prescription to a dispenser), must
comply with the applicable standards
in paragraph (b) of this section when e-
prescribing for covered Part D drugs
for Part D eligible individuals.

(3)(i) Entities transmitting prescrip-
tions or prescription-related informa-
tion must utilize the NCPDP SCRIPT
standard, consistent with paragraph
(b)(1) of this section, in all instances
other than temporary/transient net-
work transmission failures.

(ii) Electronic transmission of pre-
scriptions or prescription-related infor-
mation by means of computer-gen-
erated facsimile is only permitted in
instances of temporary/transient trans-
mission failure and communication
problems that would preclude the use
of the NCPDP SCRIPT standard adopt-
ed by this section.

(iii) Entities may use either HL7
messages or the NCPDP SCRIPT stand-
ard to transmit prescriptions or pre-
scription-related information inter-
nally when the sender and the recipient
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are part of the same legal entity. If an
entity sends prescriptions outside the
entity (for example, from an HMO to a
non-HMO pharmacy), it must use the
adopted NCPDP SCRIPT standard or
other applicable adopted standards.
Any pharmacy within an entity must
be able to receive electronic prescrip-
tion transmittals for Medicare bene-
ficiaries from outside the entity using
the adopted NCPDP SCRIPT standard.
This exemption does not supersede any
HIPAA requirement that may require
the use of a HIPAA transaction stand-
ard within an organization.

(4) In accordance with section 1860D-
4(e)(b) of the Act, the standards under
this paragraph (b) of this section super-
sede any State law or regulation that—

(i) Is contrary to the standards or re-
stricts the ability to carry out Part D
of Title XVIII of the Act; and

(ii) Pertains to the electronic trans-
mission of medication history and of
information on eligibility, benefits,
and prescriptions with respect to cov-
ered Part D drugs under Part D of Title
XVIII of the Act.

(5) Beginning on January 1, 2021, pre-
scribers must, except in the cir-
cumstances described in paragraphs
(a)(5)(1) through (iii) of this section,
conduct prescribing for at least 70 per-
cent of their Schedule II, III, IV, and V
controlled substances that are Part D
drugs electronically using the applica-
ble standards in paragraph (b) of this
section, subject to the exemption in
paragraph (a)(3)(iii) of this section.
Prescriptions written for a beneficiary
in a long-term care facility will not be
included in determining compliance
until January 1, 2028. Compliance ac-
tions against prescribers who do not
meet the compliance threshold based
on prescriptions written for a bene-
ficiary in a long-term care facility will
commence on or after January 1, 2028.
Compliance actions against prescribers
who do not meet the compliance
threshold based on other prescriptions
will commence on or after January 1,
2023. Prescribers will be exempt from
this requirement in the following situ-
ations:

(i) Prescriber issues 100 or fewer con-
trolled substance prescriptions for Part
D drugs per calendar year as deter-
mined using CMS claims data with
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dates of service as of December 31st of
the current year.

(ii) Prescriber has an address in
PECOS in the geographic area of an
emergency or disaster declared by a
Federal, State, or local government en-
tity. If a prescriber does not have an
address in PECOS, prescriber has an
address in NPPES in the geographic
area of an emergency or disaster de-
clared by a Federal, State, or local gov-
ernment entity. Starting in the 2024
measurement year, CMS will identify
which emergencies or disasters qualify
for this exception.

(iii) Prescriber has received a CMS-
approved waiver because the prescriber
is unable to conduct electronic pre-
scribing of controlled substances
(EPCS) due to circumstances beyond
the prescriber’s control.

(b) Standards—(1) Prescriptions, elec-
tronic prior authorization, and medication
history. The communication of a pre-
scription or prescription-related infor-
mation must comply with a standard
in 45 CFR 170.205(b) (incorporated by
reference, see paragraph (c) of this sec-
tion) for the following transactions, as
applicable to the version of the stand-
ard in use:

(1)(A) GetMessage.

(B) Status.

(C) Error.

(D) RxChangeRequest
RxChangeResponse.

(B) RxRenewalRequest
RxRenewalResponse.

(F) Resupply.

(&) Verify.

(H) CancelRx and CancelRxResponse.

(I) RxFill.

(J) DrugAdministration.

(K) NewRxRequest.

(L) NewRx.

(M) NewRxResponseDenied.

(N) RxTransferInitiationRequest.

(0) RxTransfer.

(P) RxTransferConfirm.

(Q) RxFilllndicatorChange.

(R) Recertification.

and

and

(S) REMSInitiationRequest and
REMSInitiationResponse.

(T) REMSRequest and
REMSResponse.

U) RxHistoryRequest and
RxHistoryResponse.

V) PAlInitiationRequest and

PAlInitiationResponse.
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(W) PARequest and PAResponse.

(X) PAAppealRequest and
PAAppealResponse.

YY) PACancelRequest and
PACancelResponse.

(Z) PANotification.

(ii) [Reserved]

(2) Eligibility. Eligibility inquiries and
responses between the Part D sponsor
and prescribers and between the Part D
sponsor and dispensers must comply
with 456 CFR 162.1202.

(3) Formulary and benefits. The Na-
tional Council for Prescription Drug
Programs Formulary and Benefits
Standard, Implementation Guide,
Version 3, Release 0 (Version 3.0), (in-
corporated by reference, see paragraph
(c)) of this section) or comply with a
standard in 45 CFR 170.205(u) (incor-
porated by reference, see paragraph (c)
of this section) for transmitting for-
mulary and benefits information be-
tween prescribers and Part D sponsors.
Beginning January 1, 2027, trans-
mission of formulary and benefit infor-
mation between prescribers and Part D
sponsors must comply with a standard
in 45 CFR 170.205(u) (incorporated by
reference, see paragraph (c) of this sec-
tion).

(4) Provider identifier. The National
Provider Identifier (NPI), as defined at
45 CFR 162.406, to identify an individual
health care provider to Medicare Part
D sponsors, prescribers and dispensers,
in electronically transmitted prescrip-
tions or prescription-related materials
for Medicare Part D covered drugs for
Medicare Part D eligible individuals.

(5) Real-time benefit tools. Part D spon-
sors must implement one or more elec-
tronic real-time benefit tools (RTBT)
that are capable of integrating with at
least one prescriber’s e-Prescribing
(eRx) system or electronic health
record (EHR) to provide complete, ac-
curate, timely, clinically appropriate,
patient-specific formulary and benefit
information to the prescriber in real
time for assessing coverage under the
Part D plan. Such information must in-
clude enrollee cost-sharing informa-
tion, clinically appropriate formulary
alternatives, when available, and the
formulary status of each drug pre-
sented including any utilization man-
agement requirements applicable to
each alternative drug. Beginning Janu-
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ary 1, 2027, Part D sponsors’ RTBT
must comply with a standard in 45 CFR
170.205(c) (incorporated by reference,
see paragraph (c) of this section).

(c) Incorporation by reference. The ma-
terial listed in this paragraph (c) is in-
corporated by reference into this sec-
tion with the approval of the Director
of the Federal Register under 5 U.S.C.
562(a) and 1 CFR part 51. All approved
incorporation by reference (IBR) mate-
rial is available for inspection at the
Centers for Medicare & Medicaid Serv-
ices (CMS) and at the National Ar-
chives and Records Administration
(NARA). Contact CMS at: CMS 7500 Se-
curity Boulevard, Baltimore, Maryland
21244; phone: (410) 786-4132 or (877) 267—
2323; email: PartDPolicy@cms.hhs.gov.
For information on the availability of

this material at NARA, visit
www.archives.gov/federal-register/cfr/ibr-

locations or email
fr.inspection@nara.gov. The material

may be obtained from National Council
for Prescription Drug Programs
(NCPDP), Incorporated, 9240 E Raintree
Drive, Scottsdale, AZ 85260-7518; phone:
(480) 477-1000; email: info@ncpdp.org;
website: www.ncpdp.org.

(1) NCPDP Formulary and Benefit
Standard, Implementation Guide,
Version 3, Release 0 (Version 3.0),
ANSI-approved January 28, 2011.

(2) NCPDP SCRIPT Standard, Imple-
mentation Guide Version 2017071,
ANSI-approved July 28, 2017.

(3) NCPDP SCRIPT Standard, Imple-
mentation Guide Version 2023011,
ANSI-approved January 17, 2023.

(4) NCPDP Real-Time Prescription
Benefit Standard, Implementation
Guide Version 13, ANSI-approved May
19, 2022.

(5) NCPDP Formulary and Benefit
Standard, Implementation Guide
Version 60, ANSI-approved April 12,
2023.

[89 FR 51263, June 17, 2024, as amended by 89
FR 98565, Dec. 9, 2024]

§423.162 Quality improvement organi-
zation activities.

(a) General rule. Quality improvement
organizations (QIOs) are required to
offer providers, practitioners, and Part
D sponsors quality improvement assist-
ance pertaining to health care services,
including those related to prescription
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drug therapy, in accordance with con-
tracts established with the Secretary.

(b) Collection of information. Informa-
tion collected, acquired, or generated
by a QIO in the performance of its re-
sponsibilities under this section is sub-
ject to the confidentiality provisions of
part 480 of this chapter. Part D spon-
sors are required to provide specified
information to CMS for distribution to
the QIOs as well as directly to QIOs.

(c) Applicability of QIO confidentiality
provisions. The provisions of part 480 of
this chapter apply to Part D sponsors
in the same manner as such provisions
apply to institutions under part 480 of
this chapter.

§423.165 Compliance deemed on the
basis of accreditation.

(a) General rule. A Part D sponsor is
deemed to meet all of the requirements
of any of the areas described in para-
graph (b) of this section if—

(1) The Part D sponsor is fully ac-
credited (and periodically reaccredited)
for the standards related to the appli-
cable area under paragraph (b) of this
section by a private, national accredi-
tation organization approved by CMS;
and

(2) The accreditation organization
uses the standards approved by CMS
for the purposes of assessing the Part D
sponsor’s compliance with Medicare re-
quirements.

(b) Deemable requirements. The re-
quirements relating to the following
areas are deemable:

(1) Access to covered drugs, as pro-
vided under §§423.120 and 423.124.

(2) Drug utilization management pro-
grams, quality assurance measures and
systems, and MTM programs as pro-
vided under §423.153.

(3) Privacy, confidentiality, and ac-
curacy of enrollee records, as provided
under §423.136.

(c) Effective date of deemed status. The
date the Part D sponsor is deemed to
meet the applicable requirements is
the later of the following:

(1) The date the accreditation organi-
zation is approved by CMS.

(2) The date the Part D sponsor is ac-
credited by the accreditation organiza-
tion.

§423.168

(d) Obligations of deemed Part D spon-
sors. A Part D sponsor deemed to meet
Medicare requirements must—

(1) Submit to surveys by CMS to vali-
date its accreditation organization’s
accreditation process; and

(2) Authorize its accreditation orga-
nization to release to CMS a copy of its
most recent accreditation survey, to-
gether with any survey-related infor-
mation that CMS may require (includ-
ing corrective action plans and sum-
maries of unmet CMS requirements).

(e) Removal of deemed status. CMS re-
moves part or all of a Part D sponsor’s
deemed status for any of the following
reasons—

(1) CMS determines, on the basis of
its own investigation, that the Part D
sponsor does not meet the Medicare re-
quirements for which deemed status
was granted.

(2) CMS withdraws its approval of the
accreditation organization that accred-
ited the Part D sponsor.

(3) The Part D sponsor fails to meet
the requirements of paragraph (d) of
this section.

(f) Authority. Nothing in this section
limits CMS’ authority under subparts
K and O of this part, including, but not
limited to the ability to impose inter-
mediate sanctions, civil money pen-
alties, and terminate a contract with a
Part D plan sponsor.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19818, Apr. 15, 2010; 89 FR 30835, Apr. 23,
2024]

§423.168 Accreditation organizations.

(a) Conditions for approval. CMS may
approve an accreditation organization
for a given standard under this part if
the organization meets the following
conditions:

(1) In accrediting Part D sponsors
and Part D plans, it applies and en-
forces standards that are at least as
stringent as Medicare requirements for
the standard or standards in question.

(2) It complies with the application
and reapplication procedures set forth
in §423.171.

(3) It ensures that—

(i) Any individual associated with it,
who is also associated with an entity it
accredits, does not influence the ac-
creditation decision concerning that
entity;
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(ii) The majority of the membership
of its governing body is not comprised
of managed care organizations, Part D
sponsors or their representatives; and

(iii) Its governing body has a broad
and balanced representation of inter-
ests and acts without bias.

(b) Notice and comment—(1) Proposed
notice. CMS publishes a notice in the
FEDERAL REGISTER whenever it is con-
sidering granting an accreditation or-
ganization’s application for approval.
The notice-

(i) Announces CMS’s receipt of the
accreditation organization’s applica-
tion for approval;

(ii) Describes the criteria CMS uses
in evaluating the application; and

(iii) Provides at least a 30-day com-
ment period.

(2) Final notice. (i) After reviewing
public comments, CMS publishes a
final notice in the FEDERAL REGISTER
indicating whether it has granted the
accreditation organization’s request
for approval.

(ii) If CMS grants the request, the
final notice specifies the effective date
and the term of the approval that may
not exceed 6 years.

(c) Ongoing responsibilities of an ap-
proved accreditation organization. An ac-
creditation organization approved by
CMS must undertake the following ac-
tivities on an ongoing basis:

(1) Provide to CMS in written form
and on a monthly basis all of the fol-
lowing:

(i) Copies of all accreditation sur-
veys, together with any survey-related
information that CMS may require in-
cluding corrective action plans and
summaries of unmet CMS require-
ments).

(ii) Notice of all accreditation deci-
sions.

(iii) Notice of all complaints related
to deemed Part D sponsors.

(iv) Information about any Part D
sponsor against which the accrediting
organization has taken remedial or ad-
verse action, including revocation,
withdrawal, or revision of the Part D
sponsor’s accreditation. (The accredi-
tation organization must provide this
information within 30 days of taking
the remedial or adverse action.)

(v) Notice of any proposed changes in
its accreditation standards or require-
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ments or survey process. If the organi-
zation implements the changes before
or without CMS approval, CMS may
withdraw its approval of the accredita-
tion organization.

(2) Within 30 days of a change in CMS
requirements, submit the following to
CMS—

(i) An acknowledgment of CMS’s no-
tification of the change.

(ii) A revised crosswalk reflecting the
new requirements.

(iii) An explanation of how the ac-
creditation organization plans to alter
its standards to conform to CMS’s new
requirements, within the timeframes
specified in the notification of change
it receives from CMS.

(3) Permit its surveyors to serve as
witnesses if CMS takes an adverse ac-
tion based on accreditation findings.

(4) Within 3 days of identifying, in an
accredited Part D sponsor, a deficiency
that as determined by the accrediting
organization poses immediate jeopardy
to the plan’s enrollees or to the general
public, give CMS written notice of the
deficiency.

(5) Within 10 days of CMS’s notice of
withdrawal of approval, give written
notice of the withdrawal to all accred-
ited Part D sponsors.

(6) On an annual basis, provide sum-
mary data specified by CMS that relate
to the past year’s accreditation activi-
ties and trends.

(d) Continuing Federal oversight of ap-
proved accreditation organizations. Spe-
cific criteria and procedures for con-
tinuing oversight and for withdrawing
approval of an accreditation organiza-
tion include the following:

(1) Equivalency review. CMS compares
the accreditation organization’s stand-
ards and its application and enforce-
ment of those standards to the com-
parable CMS requirements and proc-
esses when—

(i) CMS imposes new requirements or
changes its survey process;

(ii) An accreditation organization
proposes to adopt new standards or
changes in its survey process; or

(iii) The term of an accreditation or-
ganization’s approval expires.

(2) Validation review. CMS or its agent
may conduct a survey of an accredited
organization, examine the results of
the accreditation organization’s own
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survey, or attend the accreditation or-
ganization’s survey to validate the or-
ganization’s accreditation process. At
the conclusion of the review, CMS
identifies any accreditation programs
for which validation survey results in-
dicate—

(i) A 20 percent rate of disparity be-
tween certification by the accredita-
tion organization and certification by
CMS or its agent on standards that do
not constitute immediate jeopardy to
patient health and safety if unmet;

(ii) Any disparity between certifi-
cation by the accreditation organiza-
tion and certification by CMS or its
agent on standards that constitute im-
mediate jeopardy to patient health and
safety if unmet; or

(iii) That, regardless of the rate of
disparity, there are widespread or sys-
tematic problems in an organization’s
accreditation process that accredita-
tion no longer provides assurance that
the Medicare requirements are met or
exceeded.

(3) Onsite observation. CMS may con-
duct an onsite inspection of the accred-
itation organization’s operations and
offices to verify the organization’s rep-
resentations and assess the organiza-
tion’s compliance with its own policies
and procedures. The onsite inspection
may include, but is not limited to the
following:

(i) Reviewing documents.

(ii) Auditing meetings concerning the
accreditation process.

(iii) Evaluating survey results or the
accreditation status decision-making
process.

(iv) Interviewing the organization’s
staff.

(4) Notice of intent to withdraw ap-
proval. If an equivalency review, vali-
dation review, onsite observation, or
CMS’s daily experience with the ac-
creditation organization suggests that
the accreditation organization is not
meeting the requirements of this sub-
part, CMS gives the organization writ-
ten notice of its intent to withdraw ap-
proval.

(6) Withdrawal of approval. CMS may
withdraw its approval of an accredita-
tion organization at any time if CMS
determines that—

(i) Deeming, based on accreditation,
no longer guarantees that the Part D
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sponsor meets the requirements for of-
fering qualified prescription drug cov-
erage, and failure to meet those re-
quirements may jeopardize the health
or safety of Medicare enrollees and
constitute a significant hazard to the
public health; or

(ii) The accreditation organization
has failed to meet its obligations under
this section or under §423.165 or
§423.171.

(6) Reconsideration of withdrawal of
approval. An accreditation organization
dissatisfied with a determination to
withdraw CMS approval may request a
reconsideration of that determination
in accordance with subpart D of part
488 of this chapter.

§423.171 Procedures for approval of
accreditation as a basis for deeming
compliance.

(a) Required information and materials.
A private, national accreditation orga-
nization applying for approval must
furnish to CMS all of the following in-
formation and materials (when re-
applying for approval, the organization
need furnish only the particular infor-
mation and materials requested by
CMS):

(1) The types of Part D plans and
sponsors that it reviews as part of its
accreditation process.

(2) A detailed comparison of the orga-
nization’s accreditation requirements
and standards with the Medicare re-
quirements (for example, a crosswalk).

(3) Detailed information about the
organization’s survey process, includ-
ing the following:

(i) Frequency of surveys and whether
surveys are announced or unan-
nounced.

(ii) Copies of survey forms, and guide-
lines and instructions to surveyors.

(iii) Descriptions of—

(A) The survey review process and
the accreditation status decision mak-
ing process;

(B) The procedures used to notify ac-
credited Part D sponsors of deficiencies
and to monitor the correction of those
deficiencies; and

(C) The procedures used to enforce
compliance with accreditation require-
ments.

(4) Detailed information about the in-
dividuals who perform surveys for the
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accreditation organization,
the—

(i) Size and composition of accredita-
tion survey teams for each type of plan
reviewed as part of the accreditation
process;

(ii) Education and experience re-
quirements surveyors must meet;

(iii) Content and frequency of the in-
service training provided to survey per-
sonnel;

(iv) Evaluation systems used to mon-
itor the performance of individual sur-
veyors and survey teams; and

(v) Organization’s policies and prac-
tice for the participation, in surveys or
in the accreditation decision process by
an individual who is professionally or
financially affiliated with the entity
being surveyed.

(5) A description of the organization’s
data management and analysis system
for its surveys and accreditation deci-
sions, including the kinds of reports,
tables, and other displays generated by
that system.

(6) A description of the organization’s
procedures for responding to and inves-
tigating complaints against accredited
organizations, including policies and
procedures regarding coordination of
these activities with appropriate Ili-
censing bodies and ombudsmen pro-
grams.

(7T) A description of the organization’s
policies and procedures for the with-
holding or removal of accreditation for
failure to meet the accreditation orga-
nization’s standards or requirements,
and other actions the organization
takes in response to noncompliance
with its standards and requirements.

(8) A description of all types (for ex-
ample, full or partial) and categories
(for example, provisional, conditional,
or temporary) of accreditation offered
by the organization, the duration of
each type and category of accredita-
tion, and a statement identifying the
types and categories that serve as a
basis for accreditation if CMS approves
the accreditation organization.

(9) A list of all currently accredited
Part D sponsors and MA organizations
and the type, category, and expiration
date of the accreditation held by each
of them.

(10) A list of all full and partial ac-
creditation surveys scheduled to be

including
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performed by the accreditation organi-
zation as requested by CMS.

(11) The name and address of each
person with an ownership or control in-
terest in the accreditation organiza-
tion.

(b) Required supporting documentation.
A private, national accreditation orga-
nization applying or reapplying for ap-
proval also must submit the following
supporting documentation—

(1) A written presentation that dem-
onstrates its ability to furnish CMS
with electronic data in CMS compat-
ible format.

(2) A resource analysis that dem-
onstrates that it’s staffing, funding,
and other resources are adequate to
perform the required surveys and re-
lated activities.

(3) A statement acknowledging that,
as a condition for approval, it agrees to
comply with the ongoing responsibility
requirements of §423.168(c).

(c) Additional information. If CMS de-
termines that it needs additional infor-
mation for a determination to grant or
deny the accreditation organization’s
request for approval, it notifies the or-
ganization and allows time for the or-
ganization to provide the additional in-
formation.

(d) Onsite visit. CMS may visit the ac-
creditation organization’s offices to
verify representations made by the or-
ganization in its application, includ-
ing, but not limited to, review of docu-
ments and interviews with the organi-
zation’s staff.

(e) Notice of determination. CMS gives
the accreditation organization, within
210 days of receipt of its completed ap-
plication, a formal notice that—

(1) States whether the request for ap-
proval is granted or denied;

(2) Gives the rationale for any denial;
and

(3) Describes the reconsideration and
reapplication procedures.

(f) Withdrawal. An accreditation or-
ganization may withdraw its applica-
tion for approval at any time before it
receives the formal notice specified in
paragraph (e) of this section.

(g) Reconsideration of adverse deter-
mination. An accreditation organiza-
tion that has received a notice of de-
nial of its request for approval may re-
quest a reconsideration in accordance
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with subpart D of part 488 of this chap-
ter.

(h) Request for approval following de-
nial. (1) Except as provided in para-
graph (h)(2) of this section, an accredi-
tation organization that has received
notice of denial of its request for ap-
proval may submit a new request if it—

(i) Has revised its accreditation pro-
gram to correct the deficiencies on
which the denial was based.

(ii) Can demonstrate that the Part D
sponsors that it has accredited meet or
exceed applicable Medicare require-
ments; and

(iii) Resubmits the application in its
entirety.

(2) An accreditation organization
that has requested reconsideration of
CMS’ denial of its request for approval
may not submit a new request until
the reconsideration is administratively
final.

§423.180 Basis and scope of the Part D
Prescription Drug Plan Quality Rat-
ing System.

(a) Basis. This subpart is based on
sections 1851(d), 1852(e), 1853(0) and
1854(b)(3)(iii), (v), and (vi) of the Act
and the general authority under sec-
tion 1856(b) of the Act requiring the es-
tablishment of standards consistent
with and to carry out Part D.

(b) Purpose. Ratings calculated and
assigned under this subpart will be
used by CMS for the following pur-
poses:

(1) To provide comparative informa-
tion on plan quality and performance
to beneficiaries for their use in making
knowledgeable enrollment and cov-
erage decisions in the Medicare pro-
gram.

(2) To provide quality ratings on a 5-
star rating system.

(3) To provide a means to evaluate
and oversee overall and specific com-
pliance with certain regulatory and
contract requirements by Part D plans,
where appropriate and possible to use
data of the type described in
§423.182(c).

(c) Applicability. Except for
§423.182(b)(3), the regulations in this
subpart will be applicable beginning
with the 2019 measurement period and
the associated 2021 Star Ratings that
are released prior to the annual coordi-
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nated election period for the 2021 con-
tract year.

[83 FR 16743, Apr. 16, 2018]

§423.182 Part D Prescription Drug
Plan Quality Rating System.

(a) Definitions. In this subpart the fol-
lowing terms have the meanings:

Absolute percentage cap is a cap ap-
plied to non-CAHPS measures that are
on a 0 to 100 scale that restricts move-
ment of the current year’s measure-
threshold-specific cut point to no more
than the stated percentage as com-
pared to the prior year’s cut point.

CAHPS refers to a comprehensive and
evolving family of surveys that ask
consumers and patients to evaluate the
interpersonal aspects of health care.
CAHPS surveys probe those aspects of
care for which consumers and patients
are the best or only source of informa-
tion, as well as those that consumers
and patients have identified as being
important. CAHPS initially stood for
the Consumer Assessment of Health
Plans Study, but as the products have
evolved beyond health plans the acro-
nym now stands for Consumer Assess-
ment of Healthcare Providers and Sys-
tems.

Case-mix adjustment means an adjust-
ment to the measure score made prior
to the score being converted into a
Star Rating to take into account cer-
tain enrollee characteristics that are
not under the control of the plan. For
example age, education, chronic med-
ical conditions, and functional health
status that may be related to the en-
rollee’s survey responses.

Categorical Adjustment Index (CAI)
means the factor that is added to or
subtracted from an overall or summary
Star Rating (or both) to adjust for the
average within-contract (or within-
plan as applicable) disparity in per-
formance associated with the percent-
ages of beneficiaries who are dually eli-
gible for Medicare and enrolled in Med-
icaid, beneficiaries who receive a Low
Income Subsidy, or have disability sta-
tus in that contract (or plan as applica-
ble).

Clustering refers to a variety of tech-
niques used to partition data into dis-
tinct groups such that the observations
within a group are as similar as pos-
sible to each other, and as dissimilar as
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possible to observations in any other
group. Clustering of the measure-spe-
cific scores means that gaps that exist
within the distribution of the scores
are identified to create groups (clus-
ters) that are then used to identify the
four cut points resulting in the cre-
ation of five levels (one for each Star
Rating), such that the scores in the
same Star Rating level are as similar
as possible and the scores in different
Star Rating levels are as different as
possible. Technically, the variance in
measure scores is separated into with-
in-cluster and between-cluster sum of
squares components. The clusters re-
flect the groupings of numeric value
scores that minimize the variance of
scores within the clusters. The Star
Ratings levels are assigned to the clus-
ters that minimize the within-cluster
sum of squares. The cut points for star
assignments are derived from the range
of measure scores per cluster, and the
star levels associated with each cluster
are determined by ordering the means
of the clusters.

Consolidation means when an MA or-
ganization that has at least two con-
tracts for health and/or drug services of
the same plan type under the same par-
ent organization in a year combines
multiple contracts into a single con-
tract for the start of the subsequent
contract year.

Consumed contract means a contract
that will no longer exist after a con-
tract year’s end as a result of a consoli-
dation.

Cut point cap is a restriction on the
change in the amount of movement a
measure-threshold-specific cut point
can make as compared to the prior
yvear’s measure-threshold-specific cut
point. A cut point cap can restrict up-
ward movement, downward movement,
or both.

Display page means the CMS website
on which certain measures and scores
are publicly available for informa-
tional purposes; the measures that are
presented on the display page are not
used in assigning Part C and D Star
Ratings.

Domain rating means the rating that
groups measures together by dimen-
sions of care.
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Dual-eligible (DE) means a beneficiary
who is enrolled in both Medicare and
Medicaid.

Guardrail is a bidirectional cap that
restricts both upward and downward
movement of a measure-threshold-spe-
cific cut point for the current year’s
measure-level Star Ratings as com-
pared to the prior year’s measure-
threshold-specific cut point.

Health equity indexr means an index
that summarizes contract performance
among those with specified social risk
factors (SRFs) across multiple meas-
ures into a single score.

Highest rating means the overall rat-
ing for MA-PDs, the Part C summary
rating for MA-only contracts, and the
Part D summary rating for PDPs.

Highly-rated contract means a con-
tract that has 4 or more stars for its
highest rating when calculated without
the improvement measures and with
all applicable adjustments in
§423.186(f).

Low-income subsidy (LIS) means the
subsidy that a beneficiary receives to
help pay for prescription drug coverage
(see §423.34 for definition of a low-in-
come subsidy eligible individual).

Mean resampling refers to a technique
where measure-specific scores for the
current year’s Star Ratings are ran-
domly separated into 10 equal-sized
groups. The hierarchal clustering algo-
rithm is done 10 times, each time leav-
ing one of the 10 groups out. By leaving
out one of the 10 groups for each run, 9
of the 10 groups, which is 90 percent of
the applicable measure scores, are used
for each run of the clustering algo-
rithm. The method results in 10 sets of
measure-specific cut points. The mean
cut point for each threshold per meas-
ure is calculated using the 10 values.

Measurement period means the period
for which data are collected for a meas-
ure or the performance period that a
measures covers.

Measure score means the numeric
value of the measure or an assigned
‘missing data’ message.

Measure star means the measure’s nu-
meric value is converted to a Star Rat-
ing. It is displayed to the nearest whole
star, using a 1-5 star scale.
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Overall rating means a global rating
that summarizes the quality and per-
formance for the types of services of-
fered across all unique Part C and Part
D measures.

Part C summary rating means a global
rating that summarizes the health plan
quality and performance on Part C
measures.

Part D summary rating means a global
rating that summarizes prescription
drug plan quality and performance on
Part D measures.

Plan benefit package (PBP) means a
set of benefits for a defined MA or PDP
service area. The PBP is submitted by
Part D plan sponsors and MA organiza-
tions to CMS for benefit analysis, bid-
ding, marketing, and beneficiary com-
munication purposes.

Reliability means a measure of the
fraction of the variation among the ob-
served measure values that is due to
real differences in quality (‘‘signal’’)
rather than random variation
(‘“‘noise”); it is reflected on a scale
from 0 (all differences in plan perform-
ance measure scores are due to meas-
urement error) to 1 (the difference in
plan performance scores is attributable
to real differences in performance).

Restricted range is the difference be-
tween the maximum and minimum
measure score values using the prior
year measure scores excluding outer
fence outliers (first quartile
—3*Interquartile Range (IQR) and third
quartile + 3*IQR).

Restricted range cap is a cap applied to
non-CAHPS measures that restricts
movement of the current year’s meas-
ure-threshold-specific cut point to no
more than the stated percentage of the
restricted range of a measure cal-
culated using the prior year’s measure
score distribution.

Reward factor means a rating-specific
factor added to the contract’s sum-
mary or overall ratings (or both) if a
contract has both high and stable rel-
ative performance.

Statistical significance assesses how
likely differences observed in perform-
ance are due to random chance alone
under the assumption that plans are
actually performing the same.

Surviving contract means the contact
that will still exist under a consolida-
tion, and all of the beneficiaries en-
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rolled in the consumed contract(s) are
moved to the surviving contracts.

Traditional rounding rules mean that
the last digit in a value will be round-
ed. If rounding to a whole number, look
at the digit in the first decimal place.
If the digit in the first decimal place is
0, 1, 2, 3 or 4, then the value should be
rounded down by deleting the digit in
the first decimal place. If the digit in
the first decimal place is 5 or greater,
then the value should be rounded up by
1 and the digit in the first decimal
place deleted.

Tukey outer fence outliers are measure
scores that are below a certain point
(first quartile—3.0 x (third quar-
tile —first quartile)) or above a certain
point (third quartile + 3.0 x (third quar-
tile — first quartile)).

(b) Contract ratings—(1) General. CMS
calculates an overall Star Rating, Part
C summary rating, and Part D sum-
mary rating for each MA-PD contract
and a Part D summary rating for each
PDP contract using the 5-star rating
system described in this subpart. For
PDP contracts, the Part D summary
rating is the highest rating. Measures
are assigned stars at the contract level
and weighted in accordance with
§423.186(a). Domain ratings are the
unweighted mean of the individual
measure ratings under the topic area in
accordance with §423.186(b). Summary
ratings are the weighted mean of the
individual measure ratings for Part C
or Part D in accordance with
§423.186(c), with the applicable adjust-
ments provided in paragraph (f) of this
section. Overall Star Ratings are cal-
culated by using the weighted mean of
the individual measure ratings in ac-
cordance with §423.186(d), with the ap-
plicable adjustments provided in para-
graph (f) of this section. CMS includes
the Star Ratings measures in the over-
all and summary ratings that are asso-
ciated with the contract type for the
Star Ratings year.

(2) Plan benefit packages. All plan ben-
efit packages (PBPs) offered under an
MA contract or PDP plan sponsor have
the same overall and/or summary Star
Ratings as the contract under which
the PBP is offered by the MA organiza-
tion or PDP plan sponsor. Data from
all the PBPs offered under a contract
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are used to calculate the measure and
domain ratings for the contract.

(3) Contract consolidations. (i) In the
case of contract consolidations involv-
ing two or more contracts for health
and/or drug services of the same plan
type under the same parent organiza-
tion, CMS assigns Star Ratings for the
first and second years following the
consolidation based on the enrollment-
weighted mean of the measure scores of
the surviving and consumed contract(s)
as provided in paragraph (b)(3)(ii) of
this section.

(ii) The Star Ratings posted on Medi-
care Plan Finder for contracts that
consolidate are as follows:

(A)(1) For the first year after consoli-
dation, CMS uses enrollment-weighted
measure scores using the July enroll-
ment of the measurement period of the
consumed and surviving contracts for
all measures, except survey-based
measures, call center measures, and
improvement measures. The survey-
based measures will use enrollment of
the surviving and consumed contracts
at the time the sample is pulled for the
rating year. The call center measures
will use average enrollment during the
study period. The Part C and D im-
provement measures are not calculated
for first year consolidations.

(2) For contract consolidations ap-
proved on or after January 1, 2022, if a
measure score for a consumed or sur-
viving contract is missing due to a
data integrity issue as described in
§423.184(g)(1)(i) and (ii), CMS assigns a
score of zero for the missing measure
score in the calculation of the enroll-
ment-weighted measure score.

(B)(1) For the second year after con-
solidation, CMS uses the enrollment-
weighted measure scores using the
July enrollment of the measurement
year of the consumed and surviving
contracts for all measures except for
CAHPS. CMS ensures that the CAHPS
survey sample includes enrollees in the
sample frame from both the surviving
and consumed contracts.

(2) For contract consolidations ap-
proved on or after January 1, 2022, for
all measures except CAHPS if a meas-
ure score for a consumed or surviving
contract is missing due to a data integ-
rity issue as described in
§423.184(g)(1)(i) and (ii), CMS assigns a

42 CFR Ch. IV (10-1-25 Edition)

score of zero for the missing measure
score in the calculation of the enroll-
ment-weighted measure score.

(iii) This provision governing the
Star Ratings of surviving contracts is
applicable to contract consolidations
that are approved on or after January
1, 2019.

(¢) Data sources. (1) Part D Star Rat-
ings measures reflect structure, proc-
ess, and outcome indices of quality.
This includes information of the fol-
lowing types: Beneficiary experiences,
benefit administration information,
clinical data, and CMS administrative
data. Data underlying Star Ratings
measures may include survey data,
data separately collected and used in
oversight of Part D plans’ compliance
with contract requirements, data sub-
mitted by plans, and CMS administra-
tive data.

(2) Part D sponsors are required to
collect, analyze, and report data that
permit measurements of health out-
comes and other indices of quality.
Part D sponsors must provide unbiased,
accurate, and complete quality data
described in paragraph (c)(1) of this
section to CMS on a timely basis as re-
quested by CMS.

(3) For 2021 Star Ratings only, Part D
sponsors are not required to submit
CAHPS data that would otherwise be
required for the calculation of the 2021
Star Ratings.

[83 FR 16743, Apr. 16, 2018; 84 FR 15841, Apr.
16, 2019, as amended at 85 FR 19290, Apr. 6,
2020; 85 FR 33911, June 2, 2020; 86 FR 6118,
Jan. 19, 2021; 88 FR 22337, Apr. 12, 2023]

§423.184 Adding, updating, and remov-
ing measures.

(a) General. CMS adds, updates, and
removes measures used to calculate the
Star Ratings as provided in this sec-
tion. CMS lists the measures used for a
particular Star Rating each year in the
Technical Notes or similar guidance
document with publication of the Star
Ratings.

(b) Review of data quality. CMS re-
views the quality of the data on which
performance, scoring and rating of a
measure is based before using the data
to score and rate performance or in cal-
culating a Star Rating. This includes
review of variation in scores among
MA organizations and Part D plan
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sponsors, and the accuracy, reliability,
and validity of measures and perform-
ance data before making a final deter-
mination about inclusion of measures
in each year’s Star Ratings.

(c) Adding measures. (1) CMS will con-
tinue to review measures that are na-
tionally endorsed and in alignment
with the private sector, such as meas-
ures developed by National Committee
for Quality Assurance (NCQA) and the
Pharmacy Quality Alliance (PQA) or
endorsed by the National Quality
Forum for adoption and use in the Part
D Quality Ratings System. CMS may
develop its own measures as well when
appropriate to measure and reflect per-
formance specific to the Medicare pro-
gram.

(2) In advance of the measurement
period, CMS will announce potential
new measures and solicit feedback
through the process described for
changes in and adoption of payment
and risk adjustment policies in section
1853(b) of the Act and then subse-
quently will propose and finalize new
measures through rulemaking.

(3) New measures added to the Part D
Star Ratings program will be on the
display page on www.cms.gov for a min-
imum of 2 years prior to becoming a
Star Ratings measure.

(4) A measure will remain on the dis-
play page for longer than 2 years if
CMS finds reliability or validity issues
with the measure specification.

(d) Updating measures—(1) Non-sub-
stantive updates. For measures that are
already used for Star Ratings, CMS
will update measures so long as the
changes in a measure are not sub-
stantive. CMS will announce non-sub-
stantive updates to measures that
occur (or are announced by the meas-
ure steward) during or in advance of
the measurement period through the
process described for changes in and
adoption of payment and risk adjust-
ment policies in section 1853(b) of the
Act. Non-substantive measure speci-
fication updates include those that—

(i) Narrow the denominator or popu-
lation covered by the measure;

(ii) Do not meaningfully impact the
numerator or denominator of the meas-
ure;
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(iii) Update the clinical codes with no
change in the target population or the
intent of the measure;

(iv) Provide additional clarifications:

(A) Adding additional qualifiers that
would meet the numerator require-
ments;

(B) Clarifying documentation re-
quirements;

(C) Adding additional instructions; or

(v) Add alternative data sources or
expand modes of data collection.

(2) Substantive updates. For measures
that are already used for Star Ratings,
in the case of measure specification up-
dates that are substantive updates not
subject to paragraph (d)(1) of this sec-
tion, CMS will propose and finalize
these measures through rulemaking
similar to the process for adding new
measures. CMS will initially solicit
feedback on whether to make sub-
stantive measure updates through the
process described for changes in and
adoption of payment and risk adjust-
ment policies in section 1853(b) of the
Act. Once the update has been made to
the measure specification by the meas-
ure steward, CMS may continue collec-
tion of the performance data for the
legacy measure and include it in Star
Ratings until the updated measure has
been on display for 2 years. CMS will
place the updated measure on the dis-
play page for at least 2 years prior to
using the updated measure to calculate
and assign Star Ratings as specified in
paragraph (c) of this section.

(e) Removing measures. (1) CMS will
remove a measure from the Star Rat-
ings program as follows:

(i) When the clinical guidelines asso-
ciated with the specifications of the
measure change such that the speci-
fications are no longer believed to
align with positive health outcomes, or

(ii) A measure shows low statistical
reliability.

(iii) The measure steward other than
CMS retires a measure.

(2) CMS will announce in advance of
the measurement period the removal of
a measure based upon its application of
this paragraph (e) through the process
described for changes in and adoption
of payment and risk adjustment poli-
cies in section 1853(b) of the Act in ad-
vance of the measurement period.
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(f) Improvement measure. CMS will
calculate improvement measure scores
based on a comparison of the measure
scores for the current year to the im-
mediately preceding year as provided
in this paragraph (f); the improvement
measure score would be calculated for
Parts C and D separately by taking a
weighted sum of net improvement di-
vided by the weighted sum of the num-
ber of eligible measures.

(1) Identifying eligible measures. Annu-
ally, the subset of measures to be in-
cluded in the Part D improvement
measure will be announced through the
process described for changes in and
adoption of payment and risk adjust-
ment policies in section 1853(b) of the
Act. CMS identifies measures to be
used in the improvement measure if
the measures meet all the following:

(i) CMS will include only measures
available for the current and previous
year in the improvement measures and
that have numeric value scores in both
the current and prior year.

(ii) CMS will exclude any measure for
which there was a substantive speci-
fication change from the previous year.

(iii) The Part D improvement meas-
ure will include only Part D measure
scores.

(iv) CMS excludes any measure that
receives a measure-level Star Rating
reduction for data integrity concerns
for either the current or prior year
from the improvement measure(s).

(2) Determining eligible contracts. CMS
will calculate an improvement score
only for contracts that have numeric
measure scores for both years in at
least half of the measures identified for
use applying the standards in para-
graphs (f)(1)(i) through (iii) of this sec-
tion.

(3) Special rules for calculation of the
improvement score. For any measure
used for the improvement measure for
which a contract received 5 stars in
each of the years examined, but for
which the measure score demonstrates
a statistically significant decline based
on the results of the significance test-
ing (at a level of significance of 0.05) on
the change score, the measure will be
categorized as having no significant
change and included in the count of
measures used to determine eligibility
for the measure (that is, for the denom-

42 CFR Ch. IV (10-1-25 Edition)

inator of the improvement measure
score).

(4) Calculation of the improvement
score. The improvement measure will
be calculated as follows:

(i) The improvement change score
(the difference in the measure scores in
the 2-year period) will be determined
for each measure that has been des-
ignated an improvement measure and
for which a contract has a numeric
score for each of the 2 years examined.

(ii) Bach contract’s improvement
change score per measure will be cat-
egorized as a significant change or not
a significant change by employing a
two-tailed t-test with a level of signifi-
cance of 0.05.

(iii) The net improvement per meas-
ure category (outcome, access, patient
experience, process) would be cal-
culated by finding the difference be-
tween the weighted number of signifi-
cantly improved measures and signifi-
cantly declined measures, using the
measure weights associated with each
measure category.

(iv) The improvement measure score
will then be determined by calculating
the weighted sum of the net improve-
ment per measure category divided by
the weighted sum of the number of eli-
gible measures.

(v) The improvement measure scores
will be converted to measure-level Star
Ratings by determining the cut points
using hierarchical clustering algo-
rithms in accordance with
§423.186(a)(2)(i) through (iii).

(vi) The Part D improvement meas-
ure cut points for MA-PDs and PDPs
will be determined using separate clus-
tering algorithms in accordance with
§§422.166(a)(2)(iii) and 423.186(a)(2)(iii).

(g) Data integrity. (1) CMS will reduce
a contract’s measure rating when CMS
determines that a contract’s measure
data are inaccurate, incomplete, or bi-
ased; such determinations may be
based on a number of reasons, includ-
ing mishandling of data, inappropriate
processing, or implementation of incor-
rect practices that have an impact on
the accuracy, impartiality, or com-
pleteness of the data used for one or
more specific measure(s).

(i) CMS will reduce measures based
on data that a Part D organization
must submit to CMS under §423.514 to 1
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star when a contract did not score at
least 95 percent on data validation for
the applicable reporting section or was
not compliant with CMS data valida-
tion standards/sub-standards for data
directly used to calculate the associ-
ated measure.

(ii) [Reserved]

(2) CMS will reduce a measure rating
to 1 star for additional concerns that
data inaccuracy, incompleteness, or
bias have an impact on measure scores
and are not specified in paragraphs
(g)(1)(A) and (ii) of this section, includ-
ing a contract’s failure to adhere to
CAHPS reporting requirements.

(h) Review of sponsors’ data. (1) A Part
D plan sponsor may request that CMS
or the IRE review its’ contract’s ap-
peals data provided that the request is
received by the annual deadline set by
CMS for the applicable Star Ratings
year.

(2) A Part D plan sponsor may re-
quest that CMS review its’ contract’s
Complaints Tracking Module (CTM)
data provided that the request is re-
ceived by the annual deadline set by
CMS for the applicable Star Ratings
year.

(i) [Reserved]

(3) Beginning with the 2025 measure-
ment year (2027 Star Ratings), Part D
sponsor may request that CMS review
its contract’s administrative data for
Patient Safety measures provided that
the request is received by the annual
deadline set by CMS for the applicable
Star Ratings year.

[83 FR 16743, Apr. 16, 2018, as amended at 84
FR 15842, Apr. 16, 2019; 85 FR 19291, Apr. 6,
2020; 86 FR 6118, Jan. 19, 2021; 87 FR 27899,
May 9, 2022; 88 FR 22338, Apr. 12, 2023; 89 FR
30835, Apr. 23, 2024]

§423.186 Calculation of Star Ratings.

(a) Measure Star Ratings—(1) Cut
points. CMS will determine cut points
for the assignment of a Star Rating for
each numeric measure score by apply-
ing either a clustering or a relative dis-
tribution and significance testing
methodology. For the Part D measures,
CMS will determine MA-PD and PDP
cut points separately.

(2) Clustering algorithm for all meas-
ures except CAHPS measures.

(i) The method maximizes differences
across the star categories and mini-
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mizes the differences within star cat-
egories using mean resampling with
the hierarchal clustering of the current
year’s data. Effective for the Star Rat-
ings issued in October 2023 and subse-
quent years, prior to applying mean re-
sampling with hierarchal clustering,
Tukey outer fence outliers are re-
moved. Effective for the Star Ratings
issued in October 2022 and subsequent
years, CMS will add a guardrail so that
the measure-threshold-specific cut
points for non-CAHPS measures do not
increase or decrease more than the
value of the cap from 1 year to the
next. The cap is equal to 5 percentage
points for measures having a 0 to 100
scale (absolute percentage cap) or 5
percent of the restricted range for
measures not having a 0 to 100 scale
(restricted range cap). New measures
that have been in the Part C and D
Star Rating program for 3 years or less
use the hierarchal clustering method-
ology with mean resampling with no
guardrail for the first 3 years in the
program.

(ii) In cases where multiple clusters
have the same measure score value
range, those clusters would be com-
bined, leading to fewer than 5 clusters.

(iii) The clustering algorithm for the
improvement measure scores is done in
two steps to determine the cut points
for the measure-level Star Ratings.
Clustering is conducted separately for
improvement measure scores greater
than or equal to zero and those with
improvement measure scores less than
Zero.

(A) Improvement scores of zero or
greater would be assigned at least 3
stars for the improvement Star Rating.

(B) Improvement scores less than
zero would be assigned either 1 or 2
stars for the improvement Star Rating.

(3) Relative distribution and signifi-
cance testing for CAHPS measures. The
method combines evaluating the rel-
ative percentile distribution with sig-
nificance testing and accounts for the
reliability of scores produced from sur-
vey data; no measure Star Rating is
produced if the reliability of a CAHPS
measure is less than 0.60. Low reli-
ability scores are defined as those with
at least 11 respondents, reliability
greater than or equal to 0.60 but less
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than 0.75, and also in the lowest 12 per-
cent of contracts ordered by reliability.
The following rules apply:

(i) A contract is assigned 1 star if
both of the criteria in paragraphs
(a)(3)(1)(A) and (B) of this section are
met plus at least one of the criteria in
paragraphs (a)(3)(i)(C) or (D) of this
section is met:

(A) Its average CAHPS measure score
is lower than the 15th percentile; and

(B) Its average CAHPS measure score
is statistically significantly lower than
the national average CAHPS measure
score;

(C) The reliability is not low; or

(D) Its average CAHPS measure score
is more than one standard error below
the 15th percentile.

(ii) A contract is assigned 2 stars if it
does not meet the 1l-star criteria and
meets at least one of these three cri-
teria:

(A) Its average CAHPS measure score
is lower than the 30th percentile and
the measure does not have low reli-
ability; or

(B) Its average CAHPS measure score
is lower than the 15th percentile and
the measure has low reliability; or

(C) Its average CAHPS measure score
is statistically significantly lower than
the national average CAHPS measure
score and below the 60th percentile.

(iii) A contract is assigned 3 stars if
it meets at least one of these three cri-
teria:

(A) Its average CAHPS measure score
is at or above the 30th percentile and
lower than the 60th percentile, and it is
not statistically significantly different
from the national average CAHPS
measure score; or

(B) Its average CAHPS measure score
is at or above the 15th percentile and
lower than the 30th percentile, the reli-
ability is low, and the score is not sta-
tistically significantly lower than the
national average CAHPS measure
score; or

(C) Its average CAHPS measure score
is at or above the 60th percentile and
lower than the 80th percentile, the reli-
ability is low, and the score is not sta-
tistically significantly higher than the
national average CAHPS measure
score.

(iv) A contract is assigned 4 stars if it
does not meet the 5-star criteria and
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meets at least one of these three cri-
teria:

(A) Its average CAHPS measure score
is at or above the 60th percentile and
the measure does not have low reli-
ability; or

(B) Its average CAHPS measure score
is at or above the 80th percentile and
the measure has low reliability; or

(C) Its average CAHPS measure score
is statistically significantly higher
than the national average CAHPS
measure score and above the 30th per-
centile.

(v) A contract is assigned 5 stars if
both of the following criteria in para-
graphs (a)(3)(v)(A) and (B) of this sec-
tion are met plus at least one of the
criteria in paragraphs (a)(3)(v)(C) or (D)
of this section is met:

(A) Its average CAHPS measure score
is at or above the 80th percentile; and

(B) Its average CAHPS measure score
is statistically significantly higher
than the national average CAHPS
measure score;

(C) The reliability is not low; or

(D) Its average CAHPS measure score
is more than one standard error above
the 80th percentile.

(4) 5-Star Scale. Measure scores are
converted to a b-star scale ranging
from 1 (worst rating) to 5 (best rating),
with whole star increments for the cut
points.

(b) Domain Star Ratings. (1)(i) CMS
groups measures by domains solely for
purposes of public reporting the data
on Medicare Plan Finder. They are not
used in the calculation of the summary
or overall ratings. Domains are used to
group measures by dimensions of care
that together represent a unique and
important aspect of quality and per-
formance.

(ii) The 4 domains for the Part D Star
Ratings are: Drug Plan Customer Serv-
ice; Member Complaints and Changes
in the Drug Plan’s Performance; Mem-
ber Experience with the Drug Plan; and
Drug Safety and Accuracy of Drug
Pricing.

(2) CMS calculates the domain rat-
ings as the unweighted mean of the
Star Ratings of the included measures.

(i) A contract must have scores for at
least 50 percent of the measures re-
quired to be reported for that contract
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type for that domain to have a domain
rating calculated.

(ii) The domain ratings are on a 1 to
b star scale ranging from 1 (worst rat-
ing) to 5 (best rating) in whole star in-
crements using traditional rounding
rules.

(¢c) Part D summary ratings. (1) CMS
will calculate the Part D summary rat-
ings using the weighted mean of the
measure-level Star Ratings for Part D,
weighted in accordance with paragraph
(e) of this section and with the applica-
ble adjustments provided in paragraph
(f) of this section.

(2)(1) A contract must have scores for
at least 50 percent of the measures re-
quired to be reported for the contract
type to have a summary rating cal-
culated.

(ii) The Part D improvement measure
is not included in the count of the min-
imum number of rated measures.

(3) The summary ratings are on a 1 to
5 star scale ranging from 1 (worst rat-
ing) to 5 (best rating) in half-star incre-
ments using traditional rounding rules.

(d) Owerall MA-PD rating. (1) The
overall rating for a MA-PD contract
will be calculated using a weighted
mean of the Part C and Part D meas-
ure-level Star Ratings, weighted in ac-
cordance with paragraph (e) of this sec-
tion and with the applicable adjust-
ments provided in paragraph (f) of this
section.

(2)(i) An MA-PD must have both Part
C and Part D summary ratings and
scores for at least 50 percent of the
measures required to be reported for
the contract type to have the overall
rating calculated.

(ii) The Part C and D improvement
measures are not included in the count
of measures needed for the overall rat-
ing.

(iii) Any measures that share the
same data and are included in both the
Part C and Part D summary ratings
will be included only once in the cal-
culation for the overall rating.

(iv) The overall rating is on a 1 to 5
star scale ranging from 1 (worst rating)
to 5 (best rating) in half-increments
using traditional rounding rules.

(e) Measure weights—(1) General rules.
Subject to paragraphs (e)(2) and (3) of
this section, CMS will assign weights
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to measures based on their categoriza-
tion as follows.

(i) Improvement measures receive
the highest weight of 5.

(ii) Outcome and Intermediate out-
come measures receive a weight of 3.

(iii) Through the 2025 Star Ratings,
patient experience and complaint
measures receive a weight of 4. Start-
ing with the 2026 Star Ratings and sub-
sequent Star Ratings years, patient ex-
perience and complaint measures re-
ceive a weight of 2.

(iv) Through the 2025 Star Ratings,
access measures receive a weight of 4.
Starting with the 2026 Star Ratings and
subsequent Star Ratings years, access
measures receive a weight of 2.

(v) Process measures receive a weight
of 1.

(2) Rules for new and substantively up-
dated measures. New measures to the
Star Ratings program will receive a
weight of 1 for their first year in the
Star Ratings program. Substantively
updated measures will receive a weight
of 1 in their first year returning to the
Star Ratings after being on the display
page. In subsequent years, a new or
substantively updated measure will be
assigned the weight associated with its
category.

(3) Special rule for Puerto Rico. Con-
tracts that have service areas that are
wholly located in Puerto Rico will re-
ceive a weight of zero for the Part D
adherence measures for the summary
and overall rating calculations and will
have a weight of 3 for the adherence
measures for the improvement measure
calculations.

(f) Completing the Part D summary and
overall rating calculations. CMS will ad-
just the summary and overall rating
calculations to take into account the
reward factor (if applicable) and the
categorical adjustment index (CAI) as
provided in this paragraph (f).

(1) Reward factor. Through the 2026
Star Ratings, this rating-specific re-
ward factor is added to both the sum-
mary and overall ratings of contracts
that qualify for this reward factor
based on both high and stable relative
performance for the rating level.

(i) The contract’s performance will
be assessed using its weighted mean
and its ranking relative to all rated
contracts in the rating level (overall
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for MA-PDs and Part D summary for
MA-PDs and PDPs) for the same Star
Ratings year. The contract’s stability
of performance will be assessed using
the weighted variance and its ranking
relative to all rated contracts in the
rating type (overall for MA-PDs and
Part D summary for MA-PDs and
PDPs). The weighted mean and weight-
ed variance are compared separately
for MA-PD and standalone Part D con-
tracts (PDPs). The measure weights
are specified in paragraph (e) of this
section. Since highly-rated contracts
may have the improvement measure(s)
excluded in the determination of their
final highest rating, each contract’s
weighted variance and weighted mean
will be calculated both with and with-
out the improvement measures. For an
MA-PD’s Part C and D summary rat-
ings, its ranking is relative to all other
contracts’ weighted variance and
weighted mean for the rating type
(Part C summary, Part D summary)
with the improvement measure. For
the 2022 Star Ratings only, since all
contracts may have the improvement
measure(s) excluded in the determina-
tion of their highest rating and sum-
mary rating(s), each contract’s weight-
ed variance and weighted mean are cal-
culated both with and without the im-
provement measures.

(ii) Relative performance of the
weighted variance (or weighted vari-
ance ranking) will be categorized as
being high (at or above 70th per-
centile), medium (between the 30th and
69th percentile) or low (below the 30th
percentile). Relative performance of
the weighted mean (or weighted mean
ranking) will be categorized as being
high (at or above the 85th percentile),
relatively high (between the 65th and
84th percentiles), or other (below the
65th percentile).

(iii) The combination of the relative
variance and relative mean is used to
determine the reward factor to be
added to the contract’s summary and
overall ratings as follows:

(A) A contract with low variance and
a high mean will have a reward factor
equal to 0.4.

(B) A contract with medium variance
and a high mean will have a reward
factor equal to 0.3.
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(C) A contract with low variance and
a relatively high mean will have a re-
ward factor equal to 0.2.

(D) A contract with medium variance
and a relatively high mean will have a
reward factor equal to 0.1.

(E) A contract with all other com-
binations of variance and relative
mean will have a reward factor equal
to 0.0.

(iv) The reward factor is determined
and applied before application of the
CAI adjustment under paragraph (f)(2)
of this section; the reward factor is
based on unadjusted scores.

(2) Categorical adjustment index. CMS
applies the categorical adjustment
index (CAI) as provided in this para-
graph(f)(2) to adjust for the average
within-contract disparity in perform-
ance associated with the percentages of
beneficiaries who receive a low income
subsidy or are dual eligible (LIS/DE) or
have disability status. The factor is
calculated as the mean difference in
the adjusted and unadjusted ratings
(overall, Part D for MA-PDs, Part D for
PDPs) of the contracts that lie within
each final adjustment category for
each rating type.

(i) The CAI is added to or subtracted
from the contract’s overall and sum-
mary ratings and is applied after the
reward factor adjustment described in
paragraph (f)(1) of this section (if appli-
cable).

(A) The adjustment factor is
monotonic (that is, as the proportion
of LIS/DE and disabled increases in a
contract, the adjustment factor in-
creases in at least one of the dimen-
sions) and varies by a contract’s cat-
egorization into a final adjustment cat-
egory that is determined by a con-
tract’s proportion of LIS/DE and dis-
abled beneficiaries.

(B) To determine a contract’s final
adjustment category, contract enroll-
ment is determined using enrollment
data for the month of December for the
measurement period of the Star Rat-
ings year.

(I) For the first 2 years following a
consolidation, for the surviving con-
tract of a contract consolidation in-
volving two or more contracts for
health or drug services of the same
plan type under the same parent orga-
nization, the enrollment data for the
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month of December for the measure-
ment period of the Star Ratings year
are combined across the surviving and
consumed contracts in the consolida-
tion.

(2) The count of beneficiaries for a
contract is restricted to beneficiaries
that are alive for part or all of the
month of December of the applicable
measurement year.

(3) A beneficiary is categorized as
LIS/DE if the beneficiary was des-
ignated as full or partially dually eligi-
ble or receiving a LIS at any time dur-
ing the applicable measurement period.

(4) Disability status is determined
using the variable original reason for
entitlement (OREC) for Medicare using
the information from the Social Secu-
rity Administration and Railroad Re-
tirement Board record systems.

(C) A MA-PD contract may be ad-
justed up to three times with the CAI:
One for the overall Star Rating and one
for each of the summary ratings (Part
C and Part D).

(D) A PDP contract may be adjusted
only once for the CAI for the Part D
summary rating.

(E) The CAI values are rounded and
displayed with 6 decimal places.

(ii) In determining the CAI values, a
measure will be excluded from adjust-
ment if the measure meets any of the
following:

(A) The measure is already case-mix
adjusted for socioeconomic status.

(B) The focus of the measurement is
not a beneficiary-level issue but rather
a plan or provider-level issue.

(C) The measure is scheduled to be
retired or revised.

(D) The measure is applicable only to
SNPs.

(iii) The Star Ratings measures that
remain after the exclusion -criteria,
paragraph (f)(2)(ii) of this section, have
been applied will be adjusted for the
determination of the CAI. CMS will an-
nounce the measures identified for ad-
justment in the calculations of the CAI
under this paragraph (f)(2) through the
process described for changes in and
adoption of payment and risk adjust-
ment policies in section 1853(b) of the
Act.

(iv) The adjusted measures scores for
the selected measures are determined
using the results from regression mod-
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els of beneficiary level measure scores
that adjust for the average within-con-
tract difference in measure scores for
MA or PDP contracts.

(A) A logistic regression model with
contract fixed effects and beneficiary
level indicators of LIS/DE and dis-
ability status is used for the adjust-
ment.

(B) The adjusted measure scores are
converted to a measure-level Star Rat-
ing using the measure thresholds for
the Star Ratings year that corresponds
to the measurement period of the data
employed for the CAI determination.

(v) The rating-specific CAI values
will be determined using the mean dif-
ferences between the adjusted and
unadjusted Star Ratings (overall, Part
D summary for MA-PDs and Part D
summary for PDPs) in each final ad-
justment category.

(A) For the annual development of
the CAI, the distribution of the per-
centages for LIS/DE and disabled
(using the enrollment data that par-
allels the previous Star Ratings year’s
data) would be examined to determine
the number of equal-sized initial
groups for each attribute (LIS/DE and
disabled).

(B) The initial categories are created
using all groups formed by the initial
LIS/DE and disabled groups.

(C) The mean difference between the
adjusted and unadjusted summary or
overall ratings per initial category
would be calculated and examined. The
initial categories would then be col-
lapsed to form the final adjustment
categories. The collapsing of the initial
categories to form the final adjustment
categories would be done to enforce
monotonicity in at least one dimension
(LIS/DE or disabled).

(D) The mean difference within each
final adjustment category by rating-
type (overall, Part D for MA-PD, and
Part D for PDPs) would be the CAI val-
ues for the next Star Ratings year.

(vi) CMS develops the model for the
modified contract-level LIS/DE per-
centage for Puerto Rico using the fol-
lowing sources of information:

(A) The most recent data available at
the time of the development of the
model of both 1-year American Com-
munity Survey (ACS) estimates for the
percentage of people living below the
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Federal Poverty Level (FPL) and the
ACS b-year estimates for the percent-
age of people living below 150 percent
of the FPL. The data to develop the
model will be limited to the 10 states,
drawn from the 50 states plus the Dis-
trict of Columbia with the highest pro-
portion of people living below the FPL,
as identified by the 1l-year ACS esti-
mates.

(B) The Medicare enrollment data
from the same measurement period as
the Star Rating’s year. The Medicare
enrollment data would be aggregated
from MA contracts that had at least 90
percent of their enrolled beneficiaries
with mailing addresses in the 10 high-
est poverty states.

(vii) A linear regression model is de-
veloped to estimate the percentage of
LIS/DE for a contacts that solely serve
the population of beneficiaries in Puer-
to Rico.

(A) The maximum value for the
modified LIS/DE indicator value per
contract would be capped at 100 per-
cent.

(B) All estimated modified LIS/DE
values for Puerto Rico would be round-
ed to 6 decimal places when expressed
as a percentage.

(C) The model’s coefficient and inter-
cept are updated annually and pub-
lished in the Technical Notes.

(3) Health equity index. Starting with
the 2027 Star Ratings year and subse-
quent Star Ratings years, CMS applies
a health equity index rating-specific
factor to both the summary and overall
ratings of contracts that qualify based
on an assessment of contract perform-
ance on quality measures among en-
rollees with certain social risk factors
(SRF's).

(i) The health equity index (HEI) is
calculated separately for the overall
rating for MA-PDs and cost contracts
including the applicable Part C and D
measures; Part C summary rating for
MA-only, MA-PD, and cost contracts
including the applicable Part C meas-
ures; Part D summary rating for MA-
PDs and cost contracts including the
applicable Part D measures; and Part D
summary rating for PDPs including
the applicable Part D measures.

(A) The SRFs included in the HEI are
receipt of the low-income subsidy or
being dually eligible for Medicare and
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Medicaid (LIS/DE), or having a dis-
ability. Enrollees will be identified as
LIS/DE or as having a disability as
specified in paragraph (f)(2)(i)(B) of this
section. If a person meets the LIS/DE
criteria for only one of the two meas-
urement years included in the HEI, the
data for that person for just that year
are used. Measures that are case-mix
adjusted in the Star Ratings are ad-
justed using all standard case-mix ad-
justors for the measure except for
those adjusters that are the SRFs of
interest in the index, are strongly cor-
related with the SRFs of interest, or
are conceptually similar to the SRF's of
interest.

(B) The HEI is calculated by com-
bining measure-level scores for the
subset of enrollees with SRFs of inter-
est included in the HEI across the two
most recent measurement years using
a modeling approach that includes year
as an adjustor to account for potential
differences in performance across years
and to adjust the data to reflect per-
formance in the second of the 2 years of
data used. Measure-level scores are
used for contracts that have data for
only the most recent of the 2 years, but
measure-level scores are not used for
contracts that have data for only the
first of the 2 years.

(ii) In determining the HEI scores, a
measure will be excluded from the cal-
culation of the index if the measure
meets any of the following:

(A) The focus of the measurement is
not the enrollee but rather the plan or
provider.

(B) The measure is retired, moved to
display, or has a substantive specifica-
tion change in either year of data used
to construct the HEI.

(C) The measure is applicable only to
SNPs.

(D) At least 25 percent of contracts
are unable to meet the criteria speci-
fied in paragraph (f)(3)(iv) of this sec-
tion. For Part D measures, this cri-
terion is assessed separately for MA-
PDs and cost contracts, and for PDPs.

(iii) The Star Ratings measures that
remain after the exclusion criteria in
paragraph (£)(3)(ii) of this section have
been applied will be included in the cal-
culation of the HEI. CMS will an-
nounce the measures being evaluated
for inclusion in the calculation of the
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HEI under this paragraph (f)(3) of this
section through the process described
for changes in and adoption of payment
and risk adjustment policies in section
1853(b) of the Act.

(iv) For a measure to be included in
the calculation of a contract’s HEI
score, the measure must meet both of
the following criteria:

(A) The measure must have a reli-
ability of at least 0.7 for the contract
when calculated for the combined sub-
set of enrollees with the SRF(s) speci-
fied in paragraph (£)(3)(i)(A) of this sec-
tion across 2 years of data.

(B) The measure-specific denomi-
nator criteria must be met for the con-
tract using only the combined subset of
enrollees with the SRF(s) specified in
paragraph (f)(3)(i)(A) of this section
across 2 years of data.

(v) To calculate the rating-specific
HEI score, the distribution of contract
performance on each eligible measure
for the subset of enrollees that have
one or more of the specified SRFs will
be assessed and separated into thirds,
with the top third of contracts receiv-
ing 1 point, the middle third of con-
tracts receiving 0 points, and the bot-
tom third of contracts receiving -1
point. The rating-specific HEI will then
be calculated as the weighted sum of
points across all measures included in
the index using the Star Ratings meas-
ure weight for each measure divided by
the weighted sum of the number of eli-
gible measures for the given contract.
The measure weight for each measure
is the weight used for the measure in
the current Star Ratings year as speci-
fied in paragraph (e) of this section.

(vi) To have the HEI calculated, con-
tracts must have at least 500 enrollees
in the most recent measurement year
used in the HEI and have at least half
of the measures included in the HEI
meet the criteria specified under para-
graph (f)(3)(iv) of this section.

(vii) In order to qualify for the full
HEI reward, contracts must have per-
centages of enrollees with the specified
SRFs combined greater than or equal
to the contract-level median in the
most recent year of data used to cal-
culate the HEI and a rating-specific
minimum index score of greater than
zero. In order to qualify for one-half of
the HEI reward, contracts must have
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percentages of enrollees with SRFs
greater than or equal to one-half of the
contract-level median up to, but not
including, the contract-level median
percentage of enrollees with SRFs in
the most recent year of data used to
calculate the HEI and a rating-specific
minimum index score of greater than
zero. One-half of the contract-level me-
dian and the contract-level median en-
rollment percentages are assessed sepa-
rately for contracts that offer Part C
and stand-alone Part D contracts.

(A) For contracts with service areas
wholly located in Puerto Rico, the per-
centage of enrollees that are LIS/DE or
disabled is calculated by adding the
number of DE/disabled enrollees to the
estimated LIS percentage calculated
by taking the percentage LIS/DE as
calculated at §§422.166(f)(2)(vi) and (vii)
and 423.186(f)(2)(vi) and (vii) and sub-
tracting the percentage of DE enroll-
ees.

(B) Contracts with service areas
wholly located in Puerto Rico are ex-
cluded from the calculation of one-half
of the contract-level median and the
contract-level median.

(viii) For contracts that have per-
centages of enrollees with SRF's great-
er than or equal to the contract-level
median enrollment percentage, the HEI
reward added to the contract’s sum-
mary and overall ratings will vary
from 0 to 0.4 on a linear scale with a
contract receiving 0 if the contract re-
ceives a score of 0 or less on the HEI
and 0.4 if the contract receives a score
of 1 on the HEI. For contracts that
have percentages of enrollees with
SRFs greater than or equal to one-half
the median percentage of enrollees
with SRFs up to, but not including, the
contract-level median percentage of
enrollees with SRFs, the HEI reward
added to the contract’s summary and
overall ratings will vary from 0 to 0.2
on a linear scale, with a contract re-
ceiving 0 if the contract receives a
score of 0 or less on the HEI and 0.2 if
the contract receives a score of 1 on
the HEI. The HEI reward is rounded
and displayed with 6 decimal places.
Contracts that cannot have a HEI score
calculated (that is, contracts that are
not scored on at least half of the meas-
ures included in the index) will not re-
ceive an HEI reward.
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(A) In the case of contract consolida-
tions involving two or more contracts
for health or drug services of the same
plan type under the same parent orga-
nization, CMS calculates the HEI re-
ward for the surviving contract ac-
counting for both the surviving and
consumed contract(s). For the first
yvear following a consolidation, the HEI
reward for the surviving contract is
calculated as the enrollment-weighted
mean of the HEI reward of the con-
sumed and surviving contracts using
total contract enrollment from July of
the most recent measurement year
used in calculating the HEI reward. A
reward value of zero is used in calcu-
lating the enrollment-weighted mean
for contracts that do not meet the min-
imum percentage of enrollees with the
SRF thresholds or the minimum per-
formance threshold specified at para-
graph (f)(3)(vii) of this section.

(B) For the second year following a
consolidation when calculating the HEI
score for the surviving contract, the
patient-level data used in calculating
the HEI score will be combined from
the consumed and surviving contracts
and used in calculating the HEI score.

(ix) The HEI reward is calculated sep-
arately for, and then added to, the
overall rating, Part C rating for MA-
PDs and MA-only contracts (and cost
contracts), Part D rating for MA-PDs
(and cost contracts), and Part D rating
for PDPs after the addition of the CAI
as specified in paragraph (f)(2) of this
section and application of the improve-
ment measures as specified in para-
graph (g) of this section and before the
final overall and Part C and D sum-
mary ratings are calculated by round-
ing to the nearest half star.

(g) Applying the improvement measure
scores. (1) CMS runs the calculations
twice for the highest level rating for
each contract-type (overall rating for
MA-PD contracts and Part D summary
rating for PDPs), with the reward fac-
tor adjustment if applicable and the
CAI adjustment, once including the im-
provement measure(s) and once with-
out including the improvement meas-
ure(s). In deciding whether to include
the improvement measures in a con-
tract’s final highest rating, CMS ap-
plies the following rules:
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(i) If the highest rating for each con-
tract-type is 4 stars or more without
the use of the improvement measure(s)
and with all applicable adjustments
(CAI and the reward factor), a compari-
son of the highest rating with and
without the improvement measure(s) is
done. The higher rating is used for the
rating.

(ii) If the highest rating is less than
4 stars without the use of the improve-
ment measure(s) and with all applica-
ble adjustments (CAI and the reward
factor), the rating will be calculated
with the improvement measure(s).

(2) The Part D summary rating for
MA-PDs will include the Part D im-
provement measure.

(3) For 2022 Star Ratings only, CMS
runs the calculations twice for the
highest rating for each contract-type
(overall rating for MA-PD contracts
and Part D summary rating for PDPs)
and Part D summary rating for MA-
PDs with all applicable adjustments
(CAI and the reward factor), once in-
cluding the improvement measure(s)
and once without including the im-
provement measure(s). In deciding
whether to include the improvement
measures in a contract’s highest and
summary rating(s), CMS applies the
following rules:

(i) For MA-PDs and PDPs, a compari-
son of the highest rating with and
without the improvement measure is
done. The higher rating is used for the
highest rating.

(ii) For MA-PDs, a comparison of the
Part D summary rating with and with-
out the improvement measure is done.
The higher rating is used for the sum-
mary rating.

(h) Posting and display of ratings. For
all ratings at the measure, domain,
summary and overall level, posting and
display of the ratings is based on there
being sufficient data to calculate and
assign ratings. If a contract does not
have sufficient data to calculate a rat-
ing, the posting and display would be
the flag ‘“Not enough data available.”
If the measurement period is prior to
one year past the contract’s effective
date, the posting and display would be
the flag ‘““Plan too new to be meas-
ured’’.

(1) Medicare Plan Finder performance
icons. Icons are displayed on Medicare
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Plan Finder to note performance as
provided in this paragraph (h)(1):

(i) High-performing icon. The high per-
forming icon is assigned to a Part D
plan sponsor for achieving a 5-star Part
D summary rating and an MA-PD con-
tract for a 5-star overall rating.

(i1) Low-performing icon. (A) A con-
tract receives a low performing icon as
a result of its performance on the Part
C or Part D summary ratings. The low
performing icon is calculated by evalu-
ating the Part C and Part D summary
ratings for the current year and the
past 2 years. If the contract had any
combination of Part C or Part D sum-
mary ratings of 2.5 or lower in all 3
years of data, it is marked with a low
performing icon. A contract must have
a rating in either Part C or Part D for
all 3 years to be considered for this
icon.

(B) CMS may disable the Medicare
Plan Finder online enrollment function
(in Medicare Plan Finder) for Medicare
health and prescription drug plans with
the low performing icon; beneficiaries
will be directed to contact the plan di-
rectly to enroll in the low-performing
plan.

(2) Plan preview of the Star Ratings.
CMS will have plan preview periods be-
fore each Star Ratings release during
which Part D plan sponsors can pre-
view their Star Ratings data in HPMS
prior to display on the Medicare Plan
Finder.

(1) Extreme and wuncontrollable cir-
cumstances. In the event of extreme and
uncontrollable circumstances that may
negatively impact operational and
clinical systems and contracts’ abili-
ties to conduct surveys needed for ac-
curate performance measurement, CMS
calculates the Star Ratings as specified
in paragraphs (i)(2) through (8) of this
section for each contract that is an af-
fected contract during the performance
period for the applicable measures. We
use the start date of the incident pe-
riod to determine which year of Star
Ratings could be affected, regardless of
whether the incident period lasts until
another calendar year.

(1) Identification of affected contracts.
A contract that meets all of the fol-
lowing criteria is an affected contract:

(1) The contract’s service area is
within an ‘‘emergency area’ during an
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“emergency period’”’ as defined in sec-
tion 1135(g) of the Act.

(ii) The contract’s service area is
within a county, parish, U.S. territory
or tribal area designated in a major
disaster declaration under the Stafford
Act and the Secretary exercised au-
thority under section 1135 of the Act
based on the same triggering event(s).

(iii) As specified in paragraphs (i)(2)
through (8) of this section, a certain
minimum percentage (25 percent or 60
percent) of the enrollees under the con-
tract must reside in a Federal Emer-
gency Management Agency (FEMA)-
designated Individual Assistance area
at the time of the extreme and uncon-
trollable circumstance.

(2) CAHPS adjustments. (i) A contract,
even if an affected contract, must ad-
minister the CAHPS survey unless ex-
empt under paragraph (i)(2)(ii) of this
section.

(ii) An affected contract with at least
25 percent of enrollees in FEMA-des-
ignated Individual Assistance areas at
the time of the extreme and uncontrol-
lable circumstance is exempt from ad-
ministering the CAHPS survey if the
contract completes both of the fol-
lowing:

(A) Demonstrates to CMS that the
required sample for the survey cannot
be contacted because a substantial
number of the contract’s enrollees are
displaced due to the FEMA-designated
disaster identified in paragraph
(i1)(1)({ii) of this section in the prior
calendar year.

(B) Requests and receives a CMS ap-
proved exemption.

(iii) An affected contract with an ex-
emption described in paragraph
(1)(2)(ii) of this section receives the
contract’s CAHPS measure stars and
corresponding measure scores from the
prior year.

(iv) For an affected contract with at
least 25 percent of enrollees in FEMA-
designated Individual Assistance areas
at the time of the extreme and uncon-
trollable circumstance, the contract
receives the higher of the previous
year’s Star Rating or the current
year’s Star Rating (and corresponding
measure score) for each CAHPS meas-
ure.
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(v) When a contract is an affected
contract with at least 25 percent of en-
rollees in FEMA-designated Individual
Assistance areas at the time of the ex-
treme and uncontrollable circumstance
with regard to separate extreme and
uncontrollable circumstances that
begin in successive years, it is a mul-
tiple year-affected contract. A multiple
year-affected contract receives the
higher of the current year’s Star Rat-
ing or what the previous year’s Star
Rating would have been in the absence
of any adjustments that took into ac-
count the effects of the previous year’s
disaster for each measure (using the
corresponding measure score for the
Star Ratings year selected).

(3) New measure adjustments. For af-
fected contracts with at least 25 per-
cent of enrollees in a FEMA-designated
Individual Assistance area at the time
of the extreme and uncontrollable cir-
cumstance, CMS holds the affected
contract harmless by using the higher
of the contract’s summary or overall
rating or both with and without includ-
ing all of the applicable new measures.

(4) Other Star Ratings measure adjust-
ments. (i) For all other Part D measures
except those measures identified in
this paragraph (i)(4)(ii) of this section,
affected contracts with at least 25 per-
cent of enrollees in a FEMA-designated
Individual Assistance area at the time
of the extreme and uncontrollable cir-
cumstance receive the higher of the
previous or current year’s measure
Star Rating (and corresponding meas-
ure score).

(ii) CMS does not adjust the scores of
the Star Ratings for the Part D Call
Center—Foreign Language Interpreter
and TTY Availability measure, unless
the exemption listed in paragraph
(i)(4)(iii) of this section applies.

(iii) CMS adjusts the measure listed
in paragraph (i)(4)(ii) of this section
using the adjustments listed in para-
graph (i)(4)(i) of this section for con-
tracts affected by extreme and uncon-
trollable circumstances where there
are continuing communications issues
related to loss of electricity and dam-
age to infrastructure during the call
center study.

(iv) When a contract is an affected
contract with at least 25 percent of en-
rollees in FEMA-designated Individual
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Assistance areas at the time of the ex-
treme and uncontrollable circumstance
with regard to separate extreme and
uncontrollable circumstances that
begin in successive years, it is a mul-
tiple year-affected contract. A multiple
year-affected contract receives the
higher of the current year’s Star Rat-
ing or what the previous year’s Star
Rating would have been in the absence
of any adjustments that took into ac-
count the effects of the previous year’s
disaster for each measure (using the
corresponding measure score for the
Star Ratings year selected).

(5) Ezclusion from improvement meas-
ures. Any measure that reverts back to
the data underlying the previous year’s
Star Rating due to the adjustments
made in paragraph (i) of this section is
excluded from both the count of meas-
ures and the applicable improvement
measures for the current and next
year’s Star Ratings for the affected
contract. Contracts affected by ex-
treme and uncontrollable cir-
cumstances do not have the option of
reverting to the prior year’s improve-
ment rating.

(6) Missing data. For an affected con-
tract that has missing data in the cur-
rent or previous year, the final meas-
ure rating comes from the current year
unless an exemption described in para-
graph (i)(2)(ii) of this section applies.
Missing data includes data where there
is a data integrity issue as defined at
§423.184(g)(1).

(T) Cut points for non-CAHPS measures.
(i) Through the 2025 Star Ratings, CMS
excludes the numeric values for af-
fected contracts with 60 percent or
more of their enrollees in the FEMA-
designated Individual Assistance area
at the time of the extreme and uncon-
trollable circumstance from the clus-
tering algorithms described in para-
graph (a)(2) of this section.

(ii) The cut points calculated as de-
scribed in paragraph (i)(7)(i) of this sec-
tion are used to assess all affected con-
tracts’ measure Star Ratings.

(8) Reward factor. (i) Through the 2025
Star Ratings, CMS excludes the nu-
meric values for affected contracts
with 60 percent or more of their enroll-
ees in the FEMA-designated Individual
Assistance area at the time of the ex-
treme and uncontrollable circumstance
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from the determination of the perform-
ance summary and variance thresholds
for the reward factor described in para-
graph (f)(1) of this section.

(ii) All affected contracts are eligible
for the Reward Factor based on the cal-
culations described in paragraph
(1)(8)(i) of this section.

(9) Special rules for the 2022 Star Rat-
ings only. For the 2022 Star Ratings
only, CMS will not apply the provisions
in paragraph (i)(7) or (8) of this section
and CMS will not exclude the numeric
values for affected contracts with 60
percent or more of their enrollees in
the FEMA-designated Individual As-
sistance area at the time of the ex-
treme and uncontrollable circumstance
from the clustering algorithms or from
the determination of the performance
summary and variance thresholds for
the Reward Factor.

(j) Special rules for 2021 Star Ratings
only. (1) For the 2021 Star Ratings:

(i) The measures calculated based on
CAHPS data are calculated based on
survey data collected from March
through May 2019.

(ii) The measure-level change score
calculation described at §423.184(f)(4)(1)
is not applied for CAHPS measures and
the measure-level change score used
for the 2020 Star Ratings is applied in
its place for all CAHPS-based meas-
ures.

(iii) The provisions of §423.184(g)(2)
are not applied for failure to submit
CAHPS-based measures.

(iv) [Reserved]

(2) [Reserved]

[83 FR 16743, Apr. 16, 2018, as amended at 84
FR 15842, Apr. 16, 2019; 85 FR 19291, Apr. 6,
2020; 85 FR 33911, June 2, 2020; 85 FR 54872,
Sept. 2, 2020; 86 FR 6118, Jan. 19, 2021; 87 FR
27899, May 9, 2022; 88 FR 22338, Apr. 12, 2023;
89 FR 30835, Apr. 23, 2024]

Subpart E [Reserved]

Subpart F—Submission of Bids and
Monthly Beneficiary  Pre-
miums; Plan Approval

§423.251 Scope.

This section sets forth the require-
ments and limitations on submission,
review, negotiation and approval of
competitive bids for prescription drug
plans and MA-PD plans; the calcula-
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tion of the national average bid
amount; and the determination of en-
rollee premiums.

§423.258 Definitions.

For the purposes of this subpart, the
following definitions apply:

Full risk plan means a prescription
drug plan that is not a limited risk
plan or a fallback prescription drug
plan.

Limited risk plan means a prescription
drug plan that provides basic prescrip-
tion drug coverage and for which the
PDP sponsor includes a modification of
risk level described in §423.265(d) in its
bid submitted for the plan. This term
does not include a fallback prescription
drug plan.

Standardiced bid amount means, for a
prescription drug plan that provides
basic prescription drug coverage, the
PDP approved bid; for a prescription
drug plan that provides supplemental
prescription drug coverage, the portion
of the PDP approved bid that is attrib-
utable to basic prescription drug cov-
erage; for a MA-PD plan, the portion of
the accepted bid amount that is attrib-
utable to basic prescription drug cov-
erage.

§423.265 Submission of bids and re-
lated information.

(a) Eligibility for bidding. An applicant
may submit a bid to become a Part D
plan sponsor.

(b) Bid submission—(1) General. Not
later than the first Monday in June,
each potential Part D sponsor must
submit bids and supplemental informa-
tion described in this section for each
Part D plan it intends to offer in the
subsequent calendar year.

(2) Substantial differences between
bids—(i) General rule. Except as pro-
vided in paragraph (b)(2)(ii) of this sec-
tion, potential Part D sponsors’ bid
submissions must reflect differences in
benefit packages or plan costs that
CMS determines to represent substan-
tial differences relative to a sponsor’s
other bid submissions. In order to be
considered ‘‘substantially different,”
each bid must be significantly different
from the sponsor’s other bids with re-
spect to beneficiary out-of-pocket costs
or formulary structures.
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(ii) Ezxception. A potential Part D
sponsor’s enhanced bid submission does
not have to reflect the substantial dif-
ferences as required in paragraph
(b)(2)(1) of this section relative to any
of its other enhanced bid submissions.

(3) Limit on number of plan offerings.
Potential Part D sponsors’ bid submis-
sions may include no more than three
stand-alone prescription drug plan of-
ferings in a service area and must in-
clude only one basic prescription drug
plan offering.

(4) Bid acceptance. CMS may decline
to accept any or every bid submitted
by a Part D sponsor or potential Part D
sponsor.

(6) Limitations on changes. After a
Part D sponsor is permitted to begin
marketing prospective plan year offer-
ings for the following contract year
(consistent with §423.2263(a)), the Part
D sponsor must not change, and must
provide the benefits described in its
CMS-approved plan benefit package
(PBP) (as defined at §423.182) for the
contract year without modification,
except where a modification in benefits
is required by law.

(c) Basic rule for bid. Each potential
Part D sponsor must submit a bid and
supplemental information in a format
to be specified by CMS for each Part D
plan it offers. Each bid must reflect a
uniform benefit package, including pre-
mium (except as provided for the late
enrollment penalty described in
§423.286(d)(3)) and all applicable cost
sharing, for all individuals enrolled in
the plan. Each bid must reflect the ap-
plicant’s estimate of its average
monthly revenue requirements to pro-
vide qualified prescription drug cov-
erage (including any supplemental cov-
erage) for a Part D eligible individual
with a national average risk profile for
the factors described in §423.329(b)(1).

(1) Included costs. The bid includes
costs (including administrative costs
and return on investment/profit) for
which the plan is responsible in pro-
viding basic and supplemental benefits.

(2) Excluded costs. The bid does not in-
clude costs associated with payments
by the enrollee for deductible, co-pay-
ments, coinsurance, and liability above
the plan allowance in the case of out-
of-network claims, payments projected
to be made by CMS for reinsurance, or
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any other costs for which the sponsor
is not responsible.

(3) Actuarial valuation. The bid must
be prepared in accordance with CMS
actuarial guidelines based on generally
accepted actuarial principles. A quali-
fied actuary must certify the plan’s ac-
tuarial valuation (which may be pre-
pared by others under his or her direc-
tion or review), and must be a member
of the American Academy of Actuaries
to be deemed qualified. Applicants may
use qualified outside actuaries to pre-
pare their bids.

(d) Specific requirements for bids. The
bid and supplemental information sub-
mission must include the following in-
formation:

(1) Coverage. A description of the cov-
erage to be provided under the plan, in-
cluding any supplemental coverage and
the deductible and other cost sharing.

(2) Actuarial value of bid components.
The applicant must provide the fol-
lowing information on bid components,
as well as actuarial certification that
the values are calculated according to
CMS guidelines on actuarial valuation,
including adjustment for the effect
that providing alternative prescription
drug coverage (rather than defined
standard prescription drug coverage)
has on drug utilization, if applicable.

(i) The actuarial value of the quali-
fied prescription drug coverage to be
offered under each plan for a Part D el-
igible individual with a national aver-
age risk profile for the factors de-
scribed in §423.329(b)(1) and the basis
for the estimate.

(ii) The portion of the bid attrib-
utable to basic prescription drug cov-
erage and the portion (if any) attrib-
utable to supplemental benefits.

(iii) The assumptions regarding rein-
surance amounts payable under
§423.329(c) used in calculating the bid.

(iv) The assumptions regarding low-
income cost-sharing payable under
§423.329(d) used in calculating the bid.

(v) The amount of administrative
costs and return on investment or prof-
it included in the bid.

(3) Service area. A description of the
service area of the plan.

(4) Level of risk assumed. For a poten-
tial Part D sponsor, the level of risk
assumed in the bid specified in para-
graph (e) of this section.
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(5) Plan Average Risk Score. An esti-
mate of the plan’s average prescription
drug risk score (as established under
§423.329(b)) for all projected enrollees
for purposes of risk adjusting any sup-
plemental premium.

(6) Additional information. Additional
information CMS requests to support
bid amounts and facilitate negotiation.

(e) Special rule for PDP sponsors. Bids
for all plans offered by a potential PDP
sponsor in a region, but not those of
potential MA organizations offering
MA-PD plans, PACE organizations of-
fering PACE plans including qualified
prescription drug coverage, and cost-
based HMOs or CMPs offering section
1876 cost plans including qualified pre-
scription drug coverage, may include a
uniform modification of the amount of
risk assumed (based on a process to be
specified) as described in one or more
of the following paragraphs. Any such
modification applies to all plans of-
fered by the PDP sponsor in a PDP re-
gion.

(1) Increase in Federal percentage as-
sumed in initial risk corridor. An equal
percentage point increase in the per-
cents applied for costs between the
first and second threshold limits under
§423.336(b)(2)(1) and (b)(2)({i)(A) and
§423.336 (b)(3)(i) and (b)(3)(ii)(A). This
provision does not affect the applica-
tion of a higher percentage for plans in
2006 or 2007 under §423.336(b)(2)(iii).

(2) Increase in Federal percentage as-
sumed in second risk corridor. An equal
percentage point increase in the per-
cents applied for costs above the sec-
ond threshold upper limit or below the
second threshold upper limit under
paragraphs §423.336(b)(2)(i1)(B) and
®)(@)AD(B).

(38) Decrease in size of risk corridors. A
decrease in the size of the risk cor-
ridors by means of reductions in the
threshold risk percentages specified in
§423.336(a)(2)(ii)(A) and/or (a)(2)(ii)(B).

(f) Special rule for fallback prescription
drug plans. Fallback prescription drug
plan bids are not subject to the rules in
this section. They must follow require-
ments specified in §423.863.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19818, Apr. 15, 2010; 76 FR 21573, Apr. 15,
2011; 83 FR 16749, Apr. 16, 2018; 86 FR 6118,
Jan. 19, 2021; 88 FR 22339, Apr. 12, 2023; 89 FR
30836, Apr. 23, 2024]

§423.272

§423.272 Review and negotiation of
bid and approval of plans sub-
mitted by potential Part D spon-
sors.

(a) Review and mnegotiation regarding
information, terms and conditions. CMS
reviews the information filed under
§423.265(c) in order to conduct negotia-
tions regarding the terms and condi-
tions of the proposed bid and benefit
plan. In addition to its general negoti-
ating authority under section 1860D-
11(d)(2)(A) of the Act, CMS has author-
ity similar to that of the Director of
the Office of Personnel Management
for health benefit plans under Chapter
89 of title 5, U.S.C.

(b) Approval of proposed plans. CMS
approves the Part D plan only if the
plan and the Part D sponsor offering
the plan comply with all applicable
CMS Part D requirements, including
those related to the provision of quali-
fied prescription drug coverage and ac-
tuarial determinations.

(1) Application of revenue requirements
standard. CMS approves a bid sub-
mitted under §423.265 only if it deter-
mines that the portions of the bid at-
tributable to basic and supplemental
prescription drug coverage are sup-
ported by the actuarial bases provided
and reasonably and equitably reflect
the revenue requirements (as used for
purposes of section 1302(8)(C) of the
Public Health Service Act) for benefits
provided under that plan, less the sum
(determined on a monthly per capita
basis) of the actuarial value of the re-
insurance payments under §423.329(c).

(2) Plan design. (i) CMS does not ap-
prove a bid if it finds that the design of
the plan and its benefits (including any
formulary and tiered formulary struc-
ture) or its utilization management
program are likely to substantially dis-
courage enrollment by certain Part D
eligible individuals under the plan.

(ii) If the design of the categories and
classes within a formulary is con-
sistent with the model guidelines (if
any) established by the United States
Pharmacopeia, the formulary -cat-
egories and classes alone will not be
found to discourage enrollment.

(iii) A plan that adopts the categories
and classes discussed in paragraph
(b)(2)(ii1) of this section may neverthe-
less be found to discourage enrollment
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because it excludes specific drugs from
the formulary.

(3) Substantial differences between
bids—(i) General. CMS approves a bid
only if it finds that the benefit package
or plan costs represented by that bid
are substantially different as provided
under §423.265(b)(2) of this subpart from
the benefit package or plan costs rep-
resented by another bid submitted by
the same Part D sponsor.

(ii) Transition period for PDP sponsors
with mew acquisitions. After a 2-year
transition period, as determined by
CMS, CMS approves a bid offered by a
PDP sponsor (or by a parent organiza-
tion to that PDP sponsor) that re-
cently purchased (or otherwise ac-
quired or merged with) another Part D
sponsor if it finds that the benefit
package or plan costs represented by
that bid are substantially different
from benefit packages or plan costs
represented by another bid submitted
by the same Part D sponsor (or parent
organization to that Part D sponsor),
as provided under §423.265(b)(2).

(4) CMS may decline to approve a bid
if the Part D sponsor proposes signifi-
cant increases in cost sharing or de-
creases in benefits offered under the
plan.

(c) Limited risk plans. (1) Application
of limited risk plans. There is no limit
on the number of full risk plans that
CMS approves under paragraph (b) of
this section. CMS approves a limited
risk plan in accordance with para-
graphs (c)(2) and (c)(3) of this section
only if the access requirements under
§423.859 are not otherwise met for a
PDP region.

(2) Mazximizing assumption of risk. CMS
gives priority in approval for those
limited risk plans bearing the highest
level of risk, but may take into ac-
count the level of the bids submitted
by the plans and is not required to ac-
cept the limited risk plan with the
highest assumption of risk. In no case
does CMS approve a limited risk plan
under which the modification of risk
level provides for no (or a minimal)
level of financial risk.

(3) Limited exercise of authority. CMS
approves only the minimum number of
limited risk plans needed to meet the
access requirements.
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(d) Special rules for private fee-for-serv-
ice (PFFS) plans that offer prescription
drug coverage. PFFS plans (as defined
at §422.4(a)(3)) choosing to offer pre-
scription drug coverage are subject to
all MA-PD bid submission and approval
requirements applicable to MA-PD
plans with the following exceptions:

(1) Exemption from negotiations. These
plans are exempt from the review and
negotiation process in paragraph (a) of
this section, and are not held to the
revenue requirements standard in para-
graph (b)(1) of this section.

(2) Requirements regarding negotiated
prices. These plans are not required to
provide access to negotiated prices.
However, if they do, they must meet
the applicable requirements of
§423.104(h).

(3) Modification of pharmacy access
standard and disclosure requirement. If
the plan provides coverage for drugs
purchased from all pharmacies, with-
out charging additional cost sharing
and without regard to whether they are
network pharmacies, §§423.120(a) and
423.132 requiring certain network ac-
cess standards and the disclosure of the
availability of lower cost bioequivalent
generic drugs does not apply to the
plan.

(e) Special rule for plans with standard-
iced bids sufficiently below the national
average monthly bid to result in a nega-
tive premium. In the event of a negative
premium, as described in §423.286(d)(1),
CMS negotiates the incorporation of
the negative premium amount into the
bid as either a reduction in the supple-
mental premium if the Part D plan al-
ready submitted a bid with an en-
hanced alternative benefit, or CMS re-
quires the addition of new enhanced al-
ternative benefit of no less value than
the amount of the negative premium.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19819, Apr. 15, 2010; 76 FR 21574, Apr. 15,
2011; 83 FR 16749, Apr. 16, 2018]

§423.279 National
bid amount.

(a) Bids included. For each year (be-
ginning with 2006) CMS computes a na-
tional average monthly bid amount
from approved bids submitted under
§423.265 in order to calculate the base
beneficiary premium, as provided in
§423.286(c). The national average

average monthly
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monthly bid amount is equal to a
weighted average of the standardized
bid amounts for each prescription drug
plan (not including fallbacks) and for
each MA-PD plan described in section
1851(a)(2)(A)(i) of the Act. The calcula-
tion does not include bids submitted by
MSA plans, MA private fee-for-service
plans, specialized MA plans for special
needs individuals, PACE programs
under section 1894, and contracts under
reasonable cost reimbursement con-
tracts under section 1876(h) of the Act.

(b) Calculation of weighted average. (1)
The national average monthly bid
amount is a weighted average, with the
weight for each plan equal to a per-
centage with the numerator equal to
the number of Part D eligible individ-
uals enrolled in the plan in the ref-
erence month (as defined in
§422.258(c)(1) of this chapter) and the
denominator equal to the total number
of Part D eligible individuals enrolled
in a reference month in all Part D
plans except MSA plans, fallbacks, MA
private fee-for-service plans, special-
ized MA plans for special needs individ-
uals, PACE programs under section
1894, and contracts under reasonable
cost reimbursement contracts under
section 1876(h) of the Act.

(2) For purposes of calculating the
monthly national average monthly bid
amount for 2006, CMS assigns equal
weighting to PDP sponsors (other than
fallback entities) and assigns MA-PD
plans included in the national average
bid a weight based on prior enrollment
(new MA-PD plans are assigned zero
weight).

(c) Geographic adjustment. (1) Upon
the development of an appropriate
methodology, the national average
monthly bid amount for Part D plans
will be adjusted to take into account
differences in prices for Part D drugs
among PDP regions.

(2) CMS does not apply any geo-
graphic adjustments if CMS determines
that price variations among PDP re-
gions are negligible.

(3) CMS applies any geographic ad-
justment in a budget neutral manner
so as to not result in a change in the
aggregate payments that may have
been made if CMS had not applied an
adjustment.

§423.286

(4) CMS does not apply any geo-
graphic adjustment until an appro-
priate methodology is developed.

§423.286 Rules regarding premiums.

(a) General rule. Except as provided in
paragraphs (d)(3), (d)(4), and (e) of this
section, and with regard to employer
group waivers, the monthly beneficiary
premium for a Part D plan in a PDP re-
gion is the same for all Part D eligible
individuals enrolled in the plan. The
monthly beneficiary premium for a
Part D plan is the base beneficiary pre-
mium, as determined in paragraph (c)
of this section, adjusted as described in
paragraph (d) of this section for the dif-
ference between the bid and the na-
tional average monthly bid amount,
any supplemental benefits and for any
late enrollment penalties.

(b) Beneficiary premium percentage.
The beneficiary premium percentage
for any year is a fraction, the—

(1) Numerator of which is 25.5 per-
cent; and

(2) Denominator of which is as fol-
lows:

(i) 100 percent minus the percentage
established in paragraph (b)(2)(ii) of
this section.

(ii) The percentage established in
this paragraph equals:

(A) The total reinsurance payments
that CMS estimates will be paid under
§423.329(c) for the coverage year; di-
vided by—

(B) The amount estimated under
paragraph (b)(2)(ii)(A) of this section
for the year plus total payments that
CMS estimates will be paid to Part D
plans that are attributable to the
standardized bid amount during the
year, taking into account amounts
paid by both CMS and enrollees.

(c) Base beneficiary premium. The base
beneficiary premium for a Part D plan
for a month is equal to the product of
the—

(1) Beneficiary premium percentage
as specified in paragraph (b) of this sec-
tion; and

(2) National average monthly bid
amount (computed under §423.279) for
the month.

(d) Adjustments to base beneficiary pre-
mium. The base beneficiary premium
may be adjusted to reflect any of the
following scenarios, if applicable.
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(1) Adjustment to reflect difference be-
tween bid and national average bid. If
the amount of the standardized bid
amount exceeds the adjusted national
average monthly bid amount, the
monthly base beneficiary premium is
increased by the amount of the excess.
If the amount of the adjusted national
average monthly bid amount exceeds
the standardized bid amount, the
monthly base beneficiary premium is
decreased by the amount of the excess.
If the amount of the adjusted national
average monthly bid amount exceeds
the standardized bid amount by an
amount greater than the base bene-
ficiary premium and results in a nega-
tive premium, then the beneficiary pre-
mium is zero, and the excess amount is
applied to supplemental Part D bene-
fits as described in §423.272(e).

(2) Increase for supplemental prescrip-
tion drug benefits. The portion of the
Part D plan approved bid that is attrib-
utable to supplemental prescription
drug benefits increases the beneficiary
premium. This supplemental portion of
the bid may be adjusted to reflect the
average risk of enrollees in the plan as
determined based on negotiations be-
tween CMS and the Part D sponsor of-
fering the plan.

(3) Increase for late enrollment penalty.
The base beneficiary premium for a
Part D enrollee subject to the late en-
rollment penalty is increased by the
amount of any late enrollment penalty.

(i) Late enrollment penalty amount.
The penalty amount for a Part D eligi-
ble individual for a continuous period
of eligibility (as provided in §423.46(a))
is the greater of—

(A) An amount that CMS determines
is actuarially sound for each uncovered
month in the same continuous period
of eligibility; or

(B) 1 percent of the base beneficiary
premium (computed under paragraph
(c) of this section) for each uncovered
month in the period.

(ii) Special rule for 2006 and 2007. In
2006 and 2007 the penalty amount dis-
cussed in paragraph (d)(3) of this chap-
ter equals the amount referenced in
paragraph (d)(3)(1)(B) of this section
unless another amount is specified in a
separate issuance based on available
analysis or other information as deter-
mined by the Secretary.
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(4) Increase for income-related monthly
adjustment amount (Part D—IRMAA).
Beginning January 1, 2011, Medicare
beneficiaries enrolled in a Medicare
Part D plan must pay an income-re-
lated monthly adjustment amount in
addition to the Part D premium as de-
termined under paragraph (c) of this
section and adjusted under paragraph
(d) of this section, if the enrollee’s
modified adjusted gross income exceeds
the threshold amounts specified in 20
CFR 418.2115.

(i) Social Security Administration deter-
mination. (A) SSA determines which
Part D enrollees are subject to the
Part D—IRMAA and the amount each
enrollee will have to pay.

(B) If an individual disagrees with
SSA’s determination that such indi-
vidual is subject to the Part D—
IRMAA, or about the amount the indi-
vidual must pay, an individual may file
an appeal or request a new initial de-
termination consistent with 20 CFR
part 418.

(ii) Calculating the income-related
monthly adjustment amount. The in-
come-related monthly adjustment is
equal to the product of the standard
base beneficiary premium, as deter-
mined under paragraph (c) of this sec-
tion, and the ratio of the applicable
premium percentage specified in 20
CFR 418.2120, reduced by 25.5 percent;
divided by 25.5 percent (that is, pre-
mium percentage—25.5 percent)/25.5
percent).

(e) Decrease in monthly beneficiary pre-
mium for low-income assistance. The
monthly beneficiary premium may be
eliminated or decreased in the case of a
subsidy-eligible individual under
§423.780.

(f) Special rules for fallback prescription
drug plans. The monthly beneficiary
premium charged under a fallback pre-
scription drug plan is calculated under
§423.867(a) and not under this section,
except that enrollees in fallback pre-
scription drug plans are subject to late
enrollment penalties under paragraph
(d)(3) of this section and fallback pre-
scription drug plan premiums are re-
duced or eliminated in the case of a
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subsidy-eligible individual, as de-
scribed in paragraph (e) of this section.

[70 FR 45625, Jan. 28, 2005, as amended at 76
FR 21574, Apr. 15, 2011; 86 FR 6118, Jan. 19,
2021]

§423.293 Collection of monthly bene-
ficiary premium.

(a) General rules.
must—

(1) Charge enrollees a consolidated
monthly Part D premium equal to the
sum of the Part D monthly premium
for basic prescription drug coverage (if
any) and the premium for supplemental
coverage (if any and if the beneficiary
has enrolled in such supplemental cov-
erage).

(2) Permit payment of monthly Part
D premiums (if any) under the timing
of payments established in §422.262(e)
of this chapter; and

(3) Permit each enrollee, at the en-
rollee’s option, to make payment of
premiums (if any) under this part to
the sponsor using any of the methods
listed in §422.262(f) of this chapter.

(4) Retroactive collection of premiums.
In circumstances where retroactive
collection of premium amounts is nec-
essary and the enrollee is without fault
in creating the premium arrearage, the
Part D sponsor shall offer the enrollee
the option of payment by lump sum, by
equal monthly installment spread out
over at least the same period for which
the premiums were due, or through
other arrangements mutually accept-
able to the enrollee and the Part D
sponsor. For monthly installments, for
example, if 7 months of premiums are
due, the member would have at least 7
months to repay.

(b) Crediting of late enrollment penalty.
CMS estimates and specifies the por-
tion of the late enrollment penalty im-
posed under §423.286(d)(3) attributable
to increased actuarial costs assumed
by the Part D sponsor and not taken
into account through risk adjustment
provided under §423.329(b)(1) or through
reinsurance payments under
§423.329(c)) as a result of the late en-
rollment.

(c) Collection of late enrollment pen-
alty—(1) Collection through withholding.
In the case of a late enrollment penalty
that is collected by the government
from a Part D eligible individual in the
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manner described in §422.262(f)(1) of
this chapter, CMS pays only the por-
tion of the late enrollment penalty de-
scribed in paragraph (b) of this section
to the Part D sponsor offering the Part
D plan in which the individual is en-
rolled.

(2) Collection by plan. In the case of a
late enrollment penalty collected from
a Part D eligible individual in a man-
ner other than the manner described in
§422.262(f)(1) of this chapter, CMS re-
duces payments otherwise made to the
Part D plan by an amount equal to the
portion of the late enrollment penalty.

(d) Collection of the income-related
monthly adjustment amount (Part D—
IRMAA). (1) Collection through with-
holding. Where the Social Security Ad-
ministration has determined the in-
come-related monthly adjustment
amount for an individual whose income
exceeds the income threshold amounts
specified at 20 CFR 418.2115, the Part
D—IRMAA must be paid through with-
holding from the enrollee’s Social Se-
curity benefit payments, or benefit
payments by the Railroad Retirement
Board (RRB) or the Office of Personnel
Management (OPM) in the manner that
the Part B premium is withheld.

(2) Collection through direct billing. In
cases where an enrollee’s benefit pay-
ment check is not sufficient to have
the Part D—IRMAA withheld, or if an
enrollee is not receiving such benefits,
the beneficiary must be billed directly
for the Part D—IRMAA. The bene-
ficiary will have the option of paying
the amount through an electronic
funds transfer mechanism (such as
automatic charges of an account at a
financial institution or a credit or
debit card account) or according to
other means that CMS may specify.

(3) Failure to pay the income-related
monthly adjustment amount: General
rule. CMS will terminate Part D cov-
erage for any individual who fails to
pay the Part D—IRMAA as determined
by the Social Security Administration.
CMS will terminate an enrollee’s Part
D coverage as specified in §423.44(e).

(e) Special rule for fallback plans. This
section does not apply to fallback pre-
scription drug plans. The fallback
plans follow the requirements set forth
in §423.867(b).
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(f) Prohibition on improper billing of
premiums. Part D plan sponsors shall
not bill an enrollee for a premium pay-
ment period if the enrollee has had the
premium for that period withheld from
his or her Social Security, Railroad Re-
tirement Board or Office of Personnel
Management check.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 74 FR 1544, Jan. 12,
2009; 76 FR 21574, Apr. 15, 2011; 89 FR 30836,
Apr. 23, 2024]

§423.294 Failure to collect and incor-
rect collections of premiums and
cost sharing.

(a) Requirement to collect premiums and
cost sharing. A Part D sponsor violates
the uniform benefit provisions at
§423.104(b) if it fails to collect or incor-
rectly collects applicable cost sharing,
or fails to collect or incorrectly col-
lects premiums as required Dby
§422.262(e) of this chapter—

(1) In accordance with the timing of
premium payments;

(2) At the time a drug is dispensed; or

(3) By billing the enrollee or another
appropriate party after the fact.

(b) Refunds of incorrect collections—
(1) Definitions. As used in this section
the following definitions are applica-
ble:

Amounts incorrectly collected. (A)
Means amounts that exceed the month-
ly Part D enrollee premium limits
under §423.286 or exceed permissible
cost-sharing or copayment amounts as
specified in §423.104(d) through (f),
whether paid by or on behalf of the en-
rollee;

(B) Includes amounts collected with
respect to an enrollee who was believed
to be entitled to Medicare benefits but
was later found not to be entitled; and

(C) Excludes de minimis amounts, as
calculated per PDE transaction or per
monthly premium billing.

De minimis amounts means an amount
per PDE transaction for claims adjust-
ments and per month for premium ad-
justments that does not exceed the de
minimis amount determined for pur-
poses of §423.34(c)(2).

Other amounts due means amounts
due to affected enrollees or others on
their behalf (other than de minimis
amounts) for covered Part D drugs that
were—
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(A) Accessed at an out-of-network
pharmacy in accordance with the re-
quirements at §423.124; or

(B) Initially denied but, upon appeal,
found to be covered Part D drugs the
enrollee was entitled to have provided
by the Part D plan.

(2) General rule. A Part D sponsor
must make a reasonable effort to iden-
tify all amounts incorrectly collected
and to pay any other amounts due dur-
ing the timeframe for coordination of
benefits as established at §423.466(b). A
Part D sponsor must issue a refund for
an identified enrollee overpayment
within the timeframe specified at
§423.466(a).

(3) Refund methods—(i) Lump-sum pay-
ment. The Part D sponsor must use
lump-sum payments for the following:

(A) Amounts incorrectly collected as
cost-sharing.

(B) Other amounts due.

(C) All amounts due if the Part D
plan is going out of business or termi-
nating its Part D contract for a pre-
scription drug plan(s).

(ii) Premium adjustment, Ilump-sum
payment, or both. If the amounts incor-
rectly collected were in the form of
premiums, or included premiums as
well as other charges, the Part D spon-
sor may refund by adjustment of future
premiums or by a combination of pre-
mium adjustment and lump-sum pay-
ments.

(iii) Refund when enrollee has died or
cannot be located. If an enrollee has died
or cannot be located after reasonable
effort, the Part D sponsor must make
the refund in accordance with State
law.

(4) Premium reduction and compliance.
(i) If the Part D sponsor does not issue
the refund as required under this sec-
tion within the timeframe specified at
§423.466(a), CMS reduces the premium
the Part D sponsor is allowed to charge
a Part D enrollee by the amounts in-
correctly collected or otherwise due.

(ii) The Part D plan may receive
compliance notices from CMS or, de-
pending on the extent of the non-com-
pliance, be the subject of an inter-
mediate sanction (for example, suspen-
sion of marketing and enrollment ac-
tivities) in accordance with subpart O
of this part.
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(c) Collections of cost-sharing and pre-
mium amounts—(1) General rule. A Part
D sponsor must make a reasonable ef-
fort to attempt to collect cost sharing
from a beneficiary or to bill cost shar-
ing or premiums to another appro-
priate party for all amounts other than
de minimis amounts.

(2) Timeframe. Recovery notices must
be processed and issued in accordance
with the timeframe specified at
§423.466(a). A Part D sponsor must
make a reasonable effort to attempt to
collect these amounts during the time-
frame for coordination of benefits as
established at §423.466(b).

(3) Retroactive collection of premiums.
Nothing in this section alters the re-
quirements of §423.293(a)(4) of this part
with respect to retroactive collection
of premiums.

[89 FR 30836, Apr. 23, 2024]

Subpart G—Payments to Part D
Plan Sponsors For Qualified
Prescription Drug Coverage

§423.301 Scope.

This subpart sets forth rules for the
calculation and payment of CMS direct
and reinsurance subsidies for Part D
plans; the application of risk corridors
and risk-sharing adjustments to pay-
ments; and retroactive adjustments
and reconciliations to actual enroll-
ment and interim payments. This sub-
part does not apply to fallback entities
or fallback prescription drug plans.

§423.308 Definitions and terminology.

For the purposes of this subpart, the
following definitions apply—

Actually paid means that the costs
must be actually incurred by the Part
D sponsor and must be net of any di-
rect or indirect remuneration (includ-
ing discounts, charge backs or rebates,
cash discounts, free goods contingent
on a purchase agreement, up-front pay-
ments, coupons, goods in Kkind, free or
reduced-price services, grants, or other
price concessions or similar benefits of-
fered to some or all purchasers) from
any source (including manufacturers,
pharmacies, enrollees, or any other
person) that would serve to decrease
the costs incurred under the Part D
plan. Direct and indirect remuneration
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includes discounts, chargebacks or re-
bates, cash discounts, free goods con-
tingent on a purchase agreement, up-
front payments, coupons, goods in
kind, free or reduced-price services,
grants, or other price concessions or
similar benefits from manufacturers,
pharmacies or similar entities obtained
by an intermediary contracting organi-
zation with which the Part D plan
sponsor has contracted, regardless of
whether the intermediary contracting
organization retains all or a portion of
the direct and indirect remuneration or
passes the entire direct and indirect re-
muneration to the Part D plan sponsor
and regardless of the terms of the con-
tract between the plan sponsor and the
intermediary contracting organization.

Administrative costs means costs in-
curred by a Part D sponsor in com-
plying with the requirements of this
Part for a coverage year and that are
not drug costs incurred to purchase or
reimburse the purchase of Part D
drugs. Administrative costs include
amounts paid by the Part D sponsor to
an intermediary contracting organiza-
tion for covered Part D drugs dispensed
to enrollees in the sponsor’s Part D
plan that differ from the amount paid
by the intermediary contracting orga-
nization to a pharmacy or other entity
that is the final dispenser of the cov-
ered Part D drugs. For example, any
profit or loss retained by an inter-
mediary contracting organization
(through discounts, rebates, or other
direct or indirect price concessions)
when negotiating prices with dis-
pensing entities is considered an ad-
ministrative cost.

Allowable reinsurance costs means the
subset of gross covered prescription
drug costs actually paid that are at-
tributable to basic prescription drug
coverage for covered Part D drugs only
and that are actually paid by the Part
D sponsor or by (or on behalf of) an en-
rollee under the Part D plan. The costs
for any Part D plan offering enhanced
alternative coverage must be adjusted
not only to exclude any costs attrib-
utable to benefits beyond basic pre-
scription drug coverage, but also to ex-
clude any costs determined to be at-
tributable to increased utilization over
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the standard prescription drug cov-
erage as the result of the insurance ef-
fect of enhanced alternative coverage
in accordance with CMS guidelines on
actuarial valuation.

Allowable risk corridor costs means—

(1) The subset of costs incurred under
a Part D plan (not including adminis-
trative costs, but including dispensing
fees) that are attributable to basic pre-
scription drug coverage only and that
are incurred and actually paid by the
Part D sponsor to—

(i) A dispensing pharmacy or other
dispensing provider (whether directly
or through an intermediary con-
tracting organization) under the Part
D plan;

(ii) The parties listed in §423.464(f)(1)
of this part with which the Part D
sponsor must coordinate benefits, in-
cluding other Part D plans, as the re-
sult of any reconciliation process de-
veloped by CMS under §423.464 of this
part; or

(iii) An enrollee (or third party pay-
ing on behalf of the enrollee) to indem-
nify the enrollee when the reimburse-
ment is associated with obtaining
drugs under the Part D plan; and

(2) These costs must be based upon
imposition of the maximum amount of
copayments permitted under §423.782 of
this part. The costs for any Part D plan
offering enhanced alternative coverage
must be adjusted not only to exclude
any costs attributable to benefits be-
yond basic prescription drug coverage,
but also to exclude any prescription
drug coverage costs determined to be
attributable to increased utilization
over standard prescription drug cov-
erage as the result of the insurance ef-
fect of enhanced alternative coverage
in accordance with CMS guidelines on
actuarial valuation.

Coverage year means a calendar year
in which covered Part D drugs are dis-
pensed if the claim for those drugs (and
payment on the claim) is made not
later than 3 months after the end of
the year

Gross covered prescription drug costs
means those costs incurred under a
Part D plan, excluding administrative
costs, but including dispensing fees,
during the coverage year. They equal
the sum of the following:
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(1) The share of actual costs (as de-
fined by §423.100 of this part) paid by
the Part D plan that is received as re-
imbursement by the pharmacy, or
other dispensing entity, reimburse-
ment paid to indemnify an enrollee
when the reimbursement is associated
with an enrollee obtaining covered
Part D drugs under the Part D plan, or
payments made by the Part D sponsor
to other parties listed in §423.464(f)(1)
of this part with which the Part D
sponsor must coordinate benefits, in-
cluding other Part D plans, or as the
result of any reconciliation process de-
veloped by CMS under §423.464 of this
part.

(2) Nominal cost-sharing paid by or
on behalf of an enrollee which is associ-
ated with drugs that would otherwise
be covered Part D drugs, as defined in
§423.100 of this part, but are instead
paid for, with the exception of said
nominal cost-sharing, by a patient as-
sistance program providing assistance
outside the Part D benefit, provided
that documentation of such nominal
cost-sharing has been submitted to the
Part D plan consistent with the plan
processes and instructions for the sub-
mission of such information.

(3) All amounts paid under the Part
D plan by or on behalf of an enrollee
(such as the deductible, coinsurance,
cost sharing, or amounts between the
initial coverage limit and the out-of-
pocket threshold) in order to obtain
Part D drugs that are covered under
the Part D plan. If an enrollee who is
paying 100 percent cost sharing (as a
result of paying a deductible or because
the enrollee is between the initial cov-
erage limit and the out-of-pocket
threshold) obtains a covered Part D
drug at a lower cost than is available
under the Part D plan, such cost-shar-
ing will be considered an amount paid
under the plan by or on behalf of an en-
rollee under the previous sentence of
this definition, if the enrollee’s costs
are incurred costs as defined under
§423.100 of this part and documentation
of the incurred costs has been sub-
mitted to the Part D plan consistent
with plan processes and instructions
for the submission of such information.
These costs are determined regardless
of whether the coverage under the plan
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exceeds basic prescription drug cov-
erage.

Reopening—(1) Global reopening means
a reopening under §423.346 in which
CMS includes all Part D sponsor con-
tracts that meet the inclusion criteria
at §423.346(g).

(2) Targeted reopening means a re-
opening under §423.346 in which CMS
includes one or more (but not all) Part
D sponsor contracts that meet the in-
clusion criteria at §423.346(g).

Target amount means the total
amount of payments (from both CMS
and by or on behalf of enrollees) to a
Part D plan for the coverage year for
all standardized bid amounts as risk
adjusted under §423.329(b)(1) of this
part, less the administrative expenses
(including return on investment) as-
sumed in the standardized bids.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1544, Jan. 12, 2009; 75 FR 19819, Apr. 15,
2010; 88 FR 22340, Apr. 12, 2023; 89 FR 30837,
Apr. 23, 2024]
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(a) Source of payments. CMS payments
under this section are made from the
Medicare Prescription Drug Account.

(b) Monthly payments. CMS provides a
direct subsidy in the form of advance
monthly payments equal to the Part D
plan’s standardized bid, risk adjusted
for health status as provided in
§423.329(b), minus the monthly bene-
ficiary premium as determined in
§423.286.

(c) Reinsurance subsidies. CMS pro-
vides reinsurance subsidy payments de-
scribed in §423.329(c) on a monthly
basis during a year based on either es-
timated or incurred allowable reinsur-
ance costs as provided under
§423.329(¢)(2)(i), and final reconciliation
to actual allowable reinsurance costs
as provided in §423.343(c).

(d) Low-income subsidies. CMS makes
payments for premium and cost shar-
ing subsidies, including additional cov-
erage above the initial coverage limit,
on behalf of certain subsidy-eligible in-
dividuals as provided in §§423.780 and
423.782. CMS provides low-income cost-
sharing subsidy payments described in
§423.782 through interim payments of
amounts as provided under
§423.329(d)(2)(i) and reconciliation to

General payment provisions.
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actual allowable reinsurance costs as
provided in §423.343(d).

(e) Risk-sharing arrangements. CMS
may issue lump-sum payments or ad-
just monthly payments in the fol-
lowing payment year based on the rela-
tionship of the Part D plan’s adjusted
allowable risk corridor costs to pre-
determined risk corridor thresholds in
the coverage year as provided in
§423.336.

(f) Retroactive adjustments and rec-
onciliations. CMS reconciles payment
year disbursements with updated en-
rollment and health status data, actual
low-income cost-sharing costs and ac-
tual allowable reinsurance costs as pro-
vided in §423.343.

(g) Special rules for private fee-for-serv-
ice plans—(1) Application of reinsurance.
For private fee-for-service plans (as de-
fined by §422.4(a)(3) of this chapter) of-
fering qualified prescription drug cov-
erage, CMS determines the amount of
reinsurance payments as provided
under §423.329(c)(3).

(2) Exemption from risk corridor provi-
sions. The provisions of §423.336 regard-
ing risk sharing do not apply.

§423.322 Requirement for disclosure
of information.

(a) Payment conditional upon provision
of information. Payments to a Part D
sponsor are conditioned upon provision
of information to CMS that is nec-
essary to carry out this subpart, or as
required by law.

(b) Restrictions on use of information.
(1) Officers, employees, and contractors
of the Department of Health and
Human Services may use the informa-
tion disclosed or obtained in accord-
ance with the provisions of this sub-
part for the purposes of, and to the ex-
tent necessary—

(i) In carrying out this subpart, in-
cluding, but not limited to, determina-
tion of payments, and payment-related
oversight and program integrity activi-
ties.

(ii) In conducting oversight, evalua-
tion, and enforcement under Title
XVIII of the Act.

(2) The United States Attorney Gen-
eral and the Comptroller General of the
United States may use the information
disclosed or obtained in accordance
with the provisions of this subpart for
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purposes of, and to the extent nec-
essary in, carrying out health over-
sight activities.

(3) The restrictions described in para-
graphs (b)(1) and (2) of this section do
not limit either of the following:

(i) OIG’s authority to fulfill the In-
spector General’s responsibilities in ac-
cordance with applicable Federal law.

(ii) CMS’ ability to use data regard-
ing drug claims in accordance with sec-
tion 1848(m) of the Act.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 54251, Sept. 18, 2008; 80 FR 7963, Feb. 12,
2015]

§423.325 PDE submission timeliness
requirements.

(a) General PDE submission timeliness
requirements. Unless paragraph (b) of
this section applies, a Part D sponsor
must submit PDE records to CMS as
follows:

(1) Initial PDE records within 30 cal-
endar days from the date the Part D
sponsor (or its contracted first tier,
downstream, or related entity) receives
the claim.

(2) Adjustment or deletion PDE
records within 90 calendar days of the
Part D sponsor (or its contracted first
tier, downstream, or related entity)
discovering or receiving notification of
an issue that requires a change to the
previously submitted PDE record.

(3) Revised PDE records to resolve
CMS rejected records within 90 cal-
endar days of the rejection.

(b) Selected Drugs PDE submission
timeliness requirement. A Part D sponsor
must submit initial PDE records for se-
lected drugs (as described at section
1192(c) of the Act) within 7 calendar
days from the date the Part D sponsor
(or its contracted first tier, down-
stream, or related entity) receives the
claim.

[90 FR 15919, Apr. 15, 2025]

§423.329 Determination of payments.

(a) Subsidy payments—(1) Direct sub-
sidy. CMS makes a direct subsidy pay-
ment for each Part D eligible bene-
ficiary enrolled in a Part D plan for a
month equal to the amount of the
plan’s approved standardized bid, ad-
justed for health status (as determined
under §423.329(b)(1)), and reduced by
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the base beneficiary premium for the
plan (as determined under §423.286(c)
and adjusted in §423.286(d)(1)). The di-
rect subsidy payment may be increased
by the excess amount of a negative pre-
mium as described in §423.286(d)(1), if
applicable.

(2) Subsidy through reinsurance. CMS
makes reinsurance subsidy payments
as provided under paragraph (c) of this
section.

(3) Low-income cost-sharing subsidy.
CMS makes low-income cost-sharing
subsidy payments as provided under
paragraph (d) of this section.

(b) Health status risk adjustment—(1)
Establishment of risk factors. CMS estab-
lishes an appropriate methodology for
adjusting the standardized bid amount
to take into account variation in costs
for basic prescription drug coverage
among Part D plans based on the dif-
ferences in actuarial risk of different
enrollees being served. Any risk adjust-
ment is designed in a manner so as to
be budget neutral in the aggregate to
the risk of the Part D eligible individ-
uals who enroll in Part D plans.

(2) Considerations. In establishing the
methodology under paragraph (b)(1) of
this section, CMS takes into account
the similar methodologies used under
§422.308(c) of this chapter to adjust
payments to MA organizations for ben-
efits under the original Medicare fee-
for-service program option.

(3) Data collection. In order to carry
out this paragraph, CMS requires—

(i) PDP sponsors to submit data re-
garding drug claims that can be linked
at the individual level to Part A and
Part B data in a form and manner simi-
lar to the process provided under
§422.310 of this chapter and other infor-
mation as CMS determines necessary;
and

(ii) MA organizations that offer MA-
PD plans to submit data regarding
drug claims that can be linked at the
individual level to other data that the
organizations are required to submit to
CMS in a form and manner similar to
the process provided under §422.310 of
this chapter and other information as
CMS determines necessary.

(4) Publication. CMS publishes the
risk adjustment factors established
under paragraph (b)(1) of this section
for the upcoming calendar year in the
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Advance Notice and Rate Announce-
ment publications specified under
§422.312 of this chapter.

(c) Reinsurance payment amount—(1)
General rule. The reinsurance payment
amount for a Part D eligible individual
enrolled in a Part D plan for a coverage
year is an amount equal to 80 percent
of the allowable reinsurance costs at-
tributable to that portion of gross cov-
ered prescription drug costs incurred in
the coverage year after the individual
has incurred true out-of-pocket costs
that exceed the annual out-of-pocket
threshold specified in §423.104(d)(5)(iii).

(2) Payment method. Payments under
this section are based on a method that
CMS determines.

(i) Payments during the coverage
year. CMS establishes a payment meth-
od by which payments of amounts
under this section are made on a
monthly basis during a year based on
either estimated or incurred allowable
reinsurance costs.

(i1) Final payments. CMS reconciles
the payments made during the cov-
erage year to final actual allowable re-
insurance costs as provided in
§423.343(c).

(3) Special rules for private fee-for-serv-
ice Plans offering prescription drug cov-
erage. CMS determines the amount of
reinsurance payments for private fee-
for-service plans as defined Dby
§422.4(a)(3) of this chapter offering
qualified prescription drug coverage
using a methodology that—

(i) Bases the amount on CMS’ esti-
mate of the amount of the payments
that are payable if the plan were an
MA-PD plan described in section
1851(a)(2)(A)(i) of the Act; and

(i) Takes into account the average
reinsurance payments made under
§423.329(c) for populations of similar
risk under MA-PD plans described in
section 1851(a)(2)(A)(i) of the Act.

(d) Low-income cost sharing subsidy
payment amount—(1) General rule. The
low-income cost-sharing subsidy pay-
ment amount on behalf of a low-income
subsidy eligible individual enrolled in a
Part D plan for a coverage year is the
difference between the cost sharing for
a non-low-income subsidy eligible ben-
eficiary under the Part D plan and the
statutory cost sharing for a low-in-
come subsidy eligible beneficiary.

§423.336

(2) Payment method. Payments under
this section are based on a method that
CMS determines.

(1) Interim payments. CMS establishes
a payment method by which interim
payments of amounts under this sec-
tion are made during a year based on
the low-income cost-sharing assump-
tions submitted with plan bids under
§423.265(d)(2)(iv) of this part and nego-
tiated and approved under §423.272 of
this part, or by an alternative method
that CMS determines.

(i1) Final payments. CMS reconciles
the interim payments to actual in-
curred low-income cost-sharing costs
as provided in §423.343(d).

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1545, Jan. 12, 2009; 80 FR 7964, Feb. 12,
2015; 85 FR 33911, June 2, 2020]

§423.336 Risk-sharing arrangements.

(a) Portion of total payments to a Part
D sponsor subject to risk—(1) Adjusted al-
lowable risk corridor costs. For purposes
of this paragraph, the term adjusted al-
lowable risk corridor costs means—

(i) The allowable risk corridor costs
for the Part D plan for the coverage
year, reduced by—

(ii) The sum of—

(A) The total reinsurance payments
made under §423.329(c) to the Part D
sponsor of the Part D plan for the year;
and

(B) The total non-premium subsidy
payments made under §423.782 to the
Part D sponsor of the Part D plan for
the coverage year.

(2) Establishment of risk corridors. (i)
Risk corridors. For each year, CMS es-
tablishes a risk corridor for each Part
D plan. The risk corridor for a plan for
a coverage year is equal to a range as
follows:

(A) First threshold lower limit. The
first threshold lower limit of the cor-
ridor is equal to—

(I) The target amount for the plan;
minus

(2) An amount equal to the first
threshold risk percentage for the plan
(as determined under paragraph
(a)(2)(i1)(A) of this section) of the tar-
get amount.

(B) Second threshold lower limit. The
second threshold lower limit of the cor-
ridor is equal to—
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(I) The target amount for the plan;
minus

(2) An amount equal to the second
threshold risk percentage for the plan
(as determined under paragraph
(a)(2)(i1)(B) of this section) of the tar-
get amount.

(C) First threshold upper limit. The
first threshold upper limit of the cor-
ridor is equal to the sum of—

(1) The target amount; and

(2) An amount equal to the first
threshold risk percentage for the plan
(as determined wunder paragraph
(a)(2)(ii)(A) of this section) of the tar-
get amount.

(D) Second threshold upper limit. The
second threshold upper limit of the cor-
ridor is equal to the sum of—

(I) The target amount; and

(2) An amount equal to the second
threshold risk percentage for the plan
(as determined under paragraph
(a)(2)(i1)(B) of this section) of the tar-
get amount.

(i1) First and second threshold risk per-
centage defined. (A) First threshold risk
percentage. Subject to  paragraph
(a)(2)(iii) of this section, the first
threshold risk percentage is for—

(1) 2006 and 2007, 2.5 percent;

(2) 2008 through 2011, 5 percent; and

(3) 2012 and subsequent years, a per-
centage CMS establishes, but in no
case less than b percent.

(B) Second threshold risk percentage.
Subject to paragraph (a)(2)(iii) of this
section, the second threshold risk per-
centage is for—

(1) 2006 and 2007, 5.0 percent;

(2) 2008 through 2011, 10 percent

(3) 2012 and subsequent years, a per-
centage CMS establishes that is great-
er than the percent established for the
year under paragraph (a)(2)(ii)(A)(3) of
this section, but in no case less than 10
percent.

(iii) Reduction of risk percentage to en-
sure two Plans in an area. In accordance
with §423.265(e), a PDP sponsor may
submit a bid that requests a decrease
in the applicable first or second thresh-
old risk percentages or an increase in
the percents applied under paragraph
(b) of this section. Only a PDP sponsor
may request a reduction of risk under
this paragraph. An MA organization of-
fering an MA-PD plan, a PACE pro-
gram offering qualified prescription
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drug coverage, and a cost-based HMO
or CMP offering qualified prescription
drug coverage may not request a reduc-
tion of risk under this paragraph.

(3) Plans at risk for entire amount of
supplemental prescription drug coverage.
A Part D sponsor that offers a Part D
plan that provides supplemental pre-
scription drug benefits is at full finan-
cial risk for the provision of the sup-
plemental benefits.

(b) Payment adjustments—(1) No ad-
justment if adjusted allowable risk cor-
ridor costs within risk corridor. If the ad-
justed allowable risk corridor costs for
the Part D plan for the coverage year
are at least equal to the first threshold
lower limit of the risk corridor (speci-
fied in paragraph (a)(2)(i)(A) of this sec-
tion) but not greater than the first
threshold upper limit of the risk cor-
ridor (specified in paragraph (a)(2)(i)(C)
of this section) for the Part D plan for
the coverage year, CMS makes no pay-
ment adjustment.

(2) Increase in payment if adjusted al-
lowable risk corridor costs above upper
limit of risk corridor—(i) Costs between
first and second threshold upper limits. If
the adjusted allowable risk corridor
costs for the Part D plan for the year
are greater than the first threshold
upper limit, but not greater than the
second threshold upper limit, of the
risk corridor for the Part D plan for
the year, CMS increases the total of
the payments made to the Part D spon-
sor offering the Part D plan for the
year under this section by an amount
equal to 50 percent (or, for 2006 and
2007, 75 percent or 90 percent if the con-
ditions described in paragraph
(b)(2)(iii) of this section are met for the
year) of the difference between the ad-
justed allowable risk corridor costs and
the first threshold upper limit of the
risk corridor.

(ii) Costs above second threshold upper
limits. If the adjusted allowable risk
corridor costs for the Part D plan for
the year are greater than the second
threshold upper limit of the risk cor-
ridor for the Part D plan for the year,
CMS increases the total of the pay-
ments made to the Part D sponsor of-
fering the Part D plan for the year
under this section by an amount equal
to the sum of—
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(A) 50 percent (or, for 2006 and 2007, 75
percent or 90 percent if the conditions
specified in paragraph (b)(2)(iii) of this
section are met for the year) of the dif-
ference between the second threshold
upper limit and the first threshold
upper limit; and

(B) 80 percent of the difference be-
tween the adjusted allowable risk cor-
ridor costs and the second threshold
upper limit of the risk corridor.

(iii) Conditions for application of high-
er percentage for 2006 and 2007. The con-
ditions specified in this paragraph are
met for 2006 or 2007 if CMS determines
for the year that—

(A) At least 60 percent of Part D
plans to which this paragraph applies
have adjusted allowable risk corridor
costs for the Part D plan for the year
that are more than the first threshold
upper limit of the risk corridor for the
Part D plan for the year; and

(B) Such plans represent at least 60
percent of Part D eligible individuals
enrolled in any Part D plan.

(3) Reduction in payment if adjusted al-
lowable risk corridor costs below lower
limit of risk corridor—(i) Costs between
first and second threshold lower limits. If
the adjusted allowable risk corridor
costs for the Part D plan for the cov-
erage year are less than the first
threshold lower limit, but not less than
the second threshold lower limit, of the
risk corridor for the Part D plan for
the coverage year, CMS reduces the
total of the payments made to the Part
D plan for the coverage year under this
section by an amount (or otherwise re-
covers from the Part D sponsor an
amount) equal to 50 percent (or, for
2006 and 2007, 75 percent) of the dif-
ference between the first threshold
lower limit of the risk corridor and the
adjusted allowable risk corridor costs.

(i1) Costs below second threshold lower
limit. If the adjusted allowable risk cor-
ridor costs for the Part D plan for the
coverage year are less the second
threshold lower limit of the risk cor-
ridor for the Part D plan for the cov-
erage year, CMS reduces the total of
the payments made to the Part D spon-
sor for the coverage year under this
section by an amount (or otherwise re-
covers from the Part D sponsor an
amount) equal to the sum of—

§423.343

(A) 50 percent (or, for 2006 and 2007, 75
percent) of the difference between the
first threshold lower limit and the sec-
ond threshold lower limit; and

(B) 80 percent of the difference be-
tween the second threshold upper limit
of the risk corridor and the adjusted al-
lowable risk corridor costs.

(c) Payment methods. CMS makes pay-
ments after a coverage year after ob-
taining all of the cost data information
in paragraph (c)(1) of this section nec-
essary to determine the amount of pay-
ment. CMS will not make payments
under this section if the Part D sponsor
fails to provide the cost data informa-
tion in paragraph (c)(1) of this section.

(1) Submission of cost data. Within 6
months of the end of a coverage year,
the Part D sponsor must provide the
information that CMS requires.

(2) Lump sum and adjusted monthly
payments. CMS at its discretion makes
either lump-sum payments or adjusts
monthly payments in the following
payment year based on the relationship
of the plan’s adjusted allowable risk
corridor costs to the predetermined
risk corridor thresholds in the cov-
erage year, as determined under this
section.

(d) No effect on monthly premium. No
adjustment in payments made by rea-
son of this section may affect the
monthly beneficiary premium for
qualified prescription drug coverage.

§423.343 Retroactive adjustments and
reconciliations.

(a) Application of enrollee adjustment.
The provisions of §422.308(f) of this
chapter apply to payments to Part D
sponsors under this section in the same
manner as they apply to payments to
MA organizations under section 1853(a)
of the Act.

(b) Health status. CMS makes adjust-
ments to payments made under
§423.329(a)(1) to account for updated
health status risk adjustment data as
provided under §422.310(g)(2) of this
chapter. CMS may recover payments
associated with health status adjust-
ments if the Part D sponsor fails to
provide the information described in
§423.329(b)(3).

893



§423.346

(c) Reinsurance. CMS makes final
payment for reinsurance after a cov-
erage year after obtaining all of the in-
formation necessary to determine the
amount of payment.

(1) Submission of cost data. Within 6
months of the end of a coverage year,
the Part D sponsor must provide the
information that CMS requires.

(2) Payments. CMS at its discretion
either makes lump-sum payments or
adjusts monthly payments throughout
the remainder of the payment year fol-
lowing the coverage year based on the
difference between monthly reinsur-
ance payments made during the cov-
erage year and the amount payable in
§423.329(c) for the coverage year. CMS
may recover payments made through a
lump sum recovery or by adjusting
monthly payments throughout the re-
mainder of the coverage year if the
monthly reinsurance payments made
during the coverage year exceed the
amount payable under §423.329(c) or if
the Part D sponsor does not provide the
data in paragraph (c)(1) of this section.

(d) Low-income cost-sharing subsidy.
CMS makes final payment for low-in-
come cost-sharing subsidies after a
coverage year after obtaining all of the
information necessary to determine
the amount of payment.

(1) Submission of cost data. Within 6
months of the end of a coverage year,
the Part D sponsor must provide the
information that CMS requires.

(2) Payments. CMS at its discretion
either makes lump-sum payments or
adjusts monthly payments throughout
the remainder of the payment year fol-
lowing the coverage year based on the
difference between interim low-income
cost-sharing subsidy payments and
total low-income cost-sharing subsidy
costs eligible for subsidy under §423.782
submitted by the plan for the coverage
year. CMS may recover payments made
through a lump sum recovery or by ad-
justing monthly payments throughout
the remainder of the coverage year if
interim low-income cost-sharing sub-
sidy payments exceed the amount pay-
able under §423.782 or if the Part D
sponsor does not provide the data in
paragraph (d)(1) of this section. In the
event adequate data is not provided for
risk corridor costs, CMS assumes that
the Part D plan’s adjusted allowable
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risk corridor costs are 50 percent of the
target amount.

§423.346 Reopening.

(a) CMS may conduct a global or tar-
geted reopening to reopen and revise an
initial or reconsidered final payment
determination (including a determina-
tion on the final amount of direct sub-
sidy described in §423.329(a)(1), final re-
insurance payments described in
§423.329(c), the final amount of the low
income subsidy described in §423.329(d),
or final risk corridor payments as de-
scribed in §423.336) or the Coverage Gap
Discount Reconciliation (as described
at §423.2320(b))—

(1) For any reason, within 12 months
from the date of the notice of the final
determination to the Part D sponsor

(2) After that 12-month period, but
within 6 years after the date of the no-
tice of the initial or reconsidered de-
termination to the Part D sponsor,
upon establishment of good cause for
reopening; or

(3) At any time, in instances of fraud
or similar fault of the Part D sponsor
or any subcontractor of the Part D
sponsor.

(b) For purposes of this section, CMS
will find good cause if—

(1) New and material evidence that
was not readily available at the time
the final determination was made is
furnished;

(2) A clerical error in the computa-
tion of payments was made; or

(3) The evidence that was considered
in making the determination clearly
shows on its face that an error was
made.

(c) For purposes of this section, CMS
will not find good cause if the only rea-
son for reopening is a change of legal
interpretation or administrative ruling
upon which the final determination
was made.

(d) A decision not to reopen under
this section is final and is not subject
to review.

(e) CMS notifies the sponsor(s) that
will be included in the reopening of its
intention to conduct a global or tar-
geted reopening when it is necessary
for the sponsor(s) to submit prescrip-
tion drug event (PDE) data or direct
and indirect remuneration (DIR) for
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the reopening. The notification to
sponsor(s) must include the following:

(1) The date by which PDE or DIR
data must be accepted by CMS to be in-
cluded in the reopening, which is at
least 90 calendar days after the date of
the notification.

(2) A statement indicating the Part D
contracts or types of contracts that are
included in the reopening.

(f) CMS announces when it has com-
pleted a reopening and provide the
sponsor(s) with all of the following in-
formation:

(1) A description of the data used in
the reopening.

(2) A statement indicating the Part D
contracts or types of contracts that
were included in the reopening.

(3) The date by which reports describ-
ing the reopening results is available
to the sponsor.

(4) The date by which a sponsor must
submit an appeal, in accordance with
§423.350, if the sponsor disagrees with
the reopening results.

(g) Inclusion criteria—

(1) For a global reopening, CMS in-
cludes only those Part D sponsor con-
tracts that were in effect for the con-
tract year being reopened and for
whom CMS has not sent the ‘‘Notice of
final settlement,” as described at
§423.521(a), as of the date CMS an-
nounces the completion of the reopen-
ing in accordance with paragraph (f) of
this section.

(2) For a target reopening, CMS in-
cludes only Part D sponsor contracts
that meet the criteria for inclusion in
a global reopening as specified in para-
graph (1) of this section and that CMS
specifies for inclusion in the reopening
as provided in paragraph (e)(2) or ()(2)
of this section.

[70 FR 4525, Jan. 28, 2005, as amended at 80
FR 7964, Feb. 12, 2015; 89 FR 30837, Apr. 23,
2024; 89 FR 79452, Sept. 30, 2024]

§423.350 Payment appeals.

(a) Payment determinations—(1) Pay-
ment methods subject to appeal. If CMS
did not apply its stated payment meth-
odology correctly, a Part D sponsor
may appeal the following:

(i) The reconciled health status risk
adjustment of the direct subsidy as
provided in §423.343(b).

§423.350

(ii) The reconciled reinsurance pay-
ments under §423.343(c).

(iii) The reconciled final payments
made for low-income cost sharing sub-
sidies provided in §423.343(d).

(iv) Final risk-sharing payments
made under §423.336.

(v) The reconciled coverage gap dis-
count payment under §423.2320(b).

(2) Payment information not subject to
appeal. Payment information sub-
mitted to CMS under §423.322 and rec-
onciled under §423.343 or submitted and
reconciled under §423.2320(b) is final
and may not be appealed nor may the
appeals process be used to submit new
information after the submission of in-
formation necessary to determine ret-
roactive adjustments and reconcili-
ations.

(b) Request for reconsideration—(1)
Time for filing a request. The request for
reconsideration must be filed within 15
days from the date of the final pay-
ment. For purposes of this paragraph,
the date of final payment is one of the
following:

(i) For risk adjustment, the date of
the final reconciled payment under
§423.343(b) of this subpart.

(ii) For reinsurance, the date of the
final reconciled payment under
§423.343(c) of this subpart; for low-in-
come cost sharing subsidies, the date of
the final reconciled payment under
§423.343(d) of this subpart.

(iii) For risk-sharing payments, the
date of the final payments under
§423.336 of this subpart.

(iv) For the Coverage Gap Discount
Program, the date of the final rec-
onciled payment under §423.2320(b).

(2) Content of request. The request for
reconsideration must specify the find-
ings or issues with which the Part D
sponsor disagrees and the reasons for
the disagreements. Excluding new pay-
ment information, the request for re-
consideration may include additional
documentary evidence the sponsor
wishes CMS to consider.

(3) Conduct of informal written recon-
sideration. In conducting the reconsid-
eration, CMS reviews the payment de-
termination, the evidence and findings
upon which it was based, and any other
written evidence submitted by the Part
D sponsor or by CMS before notice of
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the
made.

(4) Decision of the informal written re-
consideration. CMS informs the sponsor
of the decision orally or through elec-
tronic mail. CMS sends a written deci-
sion to the Part D sponsor on the spon-
sor’s request.

(5) Effect of CMS informal written re-
consideration. A reconsideration deci-
sion, whether delivered orally or in
writing, is final and binding unless a
request for hearing is filed in accord-
ance with paragraph (c) of this section,
or it is revised in accordance with
§423.346.

(c) Right to informal hearing. A Part D
sponsor dissatisfied with the CMS re-
consideration decision is entitled to an
informal hearing as provided in this
section.

(1) Manner and timing for request. A
request for a hearing must be made in
writing and filed with CMS within 15
days of the date the Part D sponsor re-
ceives the CMS reconsideration deci-
sion.

(2) Content of request. The request for
informal hearing must include a copy
of the CMS reconsideration decision (if
any) and must specify the findings or
issues in the decision with which the
Part D sponsor disagrees and the rea-
sons for the disagreements.

(3) Informal hearing procedures. (i)
CMS provides written notice of the
time and place of the informal hearing
at least 10 days before the scheduled
date.

(ii) The hearing are conducted by a
CMS hearing officer who neither re-
ceives testimony nor accepts any new
evidence that was not presented with
the reconsideration request. The CMS
hearing officer is limited to the review
of the record that was before CMS
when CMS made both its initial and re-
consideration determinations.

(iii) If CMS did not issue a written re-
consideration decision, the hearing of-
ficer may request, but not require, a
written statement from CMS or its
contractors explaining CMS’ deter-
mination, or CMS or its contractors
may, on their own, submit the written
statement to the hearing officer. Fail-
ure of CMS to submit a written state-
ment does not result in any adverse
findings against CMS and may not in

reconsidered determination is
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any way be taken into account by the
hearing officer in reaching a decision.

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

(5) Effecting of hearing officer decision.
The hearing officer decision is final
and binding, unless the decision is re-
versed or modified by the Adminis-
trator in accordance with paragraph (d)
of this section.

(d) Review by the Administrator. (1) A
Part D sponsor that has received a
hearing officer decision upholding a
CMS initial or reconsidered determina-
tion may request review by the Admin-
istrator within 15 days of receipt of the
hearing officer’s decision.

(2) The Administrator may review
the hearing officer’s decision, any writ-
ten documents submitted to CMS or to
the hearing officer, as well as any
other information included in the
record of the hearing officer’s decision
and determine whether to uphold, re-
verse or modify the hearing officer’s
decision.

(3) The Administrator’s determina-
tion is final and binding.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 80 FR 7964, Feb. 12,
2015]

§423.352 CMS-identified overpayments
associated with payment data sub-
mitted by Part D sponsors.

(a) Definitions. For purposes of this
section—

Applicable reconciliation date occurs
on the later of either the annual dead-
line for submitting—

(1) Prescription drug event (PDE)
data for the annual Part D payment
reconciliations referred to in §423.343(c)
and (d); or

(2) Direct and indirect remuneration
data.

Erroneous payment data means pay-
ment data that should not have been
submitted either because the data sub-
mitted are inaccurate or because the
data are inconsistent with Medicare
Part D requirements.

Payment data means data submitted
by a Part D sponsor to CMS and used
for payment purposes, including enroll-
ment data and data submitted under
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§423.329(b)(3), §423.336(c)(1), and
§423.343, and data provided for purposes
of supporting allowable reinsurance
costs and allowable risk corridor costs
as defined in §423.308, including data
submitted to CMS regarding direct and
indirect remuneration.

(b) Request to correct payment data. (1)
When CMS identifies erroneous pay-
ment data submitted by a Part D spon-
sor, CMS may send a data correction
notice to the Part D sponsor requesting
that the Part D sponsor correct the
payment data.

(2) The notice will include or make
reference to the specific payment data
that need to be corrected, the reason
why CMS believes that the payment
data are erroneous, and the timeframe
for correcting the payment data.

(c) Payment offset. (1) If the Part D
sponsor fails to submit the corrected
payment data within the timeframe as
requested in accordance with para-
graph (b) of this section, CMS will con-
duct a payment offset against pay-
ments made to the Part D sponsor if—

(i) The payment error affects pay-
ments for any of the 6 most recently
completed payment years; and

(ii) The payment error for a par-
ticular payment year is identified after
the applicable reconciliation date for
that payment year.

(2) CMS will calculate the payment
offset amount using the correct pay-
ment data and a payment algorithm
that applies the payment rules for the
applicable year.

(d) Payment offset notification. CMS
will issue a payment offset notice to
the Part D sponsor that includes at
least the following:

(1) The dollar amount of the offset
from plan payments.

(2) An explanation of how the erro-
neous data were identified and used to
calculate the payment offset amount.

(3) An explanation that, if the Part D
sponsor disagrees with the payment
offset, it may request an appeal within
30 days of issuance of the payment off-
set notification.

(e) Appeals process. If a Part D spon-
sor does not agree with the payment
offset described in paragraph (c) of this
section, it may appeal under the fol-
lowing three-level appeal process:

§423.352

(1) Reconsideration. A Part D sponsor
may request reconsideration of the
payment offset described in paragraph
(c) of this section, according to the fol-
lowing process:

(1) Manner and timing of request. A
written request for reconsideration
must be filed within 30 days from the
date that CMS issued the payment off-
set notice to the Part D sponsor.

(ii) Content of request. The written re-
quest for reconsideration must specify
the findings or issues with which the
Part D sponsor disagrees and the rea-
sons for its disagreement. As part of its
request for reconsideration, the Part D
sponsor may include any additional
documentary evidence in support of its
position. Any additional evidence must
be submitted with the request for re-
consideration. Additional information
submitted after this time will be re-
jected as untimely.

(iii) Conduct of reconsideration. In
conducting the reconsideration, the
CMS reconsideration official reviews
the underlying data that were used to
determine the amount of the payment
offset and any additional documentary
evidence timely submitted by the Part
D sponsor.

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

(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 (e)(2) of this section.

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

(i) Manner and timing for request. A re-
quest for an informal hearing must be
made in writing and filed with CMS
within 30 days of the date of CMS’ re-
consideration 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

897



§423.360

sponsor disagrees and the reasons for
its disagreement.

(iii) Informal hearing procedures. The
informal hearing will be conducted in
accordance with the following:

(A) CMS provides written notice of
the time and place of the informal
hearing at least 30 days before the
scheduled date.

(B) The informal hearing is con-
ducted by a CMS hearing officer who
neither receives testimony nor accepts
any new evidence that was not timely
presented with the reconsideration re-
quest. The CMS hearing officer is lim-
ited to the review of the record that
was before the CMS reconsideration of-
ficial when CMS made its reconsider-
ation determination.

(C) The CMS hearing officer will re-
view the proceeding before the CMS re-
consideration official on the record
made before the CMS reconsideration
official using the clearly erroneous
standard of review.

(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 Adminis-
trator in accordance with paragraph
(e)(3) of this section.

(3) Review by the Administrator. The
Administrator review will be conducted
in the following manner:

(i) A Part D sponsor that has re-
ceived a hearing officer’s decision may
request review by the Administrator
within 30 days of the date of issuance
of the hearing officer’s decision under
paragraph (e)(2)(iv) of this section. The
Part D sponsor may submit written ar-
guments to the Administrator for re-
view.

(ii) After receiving a request for re-
view, the Administrator has the discre-
tion to elect to review the hearing offi-
cer’s determination in accordance with
paragraph (e)(3)(iv) of this section or to
decline to review the hearing officer’s
decision.

(iii) If the Administrator declines to
review the hearing officer’s decision,
the hearing officer’s decision is final
and binding.
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(iv) If the Administrator elects to re-
view the hearing officer’s decision, the
Administrator will review the hearing
officer’s decision, as well as any infor-
mation included in the record of the
hearing officer’s decision and any writ-
ten argument submitted by the Part D
sponsor, and determine whether to up-
hold, reverse, or modify the hearing of-
ficer’s decision.

(v) The Administrator’s determina-
tion is final and binding.

(f) Matters subject to appeal and burden
of proof. (1) The Part D sponsor’s appeal
is limited to CMS’ finding that the
payment data submitted by the Part D
Sponsor are erroneous.

(2) The Part D sponsor bears the bur-
den of proof by a preponderance of the
evidence in demonstrating that CMS’
finding that the payment data were er-
roneous was incorrect or otherwise in-
consistent with applicable program re-
quirements.

(g) Applicability of appeals process. The
appeals process under paragraph (e) of
this section applies only to payment
offsets under paragraph (c) of this sec-
tion.

[79 FR 67032, Nov. 10, 2014]

§423.360 Reporting and returning of
overpayments.

(a) Definitions. For the purposes of
this section the following definitions
are applicable:

Applicable reconciliation means the
later of either the annual deadline for
submitting—

(i) PDE data for the annual Part D
payment reconciliations referred to in
§423.343(c) and (d); or

(ii) Direct and indirect remuneration
data.

Funds for purposes of this section,
means any payment that a Part D
sponsor has received that is based on
data submitted by the Part D sponsor
to CMS for payment purposes, includ-
ing data submitted under §423.329(b)(3),
§423.336(c)(1), §423.343, and data pro-
vided for purposes of supporting allow-
able costs as defined in §423.308 which
includes data submitted to CMS re-
garding direct or indirect remunera-
tion.

Overpayment means funds that a Part
D sponsor has received or retained
under title XVIII of the Act to which
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the Part D sponsor, after applicable
reconciliation, is not entitled under
such title.

(b) General rule. If a Part D sponsor
has identified that it has received an
overpayment, the Part D sponsor must
report and return that overpayment in
the form and manner set forth in this
section.

(c) Identified overpayment. The Part D
sponsor has identified an overpayment
when the Part D sponsor knowingly re-
ceives or retains an overpayment. The
term ‘‘knowingly’’ has the meaning set
forth in 31 U.S.C. 3729(b)(1)(A).

(d) Reporting and returning of an over-
payment. A Part D sponsor must report
and return any overpayment it re-
ceived no later than 60 days after the
date on which it identified it received
an overpayment.

(1) Reporting. A Part D sponsor must
notify CMS of the amount and reason
for the overpayment, using the notifi-
cation process determined by CMS.

(2) Returning. A Part D sponsor must
return identified overpayments in a
manner specified by CMS.

(e) Enforcement. Any overpayment re-
tained by a Part D sponsor is an obliga-
tion under 31 U.S.C. 3729(b)(3) if not re-
ported and returned in accordance with
paragraph (d) of this section.

(f) Look-back period. A Part D sponsor
must report and return any overpay-
ment identified within the 6 most re-
cent completed payment years.

[79 FR 29963, May 23, 2014, as amended at 89
FR 98565, Dec. 9, 2024]

Subpart H [Reserved]
Subpart —Organization Compli-

ance with State Law and Pre-
emption by Federal Law

§423.401 General requirements for
PDP sponsors.
(a) General requirements. Each PDP

sponsor of a prescription drug plan
must meet the following requirements:

(1) Licensure. Except in cases where
there is a waiver as specified at §423.410
or §423.415, the sponsor is organized and
licensed under State law as a risk bear-
ing entity eligible to offer health in-
surance or health benefits coverage in
each State in which it offers a prescrip-

§423.410

tion drug plan. If not otherwise 1li-
censed, the sponsor obtains certifi-
cation from the State that the organi-
zation meets a level of financial sol-
vency and other standards as the State
may require for it to operate as a PDP
sponsor.

(2) Assumption of financial risk for un-
subsidiced coverage. The PDP sponsor
assumes financial risk on a prospective
basis for benefits that it offers under a
prescription drug plan and that is not
covered under section 1860D-15(b) of the
Act.

(b) Reinsurance permitted. The PDP
sponsor may obtain insurance or make
other arrangements for the cost of cov-
erage provided to any enrollee to the
extent that the sponsor is at risk for
providing the coverage.

(c) Solvency for unlicensed sponsors. In
the case of a PDP sponsor that is not
described in §423.401(a)(1) and for which
a waiver is approved under §423.410 or
§423.415, the sponsor must meet the re-
quirements in §423.420.

§423.410 Waiver of certain require-
ments to expand choice.

(a) Authorizing waiver. In the case of
an entity that seeks to offer a prescrip-
tion drug plan in a State, CMS waives
the licensure requirement at
§423.401(a)(1), which requires that the
etity be licensed in that State if CMS
determines, based on the application
and other evidence presented, that any
of the grounds for approval of the ap-
plication described in paragraphs (b),
(c), or (d) of this section are met.

(b) Grounds for approval of waivers.
Subject to the waiver requirements
specified in §423.410(e), waivers may be
granted under any of the following con-
ditions:

(1) Failure to act on licensure applica-
tion on a timely basis. The State failed
to complete action on the licensing ap-
plication within 90 days of the date
that the State received a substantially
complete application.

(2) Denial of application based on dis-
criminatory treatment. The State denied
the license application on either of the
following bases—-

(i) The State imposed material re-
quirements, procedures, or standards
(other than solvency requirements) not
generally applied by the State to other
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entities engaged in a substantially
similar business; or

(ii) The State required, as a condition
of licensure, that the organization offer
any product or plan other than a pre-
scription drug plan.

(3) Denial of application based on appli-
cation of solvency requirements. The
State denied the licensure application,
in whole or in part, on the basis of the
PDP sponsor’s failure to meet solvency
requirements and

(i) The solvency requirements are dif-
ferent from the solvency standards
CMS establishes in accordance with
§423.420; or

(ii) CMS determines that the State
imposed, as a condition of licensing,
any documentation or information re-
quirements relating to solvency that
are different from the standards CMS
establishes in accordance with §423.420.

(4) Grounds other than those required
by Federal Law. The application by a
State of any grounds other than those
required under Federal law.

(c) Waiver when licensing process not in
effect. The grounds for approval speci-
fied in paragraph (b)(1) of this section
are deemed met if CMS determines
that the State does not have a licens-
ing process in effect for PDP sponsors.

(d) Special waiver for plan years begin-
ning before January 1, 2008. For plan
years beginning before January 1, 2008,
if the State has a prescription drug
plan or PDP sponsor licensing process
in effect, CMS grants a waiver upon a
demonstration that an applicant to be-
come a PDP sponsor has submitted a
substantially completed application for
licensure to the State.

(e) Waiver requirements. The following
rules apply to waiver applications or
waivers granted under this section.

(1) Treatment of waiver. The waiver
applies only to that State, is effective
for 36 months, and cannot be renewed.

(2) Prompt action on application. CMS
grants or denies a waiver application
under this section within 60 days after
CMS determines that a substantially
complete waiver application is received
by CMS.

(3) A State that does not have a PDP
sponsor. In the case of a State that does
not have a PDP sponsor licensing proc-
ess, the 36 month limitation on the
waiver discussed in paragraph (e)(1) of
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this section does not apply, and the
waiver may continue in effect for a
given State as long as CMS determines
that the State does not have a PDP
sponsor licensing process in effect, and
the PDP sponsor meets the solvency
standards of §423.420(a).

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008]

§423.415 Temporary waivers for enti-
ties seeking to offer a prescription
drug plan in more than one State in
a region.

(a) General rule. Subject to para-
graphs (b) and (c¢) of this section, if an
applicant seeking to become a PDP
sponsor wishes to operate in more than
one State in a region, and is licensed as
a risk bearing entity in at least one
State in the region, then the applicant
may receive a temporary regional plan
waiver for the States in which it is not
licensed.

(b) Filing of application. The applicant
must demonstrate to the satisfaction
of CMS that it filed the necessary li-
censure applications with each State in
the region for which it does not already
have State licensure, except that no
application is necessary if CMS deter-
mines that the State does not have a
licensing process for potential PDP
sponsors.

(c) Processing of application for tem-
porary waiver. The Secretary deter-
mines the time period appropriate for
the timely processing of the applica-
tion for temporary waiver.

(d) Time limit for temporary waiver.
The temporary waiver expires at the
end of time period that the Secretary
determines is appropriate for timely
processing of the application by the
State or States, but in no case is a
waiver extend beyond the end of the
calendar year.

§423.420 Solvency standards for non-
licensed entities.

(a) Establishment and publication. CMS
establishes and publishes reasonable fi-
nancial solvency and capital adequacy
standards for entities specified in para-
graph (b) of this section.

(b) Compliance with standards. A PDP
sponsor that is not licensed by a State
and for which a waiver application is
approved by CMS under §423.410 or
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§423.415 must maintain reasonable fi-
nancial solvency and capital adequacy
in accordance with the standards es-
tablished by CMS under paragraph (a)
of this section.

§423.425 Licensure does not substitute
for or constitute certification.

The fact that a Part D sponsor is
State licensed or has a waiver applica-
tion approved under §423.410 or §423.415
does not deem the sponsor to meet
other requirements imposed under this
part for a Part D sponsor.

§423.440 Prohibition of State imposi-
tion of premium taxes; relation to
State laws.

(a) Federal preemption of State law.
The standards established under this
part supersede any State law or regula-
tion (other than State licensing laws or
State laws relating to plan solvency)
for Part D plans offered by Part D plan
sponsors.

(b) State premium taxes prohibited—(1)
Basic rule. No premium tax, fee, or
other similar assessment may be im-
posed by any State, the District of Co-
lumbia, the Commonwealth of Puerto
Rico, the Virgin Islands, Guam, and
American Samoa, the Mariana Islands
or any of their political subdivisions or
other governmental authorities for any
payment CMS makes on behalf of Part
D plan or enrollees under this part (in-
cluding the direct subsidy, reinsurance
payments, and risk corridor payments);
or for any payment made to Part D
plans by a beneficiary or by a third
party on behalf of a beneficiary.

(2) Construction. Nothing in this sec-
tion may be construed to exempt any
Part D plan sponsor from taxes, fees, or
other monetary assessments related to
the net income or profit that accrues
to, or is realized by, the organization
from business conducted under this
part, if that tax, fee, or payment is ap-
plicable to a broad range of business
activity.

Subpart J—Coordination of Part D
Plans With Other Prescription
Drug Coverage

§423.452 Scope.

This section sets forth the applica-
tion of Part D rules to Part C plans; es-

§423.458

tablishes waivers for MA-PD plans, em-
ployer-sponsored group prescription
drug plans, cost plans, and PACE orga-
nizations; and establishes requirements
for coordination of benefits with State
Pharmaceutical Assistance Programs
and other providers of prescription
drug coverage.

§423.454 Definitions.

For purposes of this part, the fol-
lowing definitions apply—

Employer-sponsored group prescription
drug plan means, prescription drug cov-
erage offered to retirees who are Part
D eligible individuals under employ-
ment-based retiree health coverage.
For purposes of this subpart, employ-
ment-based retiree health coverage is
such coverage (as defined in §423.882)
provided through a Medicare Part D
plan, or for which a plan sponsor could
qualify for payments under subpart R
of this part.

State Pharmaceutical Assistance Pro-
gram (SPAP) means a State program
that meets the requirements described
under §423.464(e)(1).

[70 FR 4525, Jan. 28, 2005, as amended at 77
FR 1882, Jan. 12, 2012]

§423.458 Application of Part D rules to
certain Part D plans on and after
January 1, 2006.

(a) Relationship to Part C. Except as
otherwise provided in this part, the re-
quirements of this part apply to pre-
scription drug coverage provided by
MA-PD plans offered by MA organiza-
tions beginning on or after January 1,
2006.

(b) MA waiver. CMS waives any provi-
sion of this Part otherwise applicable
to MA-PD plans or MA organizations
under paragraph (a) of this section to
the extent CMS determines that the
provision duplicates, or is in conflict
with, provisions otherwise applicable
to the MA organizations or MA-PD
plans under Part C of Medicare, or as
may be necessary in order to improve
coordination of this part with the bene-
fits under Part C.

(1) Application of waiver. Any waiver
or modification granted by CMS under
this section applies to any other simi-
larly situated organization offering or
seeking to offer a MA-PD plan that
meets the conditions of the waiver.
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(2) Request for waivers. Organizations
offering or seeking to offer a MA-PD
plan may request from CMS in writ-
ing—

(i) A waiver of those requirements
under this part otherwise applicable to
the MA-PD plan or MA organization
under paragraph (a) of this section that
are duplicative of, or that are in con-
flict with, provisions otherwise appli-
cable to the MA-PD plan, proposed MA-
PD plan, or a MA organization under
Part C of Medicare.

(ii) A waiver of a requirement under
this part otherwise applicable to the
MA-PD plan or MA organization under
paragraph (a) of this section, if such
waiver improves coordination of bene-
fits provided under Part C of Medicare
with benefits under this Part.

(c) Employer group waiver—(1) General
rule for employer-sponsored group pre-
scription drug plans that are Medicare
Part D plans. CMS may waive or modify
any requirement under this part that
hinders the design of, the offering of, or
the enrollment in an employer-spon-
sored group prescription drug plan, in-
cluding authorizing the establishment
of separate premium amounts for en-
rollees of the employer-sponsored
group prescription drug plan and limi-
tations on enrollment in such plan to
Part D eligible individuals partici-
pating in the sponsor’s employment-
based retiree health coverage. Any en-
tity seeking to offer, sponsor, or ad-
minister an employer-sponsored group
prescription drug plan may request, in
writing, a waiver or modification of ad-
ditional requirements under this part
that hinder its design of, the offering
of, or the enrollment in, such em-
ployer-sponsored group prescription
drug plan.

(2) General rule for employer-sponsored
group prescription drug plans for which a
sponsor could qualify for payments under
subpart R of this part. CMS may waive
or modify any requirement under this
part that hinders the design of, the of-
fering of, or the enrollment in an em-
ployer-sponsored group prescription
drug plan.

(3) Use of waiver. Waivers or modifica-
tions approved by CMS under this sec-
tion apply to any similarly situated en-
tity seeking to offer, sponsor, or ad-
minister an employer-sponsored group
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prescription drug plan, meeting the
conditions of the waiver or modifica-
tion.

(4) Employer-sponsored group pre-
scription drug plans must comply with
all applicable requirements under this
part that are not specifically waived or
modified in accordance with in para-
graph (c)(3) of this section.

(d) Other waivers. CMS waives any
provision of this Part as applied to a
cost plan (as defined in §417.401 of this
chapter) or PACE organization (as de-
fined in §460.6 of this chapter) that of-
fers qualified prescription drug cov-
erage under Part D to the extent CMS
determines that the provision dupli-
cates, or is in conflict with, provisions
otherwise applicable to the cost plan
under section 1876 of the Act or provi-
sions applicable to PACE organizations
under sections 1894 and 1934 of the Act,
or as necessary in order to improve co-
ordination of this Part with the bene-
fits offered by cost plans or PACE orga-
nizations.

(1) Application of waiver. Any waiver
or modification granted by CMS under
this paragraph applies to any other
similarly situated organization offer-
ing or seeking to offer qualified pre-
scription drug coverage as a cost plan
under section 1876 of the Act or as a
PACE organization under sections 1894
and 1934 of the Act.

(2) Request for waivers. Cost plans or
PACE organizations seeking to offer
qualified prescription drug coverage
may request from CMS in writing-

(i) A waiver of those requirements
under this part otherwise applicable to
cost plans or PACE organizations that
are duplicative of, or that are in con-
flict with, provisions otherwise appli-
cable to cost plans or PACE organiza-
tions.

(ii) A waiver of a requirement under
this part otherwise applicable to cost
plans or PACE organizations, if such
waiver improves coordination of bene-
fits provided by the cost plan under
section 1876 of the Act, or by the PACE
organization under sections 1894 and
1934 of the Act, with the benefits under
Part D.

[70 FR 45625, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 77 FR 1882, Jan. 12,
2012; 77 FR 22170, Apr. 12, 2012]
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§423.462 Medicare
procedures.

(a) General rule. The provisions of
§422.108 of this chapter regarding Medi-
care secondary payer procedures apply
to Part D sponsors and Part D plans
(with respect to the offering of quali-
fied prescription drug coverage) in the
same way as they apply to MA organi-
zations and MA plans under Part C of
title XVIII of the Act, except all ref-
erences to MA organizations and MA
plans are considered references to Part
D sponsors and Part D plans.

(b) Reporting requirements. A Part D
sponsor must report credible new or
changed primary payer information to
the CMS Coordination of Benefits Con-
tractor in accordance with the proc-
esses and timeframes specified by CMS.

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

§423.464 Coordination of benefits with
other providers of prescription
drug coverage.

(a) General rule. A Part D plan must
permit SPAPs (described in paragraph
(e)(1) of this section) and entities pro-
viding other prescription drug coverage
(described in paragraph (f)(1) of this
section) to coordinate benefits with
such plan. A Part D plan must comply
with all administrative processes and
requirements established by CMS to
ensure effective exchange of informa-
tion and coordination between such
plan and SPAPs and entities providing
other prescription drug coverage for—

(1) Payment of premiums and cov-
erage; and

(2) Payment for supplemental pre-
scription drug benefits as described in
§423.104(f)(1)(ii)(including payment to a
Part D plan on a lump sum per capita
basis) for Part D eligible individuals
enrolled in the Part D plan and the
SPAP or entity providing other pre-
scription drug coverage.

(3) Retroactive claims adjustments,
underpayment reimbursements, and
overpayment recoveries as described in
paragraph (g) of this section and
§423.466(a) of this subpart.

(b) Medicare as primary payer. The re-
quirements of this subpart do not
change or affect the primary or sec-
ondary payer status of a Part D plan
and a SPAP or other prescription drug

secondary payer

§423.464

coverage. A Part D plan is always the
primary payer relative to a State Phar-
maceutical Assistance Program.

(c) User fees. CMS may impose user
fees on Part D plans for the trans-
mittal of information necessary for
benefit coordination in accordance
with administrative processes and re-
quirements established by CMS to en-
sure effective exchange of information
and coordination between a Part D
plan and SPAPs and entities providing
other prescription drug coverage in a
manner similar to the manner in which
user fees are imposed under section
1842(h)(3)(B) of the Act, except that
CMS may retain a portion of user fees
to defray its costs in carrying out such
procedures. CMS will not impose user
fees under this subpart on a SPAP or
entities providing other prescription
drug coverage.

(d) Cost management tools. The re-
quirements of this subpart do not pre-
vent a Part D sponsor from using cost
management tools (including differen-
tial payments) under all methods of op-
eration.

(e) Coordination with State Pharma-
ceutical Assistance Programs—(1) Re-
quirements to be a State Pharmaceutical
Assistance Program (SPAP). A State pro-
gram is considered to be a State Phar-
maceutical Assistance Program for
purposes of this part if it-

(i) Provides financial assistance for
the purchase or provision of supple-
mental prescription drug coverage or
benefits on behalf of Part D eligible in-
dividuals;

(ii) Provides assistance to Part D eli-
gible individuals in all Part D plans
without discriminating based upon the
Part D plan in which an individual en-
rolls;

(iii) Meets the benefit coordination
requirements specified in this subpart;

(iv) Does not follow or adopt rules
that change or affect the primary
payer status of a Part D plan.

The definition of SPAP excludes
State Medicaid programs, section 1115
demonstration programs, and any
other program where program funding
is from Federal grants, awards, con-
tracts, entitlement programs, or other
Federal sources of funding; and

(v) Provides supplemental drug cov-
erage to individuals based on financial
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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
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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-

§423.501

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:
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(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

906



Centers for Medicare & Medicaid Services, HHS

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.

§423.502

(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
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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
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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:
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(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
()@ (vi)(G)(4)(I) 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.

(1i1) 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
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(ii) CMS has otherwise determined
that circumstances warrant special
consideration.

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

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

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

(A) Submitted a bid under §423.863 for
the year (as the first year of a contract
period under §423.863 to offer a fallback
prescription drug plan in any PDP re-
gion;

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

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

(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]

§423.505 Contract provisions.

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

918



Centers for Medicare & Medicaid Services, HHS

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 (CEO), 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

922



Centers for Medicare & Medicaid Services, HHS

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.

(a) Enrollment in the Medicare Trans-
action Facilitator Data Module for the
Medicare Drug Price Negotiation Pro-
gram. For contract year 2026 and all
subsequent years, any contract be-
tween the sponsor and a pharmacy, or
between a first tier, downstream, or re-
lated entity and a pharmacy on the
sponsor’s behalf, for participation in
one or more of the Part D sponsor’s
networks must include a provision re-
quiring the pharmacy to be enrolled in
the Medicare Transaction Facilitator
Data Module (MTF DM) (or any suc-
cessor to the MTF DM) in a form and
manner determined by CMS. Such pro-
vision must also require the pharmacy
to maintain and certify up-to-date,
complete, and accurate enrollment in-
formation with the MTF DM, in ac-
cordance with applicable terms and
conditions of participation with the
MTF DM, including but not limited to
contact, third-party support entity or
entities, and banking information, in a
form and manner determined by CMS.

[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; 90 FR 15919,
Apr. 15, 2025]

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

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

(e) The provisions of this section do
not apply to fallback entities.

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

§423.507 Nonrenewal of contract.

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

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

(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-
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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
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
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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.

(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

§423.509

‘“‘covered person’ as used in this para-
graph means one of the following:

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

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

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

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19821, Apr. 15, 2010; 76 FR 21575, Apr. 15,
2011; 83 FR 16750, Apr. 16, 2018; 89 FR 30838,
Apr. 23, 2024]

§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)).
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(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.

(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-
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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.

(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
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(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.

(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—

§423.509

(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)(1) 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-
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
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(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.

(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-
cation. (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-
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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]

§423.512 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)

928



Centers for Medicare & Medicaid Services, HHS

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:

(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.

§423.514

(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.

(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.
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(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.

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

(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
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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,
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
sponsor.

(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.

42 CFR Ch. IV (10-1-25 Edition)

(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
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]
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§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:

(1) 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
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

§423.522

made in writing and filed with CMS
within 15 calendar days of the date of
CMS’s reconsideration decision.

(i1) 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:

(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
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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
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

42 CFR Ch. IV (10-1-25 Edition)

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.

(38) 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:

(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
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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
group waiver plans) in the service area
of the PBP.

(iv) Enrollment from a PBP offering
enhanced alternative coverage may be
crosswalked into a PBP offering either
enhanced alternative or basic prescrip-
tion drug coverage.

(v) If the PDP contract includes more
than one renewing PBP into which en-
rollment of the non-renewing PBP can
be crosswalked, the enrollment of the
non-renewing PBP must be
crosswalked into the renewing PBP
that will result in lowest increase in
monthly premiums for the enrollees.

(vi) A plan crosswalk is not approved
under this paragraph if it will result in
a premium increase for the following
benefit year (as reflected in the bid for
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the receiving PBP submitted on the
first Monday in June) that is higher
than the greater of the following:

(A) The current year’s premium for
the non-renewing PBP.

(B) The current year’s average base
beneficiary premium, as described in
§423.286(c) of this part, for the PDP re-
gion in which the PBP operates.

(vii) If an organization that non-re-
news an enhanced alternative PBP does
not request and receive a plan cross-
walk exception as provided in para-
graph (d) of this section, CMS does not
approve a new enhanced alternative
PBP in the same service area as the
non-renewing PBP in the following
contract year.

(2) Contract consolidations. If a PDP
sponsor non-renews all or part of the
service area of its contract with CMS
in accordance with §§423.507 or 423.508,
the enrollees of the non-renewing PBPs
may be crosswalked into one or more
PBPs in another PDP contract (the
surviving contract).

(i) The non-renewing PDP contract
and the surviving contract must be
held by the same legal entity or by
legal entities with the same parent or-
ganization.

(ii) The approved service area of the
surviving contract must include the
service area of the non-renewing PBPs
whose enrollment will be crosswalked
into the surviving contract.

(iii) Enrollment may be crosswalked
between PBPs offering the same type
of prescription drug coverage (basic or
enhanced alternative).

(iv) Enrollment from a PBP offering
enhanced alternative coverage may be
crosswalked into a PBP offering basic
prescription drug coverage.

(v) Enrollment from a PBP offering
enhanced alternative coverage must be
crosswalked into the PBP in the sur-
viving contract that will result in the
lowest premium increase.

(vi) A plan crosswalk is not approved
under this paragraph if it will result in
a premium increase for the following
benefit year (as reflected in the bid for
the receiving PBP submitted on the
first Monday in June) that is higher
than the greater of:

(A) The current year’s premium for
the non-renewing PBP, or
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(B) The current year’s average base
beneficiary premium, as described in
§423.286(c), for the region in which the
PBP operates.

(d) Procedures. (1) A PDP sponsor
must submit the following:

(i) All plan crosswalks described in
paragraph (b) of this section in writing
through the bid submission process in
HPMS by the bid submission deadline.

(ii) All plan crosswalk exception re-
quests described in paragraph (c) of
this section in writing through the
plan crosswalk exceptions process in
HPMS by the plan crosswalk exception
request deadline announced annually
by CMS.

(2) CMS verifies the requests and no-
tifies a requesting PDP sponsor of the
approval or denial after the crosswalk
exception request deadline.

[89 FR 30839, Apr. 23, 2024]

Subpart L—Effect of Change of
Ownership or Leasing of Fa-
cilities During Term of Con-
tract

§423.551 General provisions.

(a) Change of ownership. The fol-
lowing constitute a change of owner-
ship:

(1) Partnership. The removal, addi-
tion, or substitution of a partner, un-
less the partners expressly agree other-
wise as permitted by applicable State
law, constitutes a change of ownership.

(2) Asset transfer. Transfer of substan-
tially all the assets of the sponsor to
another party constitutes a change of
ownership.

(3) Corporation. The merger of the
PDP sponsor’s corporation into an-
other corporation or the consolidation
of the PDP sponsor’s organization with
one or more other corporations, result-
ing in a new corporate body.

(b) Change of ownership, exception.
Transfer of corporate stock or the
merger of another corporation into the
PDP sponsor’s corporation, with the
PDP sponsor surviving, does not ordi-
narily constitute change of ownership.

(c) Advance notice requirement. (1) A
PDP sponsor that has a Medicare con-
tract in effect under §423.502 and is
considering or is negotiating a change
in ownership must notify CMS at least
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60 days before the anticipated effective
date of the change. The PDP sponsor
must also provide updated financial in-
formation and a discussion of the fi-
nancial and solvency impact of the
change of ownership on the surviving
organization.

(2) If the PDP sponsor fails to give
CMS the required notice in a timely
manner, it continues to be liable for
payments that CMS makes to it on be-
half of Medicare enrollees after the
date of change of ownership.

(d) Novation agreement defined. A no-
vation agreement is an agreement
among the current owner of the PDP
sponsor, the prospective new owner,
and CMS that—

(1) Is embodied in a document exe-
cuted and signed by all 3 parties;

(2) Meets the requirements of
§423.552; and

(3) Recognizes the new owner as the
successor in interest to the current
owner’s Medicare contract.

(e) Effect of change of ownership with-
out movation agreement. Except to the
extent provided in paragraph (c)(2) of
this section, the effect of a change of
ownership without a novation agree-
ment is that—

(1) The current PDP sponsor, with re-
spect to the affected contract, has sub-
stantially failed to comply with the
regulatory requirements as described
in §423.509(a)(4)(ix) and the contract
may be subject to intermediate enroll-
ment and marketing sanctions as out-
lined in §423.750(a)(1) and (a)(3). Inter-
mediate sanctions imposed as part of
this section remain in place until CMS
approves the change of ownership (in-
cluding execution of an approved nova-
tion agreement), or the contract is ter-
minated.

(i)(A) If the new owner does not par-
ticipate in the Medicare program in
the same service area as the affected
contract, it must apply for, and enter
into, a contract in accordance with
subpart K of this part and part 422 if
applicable; and

(B) If the application is conditionally
approved, must submit, within 30 days
of the conditional approval, the docu-
mentation required under §423.551(d)
for review and approval by CMS; or

(ii) If the new owner currently par-
ticipates in the Medicare program and
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operates in the same service area as
the affected contract, it must, within
30 days of imposition of intermediate
sanctions as outlined in paragraph
(e)(1) of this section, submit the docu-
mentation required under §423.551(d)
for review and approval by CMS.

(2) If the new owner fails to begin the
processes required under paragraph
(e)(1)(i) or (e))({i) of this section,
within 30 days of imposition of inter-
mediate sanctions as outlined in para-
graph (e)(1) of this section, the existing
contract is subject to termination in
accordance with §423.509(a)(4)(ix).

(f) Effect of change of ownership with
novation agreement. If the PDP sponsor
submits a novation agreement that
meets the requirements of §423.552 and
CMS signs it, the new owner becomes
the successor in interest to the current
owner’s Medicare contract under
§423.502.

(g) Sale of beneficiaries not permitted.
(1) CMS will only recognize the sale or
transfer of an organization’s entire
PDP line of business, consisting of all
PDP contracts held by the PDP spon-
sor with the exception of the sale or
transfer of a full contract between
wholly owned subsidiaries of the same
parent organization which will be rec-
ognized and allowed by CMS.

(2) CMS does not recognize or allow a
sale or transfer that consists solely of
the sale or transfer of individual bene-
ficiaries or groups of beneficiaries en-
rolled in a plan benefit package.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1546, Jan. 12, 2009; 75 FR 19822, Apr. 15,
2010; 75 FR 32860, June 10, 2010; 86 FR 6119,
Jan. 19, 2021; 89 FR 30840, Apr. 23, 2024]

§423.552 Novation agreement require-
ments.

(a) Conditions for CMS approval of a
novation agreement. CMS approves a no-
vation agreement if the following con-
ditions are met:

(1) Advance notification. The PDP
sponsor notifies CMS at least 60 days
before the date of the proposed change
of ownership. The PDP sponsor also
provides CMS with updated financial
information and a discussion of the fi-
nancial and solvency impact of the
change of ownership on the surviving
organization.

§423.553

(2) Advance submittal of agreement.
The PDP sponsor submits to CMS, at
least 30 days before the proposed
change of ownership date, three signed
copies of the novation agreement con-
taining the provisions specified in
paragraph (b) of this section, and one
copy of other relevant documents re-
quired by CMS.

(38) CMS’s determination. When review-
ing a novation agreement, CMS makes
a determination concerning the fol-
lowing:

(i) The proposed new owner is in fact
a successor in interest to the contract.

(ii) Recognition of the new owner as
a successor in interest to the contract
is in the best interest of the Medicare
program.

(iii) The successor organization
meets the requirements to qualify as a
PDP sponsor under subpart K of this
part.

(b) Provisions of a novation agreement.
A valid novation agreement requires
the following:

(1) Assumption of contract obligations.
The new owner must assume all obliga-
tions under the contract.

(2) Waiver of right to reimbursement.
The previous owner must waive its
rights to reimbursement for covered
services furnished during the rest of
the current contract period.

(3) Guarantee of performance. The pre-
vious owner must—

(i) Guarantee performance of the con-
tract by the new owner during the con-
tract period; or

(ii) Post a performance bond that is
satisfactory to CMS.

(4) Records access. The previous owner
must agree to make its books and
records and other necessary informa-
tion available to the new owner and to
CMS to permit an accurate determina-
tion of costs for the final settlement of
the contract period.

§423.553 Effect of leasing of a PDP
sponsor’s facilities.

(a) General effect of leasing. If a PDP
sponsor leases all or part of its facili-
ties to another entity, the other entity
does not acquire PDP sponsor status
under section 1860D-12(b) of the Act.

(b) Effect of lease of all facilities. (1) If
a PDP sponsor leases all of its facilities

937



§423.558

to another entity, the contract termi-
nates.

(2) If the other entity wishes to par-
ticipate in Medicare as a PDP sponsor,
it must apply for and enter into a con-
tract in accordance with §423.502.

(c) Effect of partial lease of facilities. If
the PDP sponsor leases part of its fa-
cilities to another entity, its contract
with CMS remains in effect while CMS
surveys the PDP sponsor to determine
whether it continues to be in compli-
ance with the applicable requirements
and qualifying conditions specified in
subpart K of this part.

Subpart M—Grievances, Cov-
erage Determinations, Rede-
terminations, and Reconsider-
ations

§423.558 Scope.

(a) This subpart sets forth the re-
quirements relating to the following:

(1) Part D plan sponsors with respect
to grievances, coverage determina-
tions, and redeterminations.

(2) Part D IRE with respect to recon-
siderations.

(3) Part D enrollees’ rights with re-
spect to grievances, coverage deter-
minations, redeterminations, and re-
considerations.

(4) Review of at-risk determinations
made under a drug management pro-
gram in accordance with §423.153(f).

(b) The requirements regarding re-
openings, ALJ hearings and ALJ and
attorney adjudicator decisions, Council
review, and judicial review are set
forth in subpart U of this chapter.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5125, Jan. 17, 2017; 83 FR 16750, Apr. 16,
2018]

§423.560 Definitions.

As used in this subpart, unless the
context indicates otherwise—

Appeal means any of the procedures
that deal with the review of adverse
coverage determinations made by the
Part D plan sponsor on the benefits
under a Part D plan the enrollee be-
lieves he or she is entitled to receive,
including delay in providing or approv-
ing the drug coverage (when a delay
would adversely affect the health of
the enrollee), or on any amounts the
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enrollee must pay for the drug cov-
erage, as defined in §423.566(b). Appeal
also includes the review of at-risk de-
terminations made under a drug man-
agement program in accordance with
§423.153(f). These procedures include re-
determinations by the Part D plan
sponsor, reconsiderations by the inde-
pendent review entity, ALJ hearings,
reviews by the Medicare Appeals Coun-
cil (Council), and judicial reviews.

At-risk determination means a decision
made under a plan sponsor’s drug man-
agement program in accordance with
§423.153(f) that involves the identifica-
tion of an individual as an at-risk bene-
ficiary for prescription drug abuse; a
limitation, or the continuation of a
limitation, on an at-risk beneficiary’s
access to coverage for frequently
abused drugs (that is, a beneficiary spe-
cific point-of-sale edit or the selection
of a prescriber and/or pharmacy and
implementation of lock-in, or); and in-
formation sharing for subsequent plan
enrollments.

Drug Use means an enrollee is receiv-
ing the drug in the course of treat-
ment, including time off if it is part of
the treatment.

Enrollee means a Part D eligible indi-
vidual who has elected or has been en-
rolled in a Part D plan.

Grievance means any complaint or
dispute, other than one that involves a
coverage determination or at-risk de-
termination, expressing dissatisfaction
with any aspect of the operations, ac-
tivities, or behavior of a Part D plan
sponsor, regardless of whether remedial
action is requested.

Other prescriber means a health care
professional other than a physician
who is authorized under State law or
other applicable law to write prescrip-
tions.

Physician has the meaning given the
term in section 1861(r) of the Act.

Projected value of a Part D drug or
drugs includes any costs the enrollee
could incur based on the number of re-
fills prescribed for the drug(s) in dis-
pute during the plan year. Projected
value includes enrollee co-payments,
all expenditures incurred after an en-
rollee’s expenditures exceed the initial
coverage limit, and expenditures paid
by other entities.
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Reconsideration means a review of an
adverse coverage determination or at-
risk determination by an independent
review entity (IRE), the evidence and
findings upon which it was based, and
any other evidence the enrollee sub-
mits or the IRE obtains.

Redetermination means a review of an
adverse coverage determination or at-
risk determination by a Part D plan
sponsor, the evidence and findings upon
which it is based, and any other evi-
dence the enrollee submits or the Part
D plan sponsor obtains.

Representative means an individual ei-
ther appointed by an enrollee or au-
thorized under State or other applica-
ble law to act on behalf of the enrollee
in filing a grievance, obtaining a cov-
erage determination, or in dealing with
any of the levels of the appeals process.
Unless otherwise stated in this sub-
part, the representative has all of the
rights and responsibilities of an en-
rollee in filing a grievance, obtaining a
coverage determination, or in dealing
with any of the levels of the appeals
process, subject to the rules described
in part 422, subpart M, of this chapter.

Specialty tier: (1) Before January 1,
2022, means a formulary cost-sharing
tier dedicated to very high cost Part D
drugs that exceed a cost threshold es-
tablished by the Secretary; and

(2) Beginning January 1, 2022, has the
meaning given the term in §423.104.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20507, Apr. 15, 2008; 74 FR 1546, Jan. 12,
2009; 82 FR 5125, Jan. 17, 2017; 83 FR 16750,
Apr. 16, 2018; 86 FR 6119, Jan. 19, 2021]

§423.562

(a) Responsibilities of the Part D plan
sponsor. A Part D plan sponsor must
meet all of the following requirements.

(1) A Part D plan sponsor, for each
Part D plan that it offers, must estab-
lish and maintain—

(i) A grievance procedure as de-
scribed in §423.564 for addressing issues
that do not involve coverage deter-
minations;

(ii) Use a single, uniform exceptions
and appeals process which includes pro-
cedures for accepting oral and written
requests for coverage determinations
and redeterminations that are in ac-
cordance with §423.128(b)(7) and
(DDEW).

General provisions.

§423.562

(iii) A procedure for making timely
coverage determinations, including de-
terminations on requests for excep-
tions to a tiered cost-sharing structure
or to a formulary; and

(iv) Appeal procedures that meet the
requirements of this subpart for issues
that involve coverage determinations.

(v) Appeal procedures that meet the
requirements of this subpart for issues
that involve at-risk determinations.
Determinations made in accordance
with the processes at §423.153(f) are col-
lectively referred to as an at-risk de-
termination, defined at §423.560, made
under a drug management program.

(2) A Part D plan sponsor must en-
sure that all enrollees receive written
information about the—

(1) Grievance and appeal procedures
that are available to them through the
Part D plan sponsor; and

(ii) Complaint process available to
the enrollee under the QIO process as
set forth under section 1154(a)(14) of the
Act.

(3) A Part D plan sponsor must ar-
range with its network pharmacies to
distribute notices instructing enrollees
how to contact their plans to obtain a
coverage determination or request an
exception. These notices must comply
with the standards established in
§423.128(b)(7)(iii).

(4) In accordance with subpart K of
this part, if the Part D plan sponsor
delegates any of its responsibilities
under this subpart to another entity or
individual through which the Part D
plan sponsor provides covered benefits,
the Part D plan sponsor is ultimately
responsible for ensuring that the entity
or individual satisfies the relevant re-
quirements of this subpart.

(56) A Part D plan sponsor must em-
ploy a medical director who is respon-
sible for ensuring the clinical accuracy
of all coverage determinations and re-
determinations involving medical ne-
cessity. The medical director must be a
physician with a current and unre-
stricted license to practice medicine in
a State, Territory, Commonwealth of
the United States (that is, Puerto
Rico), or the District of Columbia.

(b) Rights of enrollees. In accordance
with the provisions of this subpart, en-
rollees have all of the following rights
under Part D plans:
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(1) The right to have grievances be-
tween the enrollee and the Part D plan
sponsor heard and resolved by the plan
sponsor, as described in §423.564.

(2) The right to a timely coverage de-
termination by the Part D plan spon-
sor, as specified in §423.566 and §423.568,
including the right to request from the
Part D plan sponsor an exception to its
tiered cost-sharing structure or for-
mulary, as specified in §423.578.

(38) The right to request from the Part
D plan sponsor an expedited coverage
determination, as specified in §423.570.

(4) If dissatisfied with any part of a
coverage determination or an at-risk
determination under a drug manage-
ment program in accordance with
§423.153(f), all of the following appeal
rights:

(i) The right to a redetermination of
the adverse coverage determination or
at-risk determination by the Part D
plan sponsor, as specified in §423.580.

(ii) The right to request an expedited
redetermination, as provided under
§423.584.

(iii) If, as a result of the redetermina-
tion, a Part D plan sponsor affirms, in
whole or in part, its adverse coverage
determination or at-risk determina-
tion, the right to a reconsideration or
expedited reconsideration by an inde-
pendent review entity (IRE) contracted
by CMS, as specified in §423.600.

(iv) If the IRE affirms the plan’s ad-
verse coverage determination or at-
risk determination, in whole or in part,
the right to an ALJ hearing if the
amount in controversy meets the re-
quirements in §423.2006.

(v) If the ALJ or attorney adjudi-
cator affirms the IRE’s adverse cov-
erage determination or at-risk deter-
mination, in whole or in part, the right
to request Council review of the ALJ’s
or attorney adjudicator’s decision, as
specified in §423.2100.

(vi) If the Council affirms the ALJ’s
or attorney adjudicator’s adverse cov-
erage determination or at-risk deter-
mination, in whole or in part, the right
to judicial review of the decision if the
amount in controversy meets the re-
quirements in §423.2006.

(c) When other regulations apply. Un-
less this subpart provides otherwise,
the regulations in part 422, subpart M
of this chapter (concerning the admin-
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istrative review and hearing processes
under titles II and XVIII, and represen-
tation of parties under title XVIII of
the Act) and any interpretive rules or
CMS rulings issued under these regula-
tions, apply under this subpart to the
extent they are appropriate.

(d) Relation to ERISA Requirements.
Consistent with section 1860D-22(b) of
the Act, provisions of this subpart
may, to the extent applicable under the
regulations adopted by the Secretary
of Labor, apply to claims for benefits
under group health plans subject to the
Employee Retirement Income Security
Act.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 76 FR 21575, Apr. 15,
2011; 80 FR 7965, Feb. 12, 2015; 82 FR 5125, Jan.
17, 2017; 83 FR 16751, Apr. 16, 2018; 84 FR 19872,
May 7, 2019; 89 FR 30841, Apr. 23, 2024]

§423.564 Grievance procedures.

(a) General rule. Each Part D plan
sponsor must provide meaningful pro-
cedures for timely hearing and resolv-
ing grievances between enrollees and
the Part D plan sponsor or any other
entity or individual through whom the
Part D plan sponsor provides covered
benefits under any Part D plan it of-
fers.

(b) Distinguished from appeals. Griev-
ance procedures are separate and dis-
tinct from appeal procedures, which ad-
dress coverage determinations as de-
fined in §423.566(b) and at-risk deter-
minations made under a drug manage-
ment program in accordance with
§423.153(f). Upon receiving a complaint,
a Part D plan sponsor must promptly
determine and inform the enrollee
whether the complaint is subject to its
grievance procedures or its appeal pro-
cedures.

(c) Distinguished from the quality im-
provement organication complaint proc-
ess. Under section 1154(a)(14) of the Act,
the quality improvement organization
(QIO) must review enrollees’ written
complaints about the quality of serv-
ices they have received under the Medi-
care program. This process is separate
and distinct from the grievance proce-
dures of the Part D plan sponsor. For
quality of care issues, an enrollee may
file a grievance with the Part D plan
sponsor, file a written complaint with
the QIO, or both. For any complaint
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submitted to a QIO, the Part D plan
sponsor must cooperate with the QIO
in resolving the complaint.

(d) Method for filing a grievance. (1) An
enrollee may file a grievance with the
Part D plan sponsor either orally or in
writing.

(2) An enrollee must file a grievance
no later than 60 calendar days after the
event or incident that precipitates the
grievance.

(e) Grievance disposition and notifica-
tion. (1) The Part D plan sponsor must
notify the enrollee of its decision as ex-
peditiously as the case requires, based
on the enrollee’s health status, but no
later than 30 calendar days after the
date the Part D plan sponsor receives
the oral or written grievance.

(2) The Part D plan sponsor may ex-
tend the 30 calendar day timeframe by
up to 14 calendar days if the enrollee
requests the extension or if the Part D
plan sponsor justifies a need for addi-
tional information and documents how
the delay is in the interest of the en-
rollee. When the Part D plan sponsor
extends the deadline, it must imme-
diately notify the enrollee in writing of
the reason(s) for the delay.

(3) The Part D plan sponsor must in-
form the enrollee of the disposition of
the grievance in accordance with the
following procedures:

(i) All grievances submitted in writ-
ing must be responded to in writing.

(ii) Grievances submitted orally may
be responded to either orally or in
writing, unless the enrollee requests a
written response.

(iii) All grievances related to quality
of care, regardless of how the grievance
is filed, must be responded to in writ-
ing. The response must include a de-
scription of the enrollee’s right to file
a written complaint with the QIO. For
any complaint submitted to a QIO, the
Part D plan sponsor must cooperate
with the QIO in resolving the com-
plaint.

(f) Expedited grievances. A Part D plan
sponsor must respond to an enrollee’s
grievance within 24 hours if the com-
plaint involves a refusal by the Part D
plan sponsor to grant an enrollee’s re-
quest for an expedited coverage deter-
mination under §423.570 or an expedited
redetermination under §423.584, and the

§423.566

enrollee has not yet purchased or re-
ceived the drug that is in dispute.

(g) Record keeping. The Part D plan
sponsor must have an established proc-
ess to track and maintain records on
all grievances received both orally and
in writing, including, at a minimum,
the date of receipt, final disposition of
the grievance, and the date that the
enrollee was notified of the disposition.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 83 FR 16751, Apr. 16,
2018]

§423.566 Coverage determinations.

(a) Responsibilities of the Part D plan
sponsor. Each Part D plan sponsor must
have a procedure for making timely
coverage determinations in accordance
with the requirements of this subpart
regarding the prescription drug bene-
fits an enrollee is entitled to receive
under the plan, including basic pre-
scription drug coverage as specified in
§423.100 and supplemental benefits as
specified in §423.104(f)(1)(ii), and the
amount, including cost sharing, if any,
that the enrollee is required to pay for
a drug. The Part D plan sponsor must
have a standard procedure for making
determinations, in accordance with
§423.568, and an expedited procedure for
situations in which applying the stand-
ard procedure may seriously jeopardize
the enrollee’s life, health, or ability to
regain maximum function, in accord-
ance with §423.570.

(b) Actions that are coverage determina-
tions. The following actions by a Part D
plan sponsor are coverage determina-
tions:

(1) A decision not to provide or pay
for a Part D drug (including a decision
not to pay because the drug is not on
the plan’s formulary, because the drug
is determined not to be medically nec-
essary, because the drug is furnished
by an out-of-network pharmacy, or be-
cause the Part D plan sponsor deter-
mines that the drug is otherwise ex-
cludable under section 1862(a) of the
Act if applied to Medicare Part D) that
the enrollee believes may be covered by
the plan;

(2) Failure to provide a coverage de-
termination in a timely manner, when
a delay would adversely affect the
health of the enrollee;
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(3) A decision concerning an excep-
tions request under §423.578(a);

(4) A decision concerning an excep-
tions request under § 423.578(b); or

(5) A decision on the amount of cost
sharing for a drug.

(c) Who can request a coverage deter-
mination. Individuals who can request
a standard or expedited coverage deter-
mination are—

(1) The enrollee;

(2) The enrollee’s representative, on
behalf of the enrollee; or

(3) The prescribing physician or other
prescriber, on behalf of the enrollee.

(d) Who must review coverage deter-
minations. If the Part D plan sponsor
expects to issue a partially or fully ad-
verse medical necessity (or any sub-
stantively equivalent term used to de-
scribe the concept of medical neces-
sity) decision based on the initial re-
view of the request, the coverage deter-
mination must be reviewed by a physi-
cian or other appropriate health care
professional with sufficient medical
and other expertise, including knowl-
edge of Medicare coverage criteria, be-
fore the Part D plan sponsor issues the
coverage determination decision. The
physician or other health care profes-
sional must have a current and unre-
stricted license to practice within the
scope of his or her profession in a
State, Territory, Commonwealth of the
United States (that is, Puerto Rico), or
the District of Columbia.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1546, Jan. 12, 2009; 76 FR 21576, Apr. 15,
2011; 86 FR 6119, Jan. 19, 2021]

§423.568 Standard timeframe and no-
tice requirements for coverage de-
terminations.

(a) Method and place for filing a re-
quest. An enrollee must ask for a stand-
ard coverage determination by making
a request with the Part D plan sponsor
in accordance with the following:

(1) Except as specified in paragraph
(a)(2) of this section, the request may
be made orally or in writing.

(2) Requests for payment must be
made in writing (unless the Part D
plan sponsor has implemented a vol-
untary policy of accepting oral pay-
ment requests).

(3) The Part D plan sponsor must es-
tablish and maintain a method of docu-
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menting all oral requests and retain
the documentation in the case file.

(b) Timeframe for requests for drug ben-
efits. When a party makes a request for
a drug benefit, the Part D plan sponsor
must notify the enrollee (and the pre-
scribing physician or other prescriber
involved, as appropriate) of its deter-
mination as expeditiously as the en-
rollee’s health condition requires, but
no later than 72 hours after receipt of
the request. For an exceptions request,
the Part D plan sponsor must notify
the enrollee (and the prescribing physi-
cian or other prescriber involved, as
appropriate) of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than 72
hours after receipt of the physician’s or
other prescriber’s supporting state-
ment. If a supporting statement is not
received by the end of 14 calendar days
from receipt of the exceptions request,
the Part D plan sponsor must notify
the enrollee (and the prescribing physi-
cian or other prescriber involved, as
appropriate) of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than 72
hours from the end of 14 calendar days
from receipt of the exceptions request.

(c) Timeframe for requests for payment.
When a party makes a request for pay-
ment, the Part D plan sponsor must no-
tify the enrollee of its determination
and make payment (when applicable)
no later than 14 calendar days after re-
ceipt of the request.

(d) Written notice for favorable deci-
sions by a Part D plan sponsor. If a Part
D plan sponsor makes a completely fa-
vorable decision under paragraph (b) of
this section, it must give the enrollee
written notice of the determination.
The initial notice may be provided
orally, so long as a written follow-up
notice is sent within 3 calendar days of
the oral notification.

(e) Form and content of the approval
notice. The notice of any approval
under paragraph (d) of this section
must explain the conditions of the ap-
proval in a readable and understand-
able form.

(f) Written notice for denials by a Part
D plan sponsor. If a Part D plan sponsor
decides to deny a drug benefit, in whole
or in part, it must give the enrollee
written notice of the determination.
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The initial notice may be provided
orally, so long as a written follow-up
notice is mailed to the enrollee within
3 calendar days of the oral notification.

(g) Form and content of the denial no-
tice. The notice of any denial under
paragraph (f) of this section must meet
the following requirements:

(1) Use approved notice language in a
readable and understandable form.

(2) State the specific reasons for the
denial.

(i) For drug coverage denials, de-
scribe both the standard and expedited
redetermination processes, including
the enrollee’s right to, and conditions
for, obtaining an expedited redeter-
mination and the rest of the appeals
process.

(ii) For payment denials, describe the
standard redetermination process and
the rest of the appeals process.

(3) Inform the enrollee of his or her
right to a redetermination.

(4) Comply with any other notice re-
quirements specified by CMS.

(h) Effect of failure to meet the adju-
dicatory timeframes. If the Part D plan
sponsor fails to notify the enrollee of
its determination in the appropriate
timeframe under paragraphs (b) or (c)
of this section, the failure constitutes
an adverse coverage determination,
and the plan sponsor must forward the
enrollee’s request to the IRE within 24
hours of the expiration of the adjudica-
tion timeframe.

(1) Dismissing a request. The Part D
plan sponsor dismisses a coverage de-
termination request, either entirely or
as to any stated issue, under any of the
following circumstances:

(1) When the individual making the
request is not permitted to request a
coverage determination under
§423.566(c).

(2) When the Part D plan sponsor de-
termines the party failed to make out
a valid request for a coverage deter-
mination that substantially complies
with paragraph (a) of this section.

(3) When an enrollee or the enrollee’s
representative files a request for a cov-
erage determination, but the enrollee
dies while the request is pending, and
both of the following criteria apply:

(i) The enrollee’s surviving spouse or
estate has no remaining financial in-
terest in the case.

§423.570

(ii) The enrollee’s representative, if
any, does not wish to pursue the re-
quest for coverage.

(4) When a party filing the coverage
determination request submits a time-
ly request for withdrawal of the re-
quest for a coverage determination
with the Part D plan sponsor.

(j) Notice of dismissal. The Part D plan
must mail or otherwise transmit a
written notice of the dismissal of the
coverage determination request to the
parties. The notice must state all of
the following:

(1) The reason for the dismissal.

(2) The right to request that the Part
D plan sponsor vacate the dismissal ac-
tion.

(3) The right to request redetermina-
tion of the dismissal.

(k) Vacating a dismissal. If good cause
is established, the Part D plan sponsor
may vacate its dismissal of a request
for coverage determination within 6
months from the date of the notice of
dismissal.

(1) Effect of dismissal. The Part D plan
sponsor’s dismissal is binding unless it
is modified or reversed by the Part D
plan sponsor or vacated under para-
graph (k) of this section.

(m) Withdrawing a request. A party
that requests a coverage determination
may withdraw its request at any time
before the decision is issued by filing a
request with the Part D plan sponsor.

[756 FR 19823, Apr. 15, 2010, as amended at 76
FR 21576, Apr. 15, 2011; 84 FR 15843, Apr. 16,
2019; 86 FR 6119, Jan. 19, 2021; 86 FR 29528,
June 2, 2021]

§423.570 Expediting certain coverage
determinations.

(a) Request for expedited determination.
An enrollee or an enrollee’s prescribing
physician or other prescriber may re-
quest that a Part D plan sponsor expe-
dite a coverage determination involv-
ing issues described in §423.566(b) of
this part. This does not include re-
quests for payment of Part D drugs al-
ready furnished.

(b) How to make a request. (1) To ask
for an expedited determination, an en-
rollee or an enrollee’s prescribing phy-
sician or other prescriber on behalf of
the enrollee must submit an oral or
written request directly to the Part D
plan sponsor or, if applicable, to the
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entity responsible for making the de-
termination, as directed by the Part D
plan sponsor.

(2) A prescribing physician or other
prescriber may provide oral or written
support for an enrollee’s request for an
expedited determination.

(c) How the Part D plan sponsor must
process requests. The Part D plan spon-
sor must establish and maintain the
following procedures for processing re-
quests for expedited determinations:

(1) An efficient and convenient means
for accepting oral or written requests
submitted by enrollees, prescribing
physicians, or other prescribers.

(2) A method for documenting all oral
requests and maintaining the docu-
mentation in the case file; and

(3) A means for issuing prompt deci-
sions on expediting a determination,
based on the following requirements:

(i) For a request made by an enrollee,
provide an expedited determination if
it determines that applying the stand-
ard timeframe for making a determina-
tion may seriously jeopardize the life
or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion.

(ii) For a request made or supported
by an enrollee’s prescribing physician
or other prescriber, provide an expe-
dited determination if the physician or
other prescriber indicates that apply-
ing the standard timeframe for making
a determination may seriously jeop-
ardize the life or health of the enrollee
or the enrollee’s ability to regain max-
imum function.

(d) Actions following denial. If a Part
D plan sponsor denies a request for ex-
pedited determination, it must take
the following actions:

(1) Make the determination within
the 72-hour timeframe established in
§423.568(b) for a standard determina-
tion. The 72-hour period begins on the
day the Part D plan sponsor receives
the request for expedited determina-
tion. For an exceptions request, the
Part D plan sponsor must notify the
enrollee (and the prescribing physician
or other prescriber involved, as appro-
priate) of its determination as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 72
hours after receipt of the physician’s or
other prescriber’s supporting state-
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ment. If a supporting statement is not
received by the end of 14 calendar days
from receipt of the exceptions request,
the Part D plan sponsor must notify
the enrollee (and the prescribing physi-
cian or other prescriber involved, as
appropriate) of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than 72
hours from the end of 14 calendar days
from receipt of the exceptions request.

(2) Give the enrollee and prescribing
physician or other prescriber prompt
oral notice of the denial that—

(i) Explains that the Part D plan
sponsor must process the request using
the 72 hour timeframe for standard de-
terminations;

(ii) Informs the enrollee of the right
to file an expedited grievance if he or
she disagrees with the decision by the
Part D plan sponsor not to expedite;

(iii) Informs the enrollee of the right
to resubmit a request for an expedited
determination with the prescribing
physician’s or other prescriber’s sup-
port and

(iv) Provides instructions about the
plan’s grievance process and its time-
frames.

(3) Subsequently deliver to the en-
rollee, within 3 calendar days, equiva-
lent written notice.

(e) Actions on accepted requests for ex-
pedited determination. If a Part D plan
sponsor grants a request for expedited
determination, it must make the deter-
mination and give notice in accordance
with §423.572.

(f) Dismissing a request. The Part D
plan sponsor dismisses an expedited
coverage determination in accordance
with §423.568.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20507, Apr. 15, 2008; 74 FR 1546, Jan. 12,
2009; 75 FR 19823, Apr. 15, 2010; 84 FR 15843,
Apr. 16, 2019; 86 FR 6120, Jan. 19, 2021]

§423.572 Timeframes and notice re-
quirements for expedited coverage
determinations.

(a) Timeframe for determination and
notification. Except as provided in para-
graph (b) of this section, a Part D plan
sponsor that approves a request for ex-
pedited determination must make its
determination and notify the enrollee
(and the prescribing physician or other
prescriber involved, as appropriate) of
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its decision, whether adverse or favor-
able, as expeditiously as the enrollee’s
health condition requires, but no later
than 24 hours after receiving the re-
quest. For an exceptions request, the
Part D plan sponsor must notify the
enrollee (and the prescribing physician
or other prescriber involved, as appro-
priate) of its determination as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 24
hours after receipt of the physician’s or
other prescriber’s supporting state-
ment. If a supporting statement is not
received by the end of 14 calendar days
from receipt of the exceptions request,
the Part D plan sponsor must notify
the enrollee (and the prescribing physi-
cian or other prescriber involved, as
appropriate) of its determination as ex-
peditiously as the enrollee’s health
condition requires, but no later than 24
hours from the end of 14 calendar days
from receipt of the exceptions request.

(b) Confirmation of oral notice. If the
Part D plan sponsor first notifies an
enrollee of an adverse or favorable ex-
pedited determination orally, it must
mail written confirmation to the en-
rollee within 3 calendar days of the
oral notification.

(c) Content of the motice of expedited
determination. (1) If the determination
is completely favorable to the enrollee,
the notice must explain the conditions
of the approval in a readable and un-
derstandable form.

(2) If the determination is not com-
pletely favorable to the enrollee, the
notice must—

(i) Use approved language in a read-
able and understandable form;

(ii) State the specific reasons for the
denial;

(iii) Inform the enrollee of his or her
right to a redetermination;

(iv) Describe—

(A) Both the standard and expedited
redetermination processes, including
the enrollee’s right to request an expe-
dited redetermination;

(B) Conditions for obtaining an expe-
dited redetermination; and

(C) Other aspects of the appeal proc-
ess.

(d) Effect of failure to meet the adju-
dicatory timeframes. If the Part D plan
sponsor fails to notify the enrollee of
its determination in the timeframe
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specified in paragraph (a) of this sec-
tion, the failure constitutes an adverse
coverage determination, and the Part
D plan sponsor must forward the en-
rollee’s request to the IRE within 24
hours of the expiration of the adjudica-
tion timeframe.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1564, Jan. 12, 2009; 75 FR 19823, Apr. 15,
2010; 84 FR 15843, Apr. 16, 2019]

§423.576 Effect of a coverage deter-
mination.

The coverage determination is bind-
ing on the Part D plan sponsor and the
enrollee unless it is reviewed and re-
vised under §§423.580 through 423.604
and §§423.2000 through 423.2140 or is re-
opened and revised under §423.1978.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 84 FR 19872, May 7,
2019]

§423.578 Exceptions process.

(a) Requests for exceptions to a plan’s
tiered cost-sharing structure. Each Part
D plan sponsor that provides prescrip-
tion drug benefits for Part D drugs and
manages this benefit through the use
of a tiered formulary must establish
and maintain reasonable and complete
exceptions procedures subject to CMS’
approval for this type of coverage de-
termination. The Part D plan sponsor
grants an exception whenever it deter-
mines that the requested non-preferred
drug for treatment of the enrollee’s
condition is medically necessary, con-
sistent with the physician’s or other
prescriber’s statement under paragraph
(a)(4) of this section.

(1) The tiering exceptions procedures
must address situations where a for-
mulary’s tiering structure changes dur-
ing the year and an enrollee is using a
drug affected by the change.

(2) Part D plan sponsors must estab-
lish criteria that provide for a tiering
exception, consistent with paragraphs
(a)(3) through (6) of this section.

(3) An enrollee or the enrollee’s pre-
scribing physician or other prescriber
may file a request for an exception.

(4) A prescribing physician or other
prescriber must provide an oral or
written supporting statement that the
preferred drug(s) for the treatment of
the enrollee’s condition—
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(i) Would not be as effective for the
enrollee as the requested drug;

(ii) Would have adverse effects for
the enrollee; or

(iii) Both paragraphs (a)4)(i) and
(a)(4)(ii) of this section apply.

(6) If the physician or other pre-
scriber provides an oral supporting
statement, the Part D plan sponsor
may require the physician or other pre-
scriber to subsequently provide a writ-
ten supporting statement. The Part D
plan sponsor may require the pre-
scribing physician or other prescriber
to provide additional supporting med-
ical documentation as part of the writ-
ten follow-up.

(6) Limitations on tiering exceptions:
A Part D plan sponsor is permitted to
design its tiering exceptions procedures
such that an exception is not approv-
able in the following circumstances:

(i) To cover a brand name drug, as de-
fined in §423.4, at a preferred cost-shar-
ing level that applies only to alter-
native drugs that are—

(A) Generic drugs, for which an appli-
cation is approved under section 505(j)
of the Federal Food, Drug, and Cos-
metic Act; or

(B) Authorized generic drugs as de-
fined in section 505(t)(3) of the Federal
Food, Drug, and Cosmetic Act.

(ii) To cover a biological product 1li-
censed under section 351 of the Public
Health Service Act at a preferred cost-
sharing level that does not contain any
alternative drug(s) that are biological
products.

(iii)(A) Before January 1, 2022, if a
Part D plan sponsor maintains a spe-
cialty tier, as defined in §423.560, the
Part D sponsor may design its excep-
tion process so that Part D drugs on
the specialty tier are not eligible for a
tiering exception.

(B) Beginning January 1, 2022, if a
Part D sponsor maintains one or two
specialty tiers, as defined in §423.104,
the Part D sponsor may design its ex-
ception process so that Part D drugs on
the specialty tier(s) are not eligible for
tiering exception(s) to non-specialty
tiers.

(b) Request for exceptions involving a
non-formulary Part D drug. Each Part D
plan sponsor that provides prescription
drug benefits for Part D drugs and
manages this benefit through the use
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of a formulary must establish and
maintain exceptions procedures subject
to CMS’ approval for receipt of an off-
formulary drug. The Part D plan spon-
sor must grant an exception whenever
it determines that the drug is medi-
cally necessary, consistent with the
physician’s or other prescriber’s state-
ment under paragraph (b)(5) of this sec-
tion, and that the drug would be cov-
ered but for the fact that it is an off-
formulary drug. Formulary use in-
cludes the application of cost utiliza-
tion tools, such as a dose restriction,
including the dosage form, that causes
a particular Part D drug not to be cov-
ered for the number of doses prescribed
or a step therapy requirement that
causes a particular Part D drug not to
be covered until the requirements of
the plan’s coverage policy are met, or a
therapeutic substitution requirement.

(1) The plan’s formulary exceptions
process must address each of the fol-
lowing circumstances:

(i) Situations where a formulary
changes during the year, and situations
where an enrollee is already using a
given drug.

(ii) Continued coverage of a par-
ticular Part D prescription drug that
the Part D plan sponsor is dis-
continuing coverage on the formulary
for reasons other than safety or be-
cause the Part D prescription drug can-
not be supplied by or was withdrawn
from the market by the drug’s manu-
facturer.

(iii) An exception to a plan’s cov-
erage policy that causes a Part D pre-
scription drug not to be covered be-
cause of cost utilization tools, such as
a requirement for step therapy, dosage
limitations, or therapeutic substi-
tution.

(2) The exception criteria of a Part D
plan sponsor must include, but are not
limited to—

(i) A description of the criteria a
Part D plan sponsor uses to evaluate a
prescribing physician’s or other pre-
scriber’s determination made under
paragraph (b)(5) of this section;

(ii) A process for gathering and com-
paring applicable medical and sci-
entific evidence on the safety and ef-
fectiveness of the requested non-for-
mulary drug with the formulary drug
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for the enrollee, including safety infor-
mation generated by an authoritative
government body; and

(iii) A description of the cost-sharing
scheme that will be applied when cov-
erage is provided for a non-formulary
drug.

(3) If the Part D plan sponsor covers
a non-formulary drug, the cost(s) in-
curred by the enrollee for that drug are
treated as being included for purposes
of calculating and meeting the annual
out-of-pocket threshold.

(4) An enrollee, the enrollee’s rep-
resentative, or the prescribing physi-
cian or other prescriber (on behalf of
the enrollee) may file a request for an
exception.

(5) A prescribing physician or other
prescriber must provide an oral or
written supporting statement that the
requested prescription drug is medi-
cally necessary to treat the enrollee’s
disease or medical condition because—

(i) All of the covered Part D drugs on
any tier of a plan’s formulary for treat-
ment for the same condition would not
be as effective for the enrollee as the
non-formulary drug, would have ad-
verse effects for the enrollee, or both;

(ii) The prescription drug alter-
native(s) listed on the formulary or re-
quired to be used in accordance with
step therapy requirements—

(A) Has been ineffective in the treat-
ment of the enrollee’s disease or med-
ical condition or, based on both sound
clinical evidence and medical and sci-
entific evidence and the known rel-
evant physical or mental characteris-
tics of the enrollee and known charac-
teristics of the drug regimen, is likely
to be ineffective or adversely affect the
drug’s effectiveness or patient compli-
ance; or

(B) Has caused or based on sound
clinical evidence and medical and sci-
entific evidence, is likely to cause an
adverse reaction or other harm to the
enrollee; or

(iii) The number of doses that is
available under a dose restriction for
the prescription drug has been ineffec-
tive in the treatment of the enrollee’s
disease or medical condition or, based
on both sound clinical evidence and
medical and scientific evidence and the
known relevant physical or mental
characteristics of the enrollee and

§423.578

known characteristics of the drug regi-
men, is likely to be ineffective or ad-
versely affect the drug’s effectiveness
or patient compliance.

(6) If the physician or other pre-
scriber provides an oral supporting
statement, the Part D plan sponsor
may require the physician or other pre-
scriber to subsequently provide a writ-
ten supporting statement. The Part D
plan sponsor may require the pre-
scribing physician or other prescriber
to provide additional supporting med-
ical documentation as part of the writ-
ten follow-up.

(c) Requirements for exceptions—(1)
General rule. A decision by a Part D
plan sponsor concerning an exceptions
request under this section constitutes
a coverage determination as specified
at §423.566.

(2) When a Part D plan sponsor does
not make a timely decision. If the Part
D plan sponsor fails to make a decision
on an exceptions request and provide
notice of the decision within the time-
frame required under §423.568(a) or
§423.572(a), as applicable, the failure
constitutes an adverse coverage deter-
mination, and the Part D plan sponsor
must forward the enrollee’s request to
the IRE within 24 hours of the expira-
tion of the adjudication timeframe.

(3) When a tiering exceptions request is
approved. Whenever an exceptions re-
quest made under paragraph (a) of this
section is approved—

(i) The Part D plan sponsor may not
require the enrollee to request ap-
proval for a refill, or a new prescription
to continue using the Part D prescrip-
tion drug after the refills for the initial
prescription are exhausted, as long as—

(A) The enrollee’s prescribing physi-
cian or other prescriber continues to
prescribe the drug;

(B) The drug continues to be consid-
ered safe for treating the enrollee’s dis-
ease or medical condition; and

(C) The enrollment period has not ex-
pired. If an enrollee renews his or her
membership after the plan year, the
plan may choose to continue coverage
into the subsequent plan year.

(ii) The Part D plan sponsor must
provide coverage for the approved pre-
scription drug at the cost-sharing level
that applies to preferred alternative
drugs. If the plan’s formulary contains
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alternative drugs on multiple tiers,
cost-sharing must be assigned at the
lowest applicable tier, under the re-
quirements in paragraph (a) of this sec-
tion.

(4) When a non-formulary exceptions
request is approved. Whenever an excep-
tions request made under §423.578(b) is
approved—

(i) The Part D plan sponsor may not
require the enrollee to request ap-
proval for a refill, or a new prescription
to continue using the Part D prescrip-
tion drug after the refills for the initial
prescription are exhausted, as long as—

(A) The enrollee’s prescribing physi-
cian or other prescriber continues to
prescribe the drug;

(B) The drug continues to be consid-
ered safe for treating the enrollee’s dis-
ease or medical condition; and

(C) The enrollment period has not ex-
pired. If an enrollee renews his or her
membership after the plan year, the
plan may choose to continue coverage
into the subsequent plan year.

(ii) The Part D plan sponsor must not
establish a special formulary tier or
co-payment or other cost-sharing re-
quirement that is applicable only to
prescription drugs approved for cov-
erage under this section.

(iii) An enrollee may not request a
tiering exception for a non-formulary

prescription drug approved under
§423.578(b).
(d) Notice regarding formulary

changes. Whenever a Part D plan spon-
sor makes any negative formulary
change, as defined in §423.100, to its
CMS-approved formulary, the Part D
plan sponsor must provide notice in ac-
cordance with the requirements at
§423.120(b)(5) and (f).

(e) Limitation of the exceptions proce-
dures to Part D drugs. Nothing in this
section may be construed to allow an
enrollee to use the exceptions processes
set out in this section to request or be
granted coverage for a prescription
drug that does not meet the definition
of a Part D drug.

(f) Implication of the physician’s or
other prescriber’s supporting statement.
Nothing in this section should be con-
strued to mean that the physician’s or
other prescriber’s supporting state-
ment required for an exceptions re-
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quest will result in an automatic favor-
able decision.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1546, Jan. 12, 2009; 83 FR 16751, Apr. 16,
2018; 86 FR 6120, Jan. 19, 2021; 89 FR 30841,
Apr. 23, 2024]

§423.580 Right to a redetermination.

An enrollee who has received a cov-
erage determination (including one
that is reopened and revised as de-
scribed in §423.1978) or an at-risk deter-
mination under a drug management
program in accordance with §423.153(f)
may request that it be redetermined
under the procedures described in
§423.582, which address requests for a
standard redetermination. The pre-
scribing physician or other prescriber
(acting on behalf of an enrollee), upon
providing notice to the enrollee, may
request a standard redetermination
under the procedures described in
§423.582. An enrollee or an enrollee’s
prescribing physician or other pre-
scriber (acting on behalf of an enrollee)
may request an expedited redetermina-
tion as specified in §423.584.

[83 FR 16752, Apr. 16, 2018]

§423.582 Request for a standard rede-
termination.

(a) Method and place for filing a re-
quest. An enrollee or an enrollee’s pre-
scribing physician or other prescriber
(acting on behalf of the enrollee) must
ask for a redetermination by making a
written request with the Part D plan
sponsor that made the coverage deter-
mination or the at-risk determination
under a drug management program in
accordance with §423.153(f). The Part D
plan sponsor may adopt a policy for ac-
cepting oral requests.

(b) Timeframe for filing a request. Ex-
cept as provided in paragraph (c) of
this section, a request for a redeter-
mination must be filed within 60 cal-
endar days after receipt of the written
coverage determination notice or the
at-risk determination under a drug
management program in accordance
with §423.153(f).

(1) The date of receipt of the coverage
determination or at-risk determination
is presumed to be 5 calendar days after
the date of the written coverage deter-
mination or at-risk determination, un-
less there is evidence to the contrary.
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(2) For purposes of meeting the 60-
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the Part D plan spon-
sor or delegated entity specified in the
Part D plan sponsor’s written coverage
determination or at-risk determina-
tion.

(c) Extending the time for filing a re-
quest—(1) General rule. If an enrollee or
prescribing physician or other pre-
scriber acting on behalf of an enrollee
shows good cause, the Part D plan
sponsor may extend the timeframe for
filing a request for redetermination.

(2) How to request an extension of time-
frame. If the 60 calendar day period in
which to file a request for a redeter-
mination has expired, an enrollee or a
prescribing physician or other pre-
scriber acting on behalf of an enrollee
may file a request for redetermination
and extension of time frame with the
Part D plan sponsor. The request for
redetermination and to extend the
timeframe must—

(i) Be in writing; and

(ii) State why the request for redeter-
mination was not filed on time.

(d) Withdrawing a request. The person
who files a request for redetermination
may withdraw it by filing a request
with the Part D sponsor.

(e) Dismissing a request. A Part D plan
sponsor dismisses a redetermination
request, either entirely or as to any
stated issue, under any of the following
circumstances:

(1) When the person or entity re-
questing a redetermination is not a
proper party under §423.580.

(2) When the Part D plan sponsor de-
termines the party failed to make out
a valid request for redetermination
that substantially complies with para-
graph (a) of this section.

(3) When the party fails to file the re-
determination request within the prop-
er filing time frame in accordance with
paragraph (b) of this section.

(4) When the enrollee or the enroll-
ee’s representative files a request for
redetermination, but the enrollee dies
while the request is pending, and both
of the following criteria apply:

(i) The enrollee’s surviving spouse or
estate has no remaining financial in-
terest in the case.

§423.584

(ii) The enrollee’s representative, if
any, does not wish to pursue the re-
quest for coverage.

(6) When a party filing the redeter-
mination request submits a timely re-
quest for withdrawal of the request for
a redetermination with the Part D plan
sponsor.

(f) Notice of dismissal. The Part D plan
sponsor must mail or otherwise trans-
mit a written notice of the dismissal of
the redetermination request to the par-
ties. The notice must state all of the
following:

(1) The reason for the dismissal.

(2) The right to request that the Part
D plan sponsor vacate the dismissal ac-
tion.

(3) The right to request review of the
dismissal by the independent entity.

(g) Vacating a dismissal. If good cause
is established, a Part D sponsor may
vacate its dismissal of a request for re-
determination within 6 months from
the date of the notice of dismissal.

(h) Effect of dismissal. The dismissal of
a request for redetermination is bind-
ing unless the enrollee or other party
requests review by the IRE or the deci-
sion is vacated under paragraph (g) of
this section.

[74 FR 1547, Jan. 12, 2009, as amended at 74
FR 65363, Dec. 9, 2009; 83 FR 16752, Apr. 16,
2018; 86 FR 6120, Jan. 19, 2021; 89 FR 30841,
Apr. 23, 2024]

§423.584 Expediting certain redeter-
minations.

(a) Who may request an expedited rede-
termination. An enrollee or an enrollee’s
prescribing physician or other pre-
scriber may request that a Part D plan
sponsor expedite a redetermination
that involves the issues specified in
§423.566(b) or an at-risk determination
made under a drug management pro-
gram in accordance with §423.153(f).
(This does not include requests for pay-
ment of drugs already furnished.)

(b) Procedure and timeframe for filing a
request. A request for a redetermina-
tion must be filed within 60 calendar
days after receipt of the written cov-
erage determination notice or at-risk
determination notice. (1) To ask for an
expedited redetermination, an enrollee
or a prescribing physician or other pre-
scriber acting on behalf of an enrollee
must submit an oral or written request
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directly to the Part D plan sponsor or,
if applicable, to the entity responsible
for making the redetermination, as di-
rected by the Part D plan sponsor.

(2) A prescribing physician or other
prescriber may provide oral or written
support for an enrollee’s request for an
expedited redetermination.

(3) The date of receipt of the coverage
determination or at-risk determination
is presumed to be 5 calendar days after
the date of the written coverage deter-
mination or at-risk determination, un-
less there is evidence to the contrary.

(4) For purposes of meeting the 60-
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the Part D plan spon-
sor or delegated entity specified in the
Part D plan sponsor’s written coverage
determination or at-risk determina-
tion.

(c) How the Part D plan sponsor must
process requests. The Part D plan spon-
sor must establish and maintain the
following procedures for processing re-
quests for expedited redetermination:

(1) Handling of requests. The Part D
plan sponsor must establish an effi-
cient and convenient means for indi-
viduals to submit oral or written re-
quests, document all oral requests in
writing, and maintain the documenta-
tion in the case file.

(2) Prompt decision making. The Part
D plan sponsor must promptly decide
whether to expedite the redetermina-
tion or follow the timeframe for stand-
ard redetermination based on the fol-
lowing requirements:

(i) For a request made by an enrollee,
the Part D plan sponsor must provide
an expedited redetermination if it de-
termines that applying the standard
timeframe for making a redetermina-
tion may seriously jeopardize the life
or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion.

(ii) For a request made or supported
by a prescribing physician or other pre-
scriber, the Part D plan sponsor must
provide an expedited redetermination
if the physician or other prescriber in-
dicates that applying the standard
timeframe for conducting a redeter-
mination may seriously jeopardize the
life or health of the enrollee or the en-
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rollee’s ability to regain maximum
function.

(d) Actions following denial of a re-
quest. If a Part D plan sponsor denies a
request for expedited redetermination,
it must take the following actions:

(1) Make the determination within
the 7 calendar day timeframe estab-
lished in §423.590(a). The 7 calendar day
period begins the day the Part D plan
sponsor receives the request for expe-
dited redetermination.

(2) Give the enrollee prompt oral no-
tice of the denial that—

(i) Explains that the Part D plan
sponsor processes the enrollee’s request
using the 7 calendar day timeframe for
standard redetermination;

(ii) Informs the enrollee of the right
to file an expedited grievance if he or
she disagrees with the decision by the
Part D plan sponsor not to expedite;

(iii) Informs the enrollee of the right
to resubmit a request for an expedited
redetermination with the prescribing
physician’s or other prescriber’s sup-
port; and

(iv) Provides instructions about the
expedited grievance process and its
timeframes.

(3) Subsequently deliver, within three
calendar days, equivalent written no-
tice.

(e) Action following acceptance of a re-
quest. If a Part D plan sponsor grants a
request for expedited redetermination,
it must conduct the redetermination
and give notice in accordance with
§423.590(d).

(f) Dismissing a request. The Part D
plan sponsor dismisses an expedited re-
determination in accordance with
§423.582.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20507, Apr. 15, 2008; 74 FR 1547, Jan. 12,
2009; 74 FR 65363, Dec. 9, 2009; 83 FR 16752,
Apr. 16, 2018; 86 FR 6120, Jan. 19, 2021; 89 FR
30841, Apr. 23, 2024; 89 FR 63828, Aug. 6, 2024]

§423.586 Opportunity to submit evi-
dence.

The Part D plan sponsor must pro-
vide the enrollee or the prescribing
physician or other prescriber, as appro-
priate, with a reasonable opportunity
to present evidence and allegations of
fact or law, related to the issue in dis-
pute, in person as well as in writing. In
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the case of an expedited redetermina-
tion, the opportunity to present evi-
dence is limited by the short time-
frame for making a decision. There-
fore, the Part D plan sponsor must in-
form the enrollee or the prescribing
physician or other prescriber of the
conditions for submitting the evidence.

[74 FR 1548, Jan. 12, 2009]

§423.590 Timeframes and responsi-
bility for making redeterminations.

(a) Standard redetermination—request
for covered drug benefits or review of an
at-risk determination. (1) If the Part D
plan sponsor makes a redetermination
that is completely favorable to the en-
rollee, the Part D plan sponsor must
notify the enrollee in writing of its re-
determination (and effectuate it in ac-
cordance with §423.636(a)(1) or (3) as ex-
peditiously as the enrollee’s health
condition requires, but no later than 7
calendar days from the date it receives
the request for a standard redetermina-
tion.

(2) If the Part D plan sponsor makes
a redetermination that affirms, in
whole or in part, its adverse coverage
determination or at-risk determina-
tion, it must notify the enrollee in
writing of its redetermination as expe-
ditiously as the enrollee’s health condi-
tion requires, but no later than 7 cal-
endar days from the date it receives
the request for a standard redetermina-
tion.

(b) Standard redetermination—request
for payment. (1) If the Part D plan spon-
sor makes a redetermination that is
completely favorable to the enrollee,
the Part D plan sponsor must issue its
redetermination (and effectuate it in
accordance with §423.636(a)(2)) no later
than 14 calendar days from the date it
receives the request for redetermina-
tion.

(2) If the Part D plan sponsor affirms,
in whole or in part, its adverse cov-
erage determination, it must notify the
enrollee in writing of its redetermina-
tion no later than 14 calendar days
from the date it receives the request
for redetermination.

(c) Effect of failure to meet timeframe
for standard redeterminations. If the
Part D plan sponsor fails to provide the
enrollee with a redetermination within
the timeframes specified in paragraphs
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(a) or (b) of this section, the failure
constitutes an adverse redetermination
decision, and the Part D plan sponsor
must forward the enrollee’s request to
the IRE within 24 hours of the expira-
tion of the adjudication timeframe.

(a) Expedited redetermination—(1)
Timeframe. A Part D plan sponsor that
approves a request for expedited rede-
termination must complete its redeter-
mination and give the enrollee (and the
prescribing physician or other pre-
scriber involved, as appropriate), no-
tice of its decision as expeditiously as
the enrollee’s health condition requires
but no later than 72 hours after receiv-
ing the request.

(2) Confirmation of oral notice. If the
Part D plan sponsor first notifies an
enrollee of an adverse or favorable ex-
pedited redetermination orally, it must
mail written confirmation to the en-
rollee within 3 calendar days of the
oral notification.

(3) How the Part D plan sponsor must
request additional information. If the
Part D plan sponsor must receive med-
ical information, the Part D plan spon-
sor must request the necessary infor-
mation within 24 hours of the initial
request for an expedited redetermina-
tion. Regardless of whether the Part D
plan sponsor requests additional infor-
mation, the Part D plan sponsor is re-
sponsible for meeting the timeframe
and notice requirements.

(e) Failure to meet timeframe for expe-
dited redetermination. If the Part D plan
sponsor fails to provide the enrollee or
the prescribing physician or other pre-
scriber, as appropriate, with the results
of its expedited redetermination within
the timeframe described in paragraph
(d) of this section, the failure con-
stitutes an adverse redetermination de-
cision, and the Part D plan sponsor
must forward the enrollee’s request to
the IRE within 24 hours of the expira-
tion of the adjudication timeframe.

(f) Who must conduct the review of an
adverse coverage determination or at-risk
determination. (1) A person or persons
who were not involved in making the
coverage determination or an at-risk
determination under a drug manage-
ment program in accordance with
§423.153(f) must conduct the redeter-
mination.
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(2) When the issue is the denial of
coverage based on a lack of medical ne-
cessity (or any substantively equiva-
lent term used to describe the concept
of medical necessity), the redetermina-
tion must be made by a physician with
expertise in the field of medicine that
is appropriate for the services at issue.
The physician making the redeter-
mination need not, in all cases, be of
the same specialty or subspecialty as
the prescribing physician or other pre-
scriber.

(g) Form and content of an adverse re-
determination notice. The notice of any
adverse determination under para-
graphs (a)(2), (b)2), (D)(@) or (d)2) of
this section must—

(1) Use approved notice language in a
readable and understandable form;

(2) State the specific reasons for the
denial;

(3) Inform the enrollee of his or her
right to a reconsideration;

(i) For adverse drug coverage redeter-
minations, or redeterminations related
to a drug management program in ac-
cordance with §423.153(f), describe both
the standard and expedited reconsider-
ation processes, including the enroll-
ee’s right to, and conditions for, ob-
taining an expedited reconsideration
and the rest of the appeals process;

(ii) For adverse payment redeter-
minations, describe the standard recon-
sideration process and the rest of the
appeals process; and

(4) Comply with any other notice re-
quirements specified by CMS.

(h) Form and content of a completely
favorable redetermination notice. The no-
tice of any completely favorable deter-
mination under paragraphs (a)(1), (d)(1)
or (d)(2) of this section must explain
the conditions of the approval in a
readable and understandable form.

(i) Automatic forwarding of redeter-
minations made under a drug manage-
ment program. If on redetermination the
plan sponsor affirms, in whole or in
part, its denial related to an at-risk de-
termination under a drug management
program in accordance with §423.153(f),
the Part D plan sponsor must forward
the case to the IRE contracted with
CMS within 24 hours of the expiration
of the applicable adjudication time-
frame under paragraph (a)2), (b)(2), or
(d)(1) of this section.
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(j) Requests for review of a dismissal by
the independent entity. If the Part D
plan sponsor dismisses a request for a
reconsideration in accordance with
§423.582(e) or §423.584(f), the enrollee or
other proper party has the right to re-
quest review of the dismissal by the
independent entity. A request for re-
view of a dismissal must be filed in
writing with the independent entity
within 60 calendar days from the date
of the Part D plan sponsor’s dismissal
notice.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1548, Jan. 12, 2009; 75 FR 19823, Apr. 15,
2010; 83 FR 16752, Apr. 16, 2018; 86 FR 6120,
Jan. 19, 2021]

§423.600 Reconsideration by an inde-
pendent review entity (IRE).

(a) An enrollee who is dissatisfied
with the redetermination of a Part D
plan sponsor has a right to a reconsid-
eration by an independent review enti-
ty that contracts with CMS. The pre-
scribing physician or other prescriber
(acting on behalf of an enrollee), upon
providing notice to the enrollee, may
request an IRE reconsideration. The
enrollee, or the enrollee’s prescribing
physician or other prescriber (acting
on behalf of the enrollee) must file a
written request for reconsideration
with the IRE within 60 calendar days
after receipt of the written redeter-
mination by the Part D plan sponsor.

(1) The date of receipt of the redeter-
mination is presumed to be 5 calendar
days after the date of the Part D plan
sponsor’s written redetermination, un-
less there is evidence to the contrary.

(2) For purposes of meeting the 60-
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the IRE specified in
the Part D plan sponsor’s written rede-
termination.

(b) When an enrollee, or an enrollee’s
prescribing physician or other pre-
scriber (acting on behalf of the en-
rollee), files an appeal or a determina-
tion is forwarded to the IRE by a Part
D plan sponsor, the IRE is required to
solicit the views of the prescribing phy-
sician or other prescriber.

(1) The IRE may solicit the views of
the prescribing physician or other pre-
scriber orally or in writing.
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(2) A written account of the pre-
scribing physician’s or other pre-
scriber’s views (prepared by either the
prescribing physician, other prescriber,
or IRE, as appropriate) must be con-
tained in the IRE record.

(¢) In order for an enrollee or a pre-
scribing physician or other prescriber
(acting on behalf of an enrollee) to re-
quest an IRE reconsideration of a de-
termination by a Part D plan sponsor
not to provide for a Part D drug that is
not on the formulary, the prescribing
physician or other prescriber must de-
termine that all covered Part D drugs
on any tier of the formulary for treat-
ment of the same condition would not
be as effective for the individual as the
non-formulary drug, would have ad-
verse effects for the individual, or both.

(d) The independent review entity
must conduct the reconsideration as
expeditiously as the enrollee’s health
condition requires but must not exceed
the deadlines applicable in §423.590, in-
cluding those deadlines that are appli-
cable when a request for an expedited
reconsideration is received and grant-
ed.

(e) When the issue is the denial of
coverage based on a lack of medical ne-
cessity (or any substantively equiva-
lent term used to describe the concept
of medical necessity), the reconsider-
ation must be made by a physician
with expertise in the field of medicine
that is appropriate for the services at
issue. The physician making the recon-
sideration need not, in all cases, be of
the same specialty or subspecialty as
the prescribing physician or other pre-
scriber.

(f) The party who files a request for
reconsideration may withdraw it by fil-
ing a request with the IRE.

(g) The independent entity dismisses
a reconsideration request, either en-
tirely or as to any stated issue, under
any of the following circumstances:

(1) When the person or entity re-
questing a reconsideration is not a
proper party under paragraph (a) of
this section.

(2) When the IRE determines the
party failed to make out a valid re-
quest for reconsideration that substan-
tially complies with paragraph (a) of
this section.

§423.600

(3) When the party fails to file the re-
consideration request within the prop-
er filing time frame in accordance with
paragraph (a) of this section.

(4) When an enrollee or the enrollee’s
representative files a request for recon-
sideration, but the enrollee dies while
the request is pending, and both of the
following criteria apply:

(i) The enrollee’s surviving spouse or
estate has no remaining financial in-
terest in the case.

(ii) The enrollee’s representative, if
any, does not wish to continue the ap-
peal.

(6) When a party filing the reconsid-
eration request submits a timely re-
quest for withdrawal of the request for
a reconsideration with the IRE.

(h) The IRE mails or otherwise trans-
mits a written notice of the dismissal
of the reconsideration request to the
parties. The notice must state all of
the following:

(1) The reason for the dismissal.

(2) That there is a right to request
that the IRE vacate the dismissal ac-
tion.

(3) The right to a review of the dis-
missal in accordance with §423.2004.

(i) If good cause is established, the
IRE may vacate its dismissal of a re-
quest for redetermination within 6
months from the date of the notice of
dismissal.

(j) An enrollee has a right to have an
IRE’s dismissal reconsidered in accord-
ance with §423.2004.

(k) If the IRE determines that the
Part D plan sponsor’s dismissal was in
error, the IRE vacates the dismissal
and remands the case to the Part D
plan sponsor for reconsideration con-
sistent with §423.590. The IRE’s deci-
sion regarding an Part D plan sponsor’s
dismissal, including a decision to deny
a request for review of a dismissal, is
binding and not subject to further re-
view.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1548, Jan. 12, 2009; 74 FR 65363, Dec. 9,
2009; 77 FR 22171, Apr. 12, 2012; 86 FR 6120,
Jan. 19, 2021; 89 FR 30841, Apr. 23, 2024]
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§423.602 Notice of reconsideration de-
termination by the independent re-
view entity.

(a) Responsibility for the notice. When
the IRE makes its reconsideration de-
termination, it is responsible for mail-
ing a notice of its determination to the
enrollee and the Part D plan sponsor,
and for sending a copy to CMS. When
the prescribing physician or other pre-
scriber requests the reconsideration on
behalf of the enrollee, the IRE is also
responsible for mnotifying the pre-
scribing physician or other prescriber
of its decision.

(b) Content of the notice. The notice
must—

(1) State the specific reasons for the
IRE’s decision in understandable lan-
guage;

(2) If the reconsideration determina-
tion is adverse (that is, does not com-
pletely reverse the adverse coverage
determination or redetermination by
the Part D plan sponsor), inform the
enrollee of his or her right to an ALJ
hearing if the amount in controversy
meets the threshold requirement under
§423.2006;

(3) Describe the procedures that must
be followed to obtain an ALJ hearing;
and

(4) Comply with any other require-
ments specified by CMS.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 77 FR 22171, Apr. 12,
2012; 83 FR 16752, Apr. 16, 2018; 84 FR 19872,
May 7, 2019]

§423.604 Effect of a reconsideration
determination.

A reconsideration determination is
final and binding on the enrollee and
the Part D plan sponsor, unless the en-
rollee files a request for a hearing
under the provisions of §423.2014.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 65363, Dec. 9, 2009; 84 FR 19872, May 1,
2019]

§§423.610-423.634 [Reserved]

§423.636 How a Part D plan sponsor
must effectuate standard redeter-
minations, reconsiderations, or de-
cisions.

(a) Reversals by the Part D plan spon-
sor—(1) Requests for benefits. If, on rede-
termination of a request for benefit,
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the Part D plan sponsor reverses its
coverage determination, the Part D
plan sponsor must authorize or provide
the benefit under dispute as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 7 cal-
endar days from the date it receives
the request for redetermination.

(2) Requests for payment. If, on rede-
termination of a request for payment,
the Part D plan sponsor reverses its
coverage determination, the Part D
plan sponsor must authorize payment
for the benefit within 14 calendar days
from the date it receives the request
for redetermination, and make pay-
ment no later than 30 calendar days
after the date the plan sponsor receives
the request for redetermination.

(3) Review of an at-risk determination.
If, on redetermination of an at-risk de-
termination made under a drug man-
agement program in accordance with
§423.153(f), the Part D plan sponsor re-
verses its at-risk determination, the
Part D plan sponsor must implement
the change to the at-risk determina-
tion as expeditiously as the enrollee’s
health condition requires, but no later
than 7 calendar days from the date it
receives the request for redetermina-
tion.

(b) Reversals other than by the Part D
plan sponsor—(1) Requests for benefits. If,
on appeal of a request for benefit, the
determination by the Part D plan spon-
sor is reversed in whole or in part by
the independent review entity, or at a
higher level of appeal, the Part D plan
sponsor must authorize or provide the
benefit under dispute within 72 hours
from the date it receives notice revers-
ing the determination. The Part D plan
sponsor must inform the independent
review entity that the Part D plan
sponsor has effectuated the decision.

(2) Requests for payment. If, on appeal
of a request for payment, the deter-
mination by the Part D plan sponsor is
reversed in whole or in part by the
independent review entity, or at a
higher level of appeal, the Part D plan
sponsor must authorize payment for
the benefit within 72 hours, but make
payment no later than 30 calendar days
from the date it receives notice revers-
ing the coverage determination. The
Part D plan sponsor must inform the
independent review entity that the
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Part D plan sponsor has effectuated the
decision.

(3) Review of an at-risk determination.
If, on appeal of an at-risk determina-
tion made under a drug management
program in accordance with §423.153(f),
the determination by the Part D plan
sponsor is reversed in whole or in part
by the independent review entity, or at
a higher level of appeal, the Part D
plan sponsor must implement the
change to the at-risk determination
within 72 hours from the date it re-
ceives notice reversing the determina-
tion. The Part D plan sponsor must in-
form the independent review entity
that the Part D plan sponsor has effec-
tuated the decision.

[70 FR 4525, Jan. 28, 2005, as amended at 83
FR 16752, Apr. 16, 2018]

§423.638 How a Part D plan sponsor
must effectuate expedited redeter-
minations or reconsiderations.

(a) Reversals by the Part D plan spon-
sor—(1) Requests for benefits. If, on an
expedited redetermination of a request
for benefits, the Part D plan sponsor
reverses its coverage determination,
the Part D plan sponsor must authorize
or provide the benefit under dispute as
expeditiously as the enrollee’s health
condition requires, but no later than 72
hours after the date the Part D plan
sponsor receives the request for rede-
termination.

(2) Review of an at-risk determination.
If, on an expedited redetermination of
an at-risk determination made under a
drug management program in accord-
ance with §423.153(f), the Part D plan
sponsor reverses its at-risk determina-
tion, the Part D plan sponsor must im-
plement the change to the at-risk de-
termination as expeditiously as the en-
rollee’s health condition requires, but
no later than 72 hours after the date
the Part D plan sponsor receives the
request for redetermination.

(b) Reversals other than by the Part D
plan sponsor—(1) Requests for benefits. If
the expedited determination or expe-
dited redetermination for benefits by
the Part D plan sponsor is reversed in
whole or in part by the independent re-
view entity, or at a higher level of ap-
peal, the Part D plan sponsor must au-
thorize or provide the benefit under
dispute as expeditiously as the enroll-

§423.642

ee’s health condition requires but no
later than 24 hours from the date it re-
ceives notice reversing the determina-
tion. The Part D plan sponsor must in-
form the independent review entity
that the Part D plan sponsor has effec-
tuated the decision.

(2) Review of an at-risk determination.
If the expedited redetermination of an
at-risk determination made under a
drug management program in accord-
ance with §423.153(f) by the Part D plan
sponsor is reversed in whole or in part
by the independent review entity, or at
a higher level of appeal, the Part D
plan sponsor must implement the
change to the at-risk determination as
expeditiously as the enrollee’s health
condition requires but no later than 24
hours from the date it receives notice
reversing the determination. The Part
D plan sponsor must inform the inde-
pendent review entity that the Part D
plan sponsor has effectuated the deci-
sion.

[83 FR 16753, Apr. 16, 2013]

Subpart N—Medicare Contract
Determinations and Appeails

§423.641 Contract determinations.

This subpart establishes the proce-
dures for reviewing the following con-
tract determinations:

(a) A determination that an entity is
not qualified to enter into a contract
with CMS under Part D of title XVIII
of the Act.

(b) A determination not to authorize
a renewal of a contract with a PDP
sponsor in accordance with §423.507(b).

(c) A determination to terminate a
contract with a PDP sponsor in accord-
ance with §423.509.

(d) Fallback entities are governed
under subpart Q of this part, and are
not subject to this subpart, except to
the extent a fallback prescription drug
plan contract is terminated by CMS.

§423.642 Notice of contract determina-
tion.

(a) When CMS makes a contract de-
termination under §423.641, it gives the
PDP sponsor written notice.

(b) The notice specifies the—

(1) Reasons for the determination;
and
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(2) The Part D sponsor’s right to re-
quest a hearing.

(c) CMS-initiated  terminations—(1)
General rule. Except as provided in
(c)(2) of this section, CMS mails notice
to the Part D plan sponsor 45 calendar
days before the anticipated effective
date of the termination.

(2) Exception. If a contract is termi-
nated in accordance with
§423.509(b)(2)(i) of this part, CMS noti-
fies the Part D plan sponsor of the date
that it will terminate the Part D plan
sponsor’s contract.

(d) When CMS determines that it will
not authorize a contract renewal, CMS
mails the notice to the Part D sponsor
by August 1 of the current contract
year.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68733, Dec. 5, 2007; 75 FR 19823, Apr. 15,
2010; 79 FR 29965, May 23, 2014]

§423.643 Effect of contract determina-
tion.

The contract determination is final
and binding unless a timely request for
a hearing is filed under 423.651.

[72 FR 68733, Dec. 5, 2007]

§423.650 Right to a hearing, burden of
proof, standard of proof, and stand-
ards of review.

(a) Right to a hearing. The following
parties are entitled to a hearing:

(1) A contract applicant that has
been determined to be unqualified to
enter into a contract with CMS under
Part D of Title XVIII of the Act in ac-
cordance with §423.502 and §423.503 of
this part.

(2) A Part D sponsor whose contract
has been terminated in accordance
with §423.509 of this part.

(3) A Part D sponsor whose contract
has not been renewed in accordance
with §423.507 of this part.

(4) A Part D sponsor who has had an
intermediate sanction imposed in ac-
cordance with §423.752(a) through (b).

(b) Burden of proof, standard of proof,
and standard of review at hearing. (1)
During a hearing to review a contract
determination as described at
§423.641(a) of this subpart, the appli-
cant has the burden of proving by a
preponderance of the evidence that
CMS’ determination was inconsistent
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with the requirements of §423.502 and
§423.503 of this part.

(2) During a hearing to review a con-
tract determination as described at
§423.641(b) of this part, the Part D plan
sponsor has the burden of proving by a
preponderance of the evidence that
CMS’ determination was inconsistent
with the requirements of §423.507 of
this part.

(3) During a hearing to review a con-
tract determination as described at
§423.641(c) of this subpart, the Part D
plan sponsor has the burden of proving
by a preponderance of the evidence
that CMS’ determination was incon-
sistent with the requirements of
§423.509 of this part.

(4) During a hearing to review the
imposition of an intermediate sanction
as described at §423.750 of this part, the
Part D sponsor has the burden of prov-
ing by a preponderance of the evidence
that CMS’ determination was incon-
sistent with the requirements of
§423.752 of this part.

(c) Timing of favorable decision. Notice
of any decision favorable to the Part D
sponsor appealing a determination that
it is not qualified to enter into a con-
tract with CMS must be issued by Sep-
tember 1 for the contract in question
to be effective on January 1 of the fol-
lowing year.

[756 FR 19824, Apr. 15, 2010, as amended at 80
FR 7965, Feb. 12, 2015]

§423.651 Request for hearing.

(a) Method and place for filing a re-
quest. (1) A request for a hearing must
be made in writing and filed by an au-
thorized official of the contract appli-
cant or Part D plan sponsor that was
the party to the determination under
the appeal.

(2) The request for the hearing must
be filed in accordance with the require-
ments specified in the notice.

(b) Time for filing a request. A request
for a hearing must be filed within 15
calendar days after the receipt of the
notice of the contract determination or
intermediate sanction.

(c) Parties to a hearing. The parties to
a hearing must be—

(1) The parties described in §423.650;

(2) At the discretion of the hearing
officer, any interested parties who
make a showing that their rights may
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be prejudiced by the decision to be ren-
dered at the hearing; and
(3) CMS.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68734, Dec. 5, 2007; 75 FR 19824, Apr. 15,
2010]

§423.652 Postponement of effective
date of a contract determination
when a request for a hearing is
filed timely.

(a) Hearing. When a request for a
hearing is timely filed, CMS will post-
pone the proposed effective date of the
contract determination listed at 423.641
until a hearing decision is reached and
affirmed by the Administrator fol-
lowing review pursuant to 423.666 in in-
stances where a Part D sponsor or CMS
requests Administrator review and the
Administrator accepts the matter for
review.

(b) Exceptions: (1) If a final decision is
not reached on CMS’ determination for
an initial contract by September 1,
CMS will not enter into a contract
with the applicant for the following
year.

(2) A contract terminated in accord-
ance with §423.509(b)(2)(i) of this part
will be terminated on the date speci-
fied by CMS and will not be postponed
if a hearing is requested.

[72 FR 68734, Dec. 5, 2007, as amended at 75
FR 19824, Apr. 15, 2010; 83 FR 16753, Apr. 16,
2018]

§423.653 Designation of hearing offi-
cer.

CMS designates a hearing officer to
conduct the hearing. The hearing offi-
cer need not be an ALJ.

§423.654 Disqualification of hearing
officer.

(a) A hearing officer may not conduct
a hearing in a case in which he or she
is prejudiced or partial to any party or
has any interest in the matter pending
for decision.

(b) A party to the hearing who ob-
jects to the designated hearing officer
must notify that officer in writing at
the earliest opportunity.

(c) The hearing officer must consider
the objections, and may, at his or her
discretion, either proceed with the
hearing or withdraw.

§423.657

(1) If the hearing officer withdraws,
CMS designates another hearing officer
to conduct the hearing.

(2) If the hearing officer does not
withdraw, the objecting party may,
after the hearing, present objections
and request that the officer’s decision
be revised or a new hearing be held be-
fore another hearing officer. The objec-
tions must be submitted in writing to
CMS.

§423.655 Time and place of hearing.

(a) The hearing officer—

(1) Fixes a time and place for the
hearing, which is not to exceed 30 cal-
endar days after the receipt of request
for the hearing;

(2) Sends written notice to the par-
ties that informs the parties of the
general and specific issues to be re-
solved, the burden of proof, and infor-
mation about the hearing procedure.

(b)(1) The hearing officer may, on his
or her own motion, change the time
and place of the hearing.

(2) The hearing officer may adjourn
or postpone the hearing.

(c)(1) The Part D plan sponsor or
CMS may request an extension by fil-
ing a written request no later than 10
calendar days prior to the scheduled
hearing.

(2) When either the Part D plan spon-
sor or CMS requests an extension the
hearing officer will provide a one-time
15-calendar day extension.

(3) Additional extensions may be
granted at the discretion of the hearing
officer.

[75 FR 19824, Apr. 15, 2010]

§423.656 Appointment of representa-
tives.

A party may appoint as its represent-
ative at the hearing anyone not dis-
qualified or suspended from acting as a
representative before the Secretary or
otherwise prohibited by law.

§423.657 Authority of representatives.

(a) A representative appointed and
qualified in accordance with §423.656,
on behalf of the represented party—

(1) Gives or accepts any notice or re-
quest pertinent to the proceedings set
forth in this subpart;
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(2) Presents evidence and allegations
as to facts and law in any proceedings
affecting that party; and

(3) Obtains information to the same
extent as the party.

(b) A notice or request sent to the
representative has the same force and
effect as if it is sent to the party.

§423.658

(a) The hearing is open to the parties
and to the public.

(b) The hearing officer inquires fully
into all the matters at issue and re-
ceives in evidence the testimony of
witnesses and any documents that are
relevant and material.

(c) The hearing officer provides the
parties an opportunity to enter any ob-
jection to the inclusion of any docu-
ment.

(d) The Part D sponsor bears the bur-
den of going forward and must first
present evidence and argument before
CMS presents its evidence and argu-
ment.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19824, Apr. 15, 2010]

Conduct of hearing.

§423.659 Evidence.

The hearing officer rules on the ad-
missibility of evidence and may admit
evidence that is inadmissible under
rules applicable to court procedures.

§423.660 Witnesses.

(a) The hearing officer may examine
the witnesses.

(b) The parties or their representa-
tives are permitted to examine their
witnesses and cross-examine witnesses
of other parties.

§423.661 Witnesses
ments.

lists and docu-

Witness lists and documents must be
identified and exchanged at least 5 cal-
endar days prior to the scheduled hear-
ing

[75 FR 19824, Apr. 15, 2010]

§423.662 Prehearing and

judgment.

summary

(a) Prehearing. The hearing officer
may schedule a prehearing conference
if he or she believes that a conference
would more clearly define the issues.
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(b) Summary judgment. Either party to
the hearing, may ask the hearing offi-
cer to rule on a motion for summary
judgment.

[72 FR 68734, Dec. 5, 2007]

§423.663 Record of hearing.

(a) A complete record of the pro-
ceedings at the hearing is made and
transcribed and made available to all
parties upon request.

(b) The record may not be closed
until a hearing decision is issued.

§423.664 Authority of hearing officer.

In exercising his or her authority,
the hearing officer must comply with
the provisions of title XVIII and re-
lated provisions of the Act, the regula-
tions issued by the Secretary, and gen-
eral instructions issued by CMS in im-
plementing the Act.

§423.665 Notice and effect of hearing
decision.

(a) As soon as practical after the
close of the hearing, the hearing officer
issues a written decision that—

(1) Is based upon the evidence of
record; and

(2) Contains separately numbered
findings of fact and conclusions of law.

(b) The hearing officer provides a
copy of the hearing decision to each
party.

(c) The hearing decision is final and
binding unless it is reversed or modi-
fied by the Administrator following re-
view under §423.666, or reopened and re-
vised in accordance with §423.668.

§423.666 Review by the Administrator.

(a) Request for review by Administrator.
CMS or a Part D plan sponsor that has
received a hearing decision may re-
quest a review by the Administrator
within 15 calendar days after receipt of
the hearing decision as provided under
§423.665(b) of this subpart. Both the
Part D plan sponsor and CMS may pro-
vide written arguments to the Admin-
istrator for review.
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(b) Decision to review the hearing deci-
sion. After receiving a request for re-
view, the Administrator has the discre-
tion to elect to review the hearing de-
termination in accordance with para-
graph (d) of this section or to decline
to review the hearing decision.

(c) Notification of Administrator deter-
mination. The Administrator notifies
both parties of his or her determina-
tion regarding review of the hearing
decision within 30 calendar days after
receipt of request for review. If the Ad-
ministrator declines to review the
hearing decision or the Administrator
does not make a determination regard-
ing review within 30 calendar days, the
decision of the hearing officer is final.

(d) Review by the Administrator. If the
Administrator elects to review the
hearing decision regarding a contract
determination, the Administrator shall
review the hearing officer’s decision
and determine, based upon this deci-
sion, the hearing record, and any writ-
ten arguments submitted by the Part D
sponsor or CMS, whether the deter-
mination should be upheld, reversed, or
modified.

(e) Decision by the Administrator. The
Administrator issues a written deci-
sion, and furnishes the decision to the
PDP sponsor requesting review.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68734, Dec. 5, 2007; 75 FR 19824, Apr. 15,
2010]

§423.667
cision.

Effect of Administrator’s de-

A decision by the Administrator
under section §423.666(c) is final and
binding unless it is reopened and re-
vised in accordance with §423.668.

§423.668 Reopening of a contract de-
termination or decision of a hear-
ing officer or the Administrator.

(a) CMS may reopen and revise an
initial determination upon its own mo-
tion.

(b) Contract determination. A decision
of a hearing officer that is unfavorable
to any party and is otherwise final may
be reopened and revised by the hearing
officer upon the officer’s own motion
within 1 year of the notice of the hear-
ing decision. Another hearing officer
designated by CMS may reopen and re-
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vise the decision if the hearing officer
who issued the decision is unavailable.

(c) Decision of Administrator. A deci-
sion by the Administrator that is oth-
erwise final may be reopened and re-
vised by the Administrator upon the
Administrator’s own motion within 1
yvear of the notice of the Administra-
tor’s decision.

(d) Notices. (1) The notice of reopen-
ing and of any revisions following the
reopening is mailed to the parties.

(2) The notice of revision specifies
the reasons for revisions.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68734, Dec. 5, 2007; 75 FR 19824, Apr. 15,
2010]

Subpart O—Intermediate
Sanctions

§423.750 Types of intermediate sanc-
tions and civil money penalties.

(a) The following intermediate sanc-
tions may be imposed and will continue
in effect until CMS is satisfied that the
deficiencies that are the basis for the
sanction determination have been cor-
rected and are not likely to recur:

(1) Suspension of the Part D plan
sponsor’s enrollment of Medicare bene-
ficiaries.

(2) Suspension of payment to the
Part D plan sponsor for Medicare bene-
ficiaries enrolled after the date CMS
notifies the organization of the inter-
mediate sanction.

(3) Suspension of communication ac-
tivities to Medicare beneficiaries by a
Part D plan sponsor, as defined by
CMS.

(b) CMS may impose civil money pen-
alties as specified in 423.760.

[72 FR 68734, Dec. 5, 2007, as amended at 75

FR 19824, Apr. 15, 2010; 83 FR 167563, Apr. 16,
2018]

§423.752 Basis for imposing inter-
mediate sanctions and civil money
penalties.

(a) All intermediate sanctions. For the
violations listed in this paragraph (a),
CMS may impose one or more of the
sanctions specified in §423.750(a) of this
subpart on any Part D plan sponsor
with a contract. The Part D plan spon-
sor may also be subject to other rem-
edies authorized under law.
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(1) Fails substantially to provide
medically necessary items and services
that are required (under law or under
the contract) to be provided to an indi-
vidual covered under the contract, if
the failure has adversely affected (or
has the substantial likelihood of ad-
versely affecting) the individual.

(2) Imposes on Part D plan enrollees
premiums in excess of the monthly
basic and supplemental beneficiary
premiums permitted under section
1860D-1 et seq. of the Act and subpart F
of this part.

(3) Acts to expel or refuses to re-en-
roll a beneficiary in violation of the
provisions of this part.

(4) Engages in any practice that
would reasonably be expected to have
the effect of denying or discouraging
enrollment (except as permitted by
this part) by eligible individuals with
the organization whose medical condi-
tion or history indicates a need for sub-
stantial future medical services.

(5) Misrepresents or falsifies informa-
tion that it furnishes—

(i) To CMS; or

(ii) To an individual or to any other
entity under the Part D drug benefit
program.

(6) Employs or contracts with an in-
dividual or entity who is excluded from
participation in Medicare under sec-
tion 1128 or 1128A of the Act (or with an
entity that employs or contracts with
an excluded individual or entity) for
the provision of any of the following:

(i) Health care.

(ii) Utilization review.

(iii) Medical social work.

(iv) Administrative services.

(7) Except as provided under §423.34,
enrolls an individual in any plan under
this part without the prior consent of
the individual or the designee of the in-
dividual.

(8) Transfers an individual enrolled
under this part from one plan to an-
other without the prior consent of the
individual or the designee of the indi-
vidual or solely for the purpose of earn-
ing a commission.

(9) Fails to comply with communica-
tion restrictions described in subpart V
of this part or applicable implementing
guidance.

(10) Employs or contracts with any
individual, agent, provider, supplier or

42 CFR Ch. IV (10-1-25 Edition)

entity who engages in the conduct de-
scribed in paragraphs (a)(1) through (9)
of this section.

(b) Suspension of enrollment and com-
munications. If CMS makes a deter-
mination that could lead to a contract
termination under §423.509(a), CMS
may impose the intermediate sanctions
at §423.750(a)(1) and (3).

(c) Civil money penalties (1) CMS. In
addition to, or in place of, any inter-
mediate sanctions, CMS may impose
civil money penalties in the amounts
specified in either of the following:

(i) Section 423.760(b) for any of the
determinations at §423.509(a), except
§423.509(a)(4)(1).

(ii) Section 423.760(c) for any of the
determinations in paragraph (a) of this
section except §422.752(a)(5) of this
chapter.

(2) OIG. In addition to, or in place of
any intermediate sanctions imposed by
CMS, the OIG, in accordance with part
1003 of Chapter V of this title, may im-
pose civil money penalties for the fol-
lowing:

(i) Violations listed at 423.752(a).

(ii) Determinations made pursuant to
§422.510(a)(4)(i) of this chapter.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68734, Dec. 5, 2007; 75 FR 19825, Apr. 15,
2010; 79 FR 29965, May 23, 2014; 83 FR 16753,
Apr. 16, 2018]

§423.756 Procedures for imposing in-
termediate sanctions and civil
money penalties.

(a) Notice of intermediate sanction and
opportunity to respond—(1) Notice of in-
tent. Before imposing the intermediate
sanctions, CMS—

(i) Sends a written notice to the Part
D plan sponsor stating the nature and
basis of the proposed intermediate
sanction, and the Part D plan sponsor’s
right to a hearing as specified in para-
graph (b) of this section; and

(ii) Sends the OIG a copy of the no-
tice.

(2) Opportunity to respond. CMS al-
lows the Part D plan sponsor 10 cal-
endar days after receipt of the notice
to provide a written rebuttal. CMS con-
siders receipt of the notice as the day
after notice is sent by fax, e-mail, or
submitted for overnight mail.
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(b) Hearing. (1) The Part D plan spon-
sor may request a hearing before a
CMS hearing officer.

(2) A written request must be re-
ceived by the designated CMS office
within 15 calendar days after the re-
ceipt of the notice.

(3) A request for a hearing under
§423.650 of this part does not delay the
date specified by CMS when the sanc-
tion becomes effective.

(4) The Part D plan sponsor must fol-
low the right to a hearing procedure as
specified at subpart N of this part.

(c) Effective date and duration of sanc-
tions—(1) Effective date. The effective
date of the sanction is the date speci-
fied by CMS in the notice.

(2) Exception. If CMS determines that
the Part D sponsor’s conduct poses a
serious threat to an enrollee’s health
and safety, CMS may make the sanc-
tion effective on an earlier date that
CMS specifies.

(3) Duration of sanction. The sanction
remains in effect until CMS is satisfied
that the deficiencies that are the basis
for the sanction determination have
been corrected and are not likely to
recur.

(i) CMS may require that the Part D
plan sponsor hire an independent audi-
tor to provide CMS with additional in-
formation to determine if the defi-
ciencies that are the basis for the sanc-
tion determination have been corrected
and are not likely to recur. The inde-
pendent auditor must work in accord-
ance with CMS specifications and must
be willing to attest that a complete
and full independent review has been
performed.

(ii) In instances where intermediate
sanctions have been imposed, CMS may
require a Part D plan sponsor to mar-
ket or to accept enrollments or both
for a limited period of time in order to
assist CMS in making a determination
as to whether the deficiencies that are
the bases for the intermediate sanc-
tions have been corrected and are not
likely to recur.

(A) If, following this time period,
CMS determines the deficiencies have
not been corrected or are likely to
recur, the intermediate sanctions will
remain in effect until such time that
CMS is assured the deficiencies have
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been corrected and are not likely to
recur.

(B) The Part D plan sponsor does not
have a right to a hearing under
§423.650(a)(4) of this subpart to chal-
lenge CMS’ determination to keep the
intermediate sanctions in effect.

(C) During the limited time period,
sanctioned Part D plan sponsors under
the benchmark that would normally
participate in the annual and monthly
auto enrollment process for enrollees
receiving the low income subsidy will
not be allowed to receive or process
these types of enrollments.

(d) Non-renewal or termination by CMS.
In addition to or as an alternative to
the sanctions described in §423.750,
CMS may decline to authorize the re-
newal of an organization’s contract in
accordance with §423.507(b), or termi-
nate the contract in accordance with
§423.509.

(1) Decline to authorize the renewal
of an organization’s contract in accord-
ance with §423.507(b); or

(2) Terminate the contract in accord-
ance with §423.509.

(e) Notice to impose civil money pen-
alties—(1) CMS notice to OIG. If CMS de-
termines that a Part D sponsor has
committed an act or failed to comply
with a requirement as described in
423.752, CMS notifies the OIG of this de-
termination. OIG may impose a civil
money penalty upon a Part D sponsor
as specified at 423.752(c)(2).

(2) CMS notice of civil money penalties
to Part D plan sponsors. If CMS makes a
determination to impose a CMP de-
scribed in 423.752(c)(1), CMS will send a
written notice of the Agency’s decision
to impose a civil money penalty to in-
clude—

(i) A description of the basis for the
determination.

(ii) The basis for the penalty.

(iii) The amount of the penalty.

(iv) The date the penalty is due.

(v) The Part D sponsor’s right to a
hearing as specified under Subpart T of
this part.

(vi) Information about where to file
the request for hearing.

[70 FR 4525, Jan. 28, 2005, as amended at 72
FR 68735, Dec. 5, 2007; 73 FR 55764, Sept. 26,
2008; 75 FR 19825, Apr. 15, 2010; 79 FR 29965,
May 23, 2014; 83 FR 16753, Apr. 16, 2018]
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§423.758 Collection of civil money pen-
alties imposed by CMS.

(a) When a Part D plan sponsor does
not request a hearing CMS initiates
collection of the civil money penalty
following the expiration of the time-
frame for requesting an ALJ hearing as
specified in subpart T.

(b) If a Part D sponsor requests a
hearing and CMS’ decision to impose a
civil money penalty is upheld, CMS
may initiate collection of the civil
money penalty once the administrative
decision is final.

[72 FR 68735, Dec. 5, 2007]

§423.760 Determinations regarding
the amount of civil money penalties
and assessment imposed by CMS.

(a) Determining the appropriate amount
of any penalty. In determining the
amount of penalty imposed under
§423.752(c)(1), CMS considers the fol-
lowing as appropriate:

(1) The nature of the conduct.

(2) The degree of culpability of the
Part D sponsor.

(3) The adverse effect to enrollees
which resulted or could have resulted
from the conduct of the Part D spon-
sor.

(4) The financial condition of the
Part D sponsor.

(5) The history of prior offenses by
the Part D sponsor or principals of the
Part D sponsor.

(6) Such other matters as justice may
require.

(b) Amount of penalty. CMS may im-
pose civil money penalties in the fol-
lowing amounts:

(1) If the deficiency on which the de-
termination is based has directly ad-
versely affected (or has the substantial
likelihood of adversely affecting) one
or more Part D enrollees—up to $25,000
as adjusted annually under 45 CFR part
102 for each determination.

(2) If the deficiency on which the de-
termination is based has directly ad-
versely affected (or has the substantial
likelihood of adversely affecting) one
or more Part D enrollees, CMS may
calculate a CMP of up to $25,000 as ad-
justed annually under 45 CFR part 102
for each Part D enrollee directly ad-
versely affected (or with a substantial
likelihood of being adversely affected)
by a deficiency .

42 CFR Ch. IV (10-1-25 Edition)

(3)(i) Definitions for calculating pen-
alty amounts—

(A) Per determination. The penalty
amounts calculated under paragraph
(b)(1) of this section.

(B) Per enrollee. The penalty amounts
calculated under paragraph (b)(2) of
this section.

(C) Standard minimum penalty. The
per enrollee or per determination pen-
alty amount that is dependent on the
type of adverse impact that occurred.

(D) Aggravating factor(s). Specific pen-
alty amounts that may increase the
per enrollee or per determination
standard minimum penalty and are de-
termined based on criteria under para-
graph (a) of this section.

(ii) CMS sets minimum penalty
amounts in accordance with para-
graphs (b)(1) and (2) of this section.

(iii) CMS announces the standard
minimum penalty amounts and aggra-
vating factor amounts for per deter-
mination and per enrollee penalties on
an annual basis.

(iv) CMS has the discretion to issue
penalties up to the maximum amount
under paragraphs (b)(1) and (2) of this
section when CMS determines that an
organization’s non-compliance war-
rants a penalty that is higher than
would be applied under the minimum
penalty amounts set by CMS.

(4) For each week that a deficiency
remains uncorrected after the week in
which the Part D sponsor receives
CMS’ notice of the determination—up
to $10,000 as adjusted annually under 45
CFR part 102.

(5) If CMS makes a determination
that a Part D sponsor has terminated
its contract other than in a manner de-
scribed under 423.510 and that the Part
D sponsor has therefore failed to sub-
stantially carry out the terms of the
contract, $250 as adjusted annually
under 45 CFR part 102 per Medicare en-
rollee from the terminated Part D
sponsor or plans at the time the Part D
sponsor terminated its contract, or
$100,000 as adjusted annually under 45
CFR part 102, whichever is greater.

(c) Amount of penalty imposed by CMS
or OIG. CMS or the OIG may impose
civil money penalties in the following
amounts for a determination made
under §423.752(a):
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(1) Civil money penalties of not more
than $25,000 as adjusted annually under
45 CFR part 102 for each determination
made.

(2) With respect to a determination
made under §423.752(a)(4) or (a)(5)(i),
not more than $100,000 as adjusted an-
nually under 45 CFR part 102 for each
such determination except with respect
to a determination made under
§423.752(a)(5), an assessment of not
more than the amount claimed by such
plan or PDP sponsor based upon the
misrepresentation or falsified informa-
tion involved.

(3) Plus with respect to a determina-
tion made under §423.752(a)(2), double
the excess amount charged in violation
of such paragraph (and the excess
amount charged must be deducted from
the penalty and returned to the indi-
vidual concerned).

(4) Plus with respect to a determina-
tion made under §423.752(a)(4), $15,000
as adjusted annually under 45 CFR part
102 for each individual not enrolled as a
result of the practice involved.

[72 FR 68735, Dec. 5, 2007, as amended at 74
FR 1548, Jan. 12, 2009; 79 FR 29966, May 23,
2014; 81 FR 61562, Sept. 6, 2016; 86 FR 6121,
Jan. 19, 2021; 89 FR 30841, Apr. 23, 2024]

§423.762

For civil money penalties imposed by
CMS, CMS may settle civil money pen-
alty cases at any time before a final de-
cision is rendered.

[72 FR 68735, Dec. 5, 2007]

Settlement of penalties.

§423.764 Other applicable provisions.

The provisions of section 1128A of the
Act (except paragraphs (a) and (b))
apply to civil money penalties under
this subpart to the same extent that
they apply to a civil money penalty or
procedure under section 1128A of the
Act.

[70 FR 4525, Jan. 28, 2005. Redesignated at 72
FR 68735, Dec. 5, 2007]

Subpart P—Premiums and Cost-
Sharing Subsidies for Low-In-
come Individuals

§423.771 Basis and scope.

(a) Basis. This subpart is based on
section 1860D-14 of the Act.

§423.772

(b) Scope. This subpart sets forth the
requirements and limitations for pay-
ments by and on behalf of low-income
Medicare beneficiaries who enroll in a
Part D plan.

§423.772 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

Applicant means the Part D eligible
individual applying for the subsidies
available to subsidy eligible individ-
uals under this subpart.

Best available evidence means evidence
recognized by CMS as documentation
or other information that is directly
tied to State or Social Security Ad-
ministration systems that confirm an
individual’s low-income subsidy eligi-
bility status, and that must be accept-
ed and used by the Part D sponsor to
change low-income subsidy status.

Family size means the applicant, the
spouse who is living in the same house-
hold, if any and the number of individ-
uals who are related to the applicant or
applicants, who are living in the same
household and who are dependent on
the applicant or the applicant’s spouse
for at least one-half of their financial
support.

Federal poverty line (FPL) has the
meaning given that term in section
673(2) of the Community Services Block
Grant Act (42 USC 9902(2)), including
any revision required by that section.

Full-benefit dual eligible individual
means an individual who, for any
month—

(1) Has coverage for the month under
a prescription drug plan under Part D
of title XVIII, or under an MA-PD plan
under Part C of title XVIII; and

(2) Is determined eligible by the
State for medical assistance for full
benefits under title XIX for the month
under any eligibility category covered
under the State plan or comprehensive
benefits under a demonstration under
section 1115 of the Act. (This does not
include individuals under Pharmacy
Plus program demonstrations or under
a section 1115 demonstration that pro-
vides pharmacy-only benefits to these
individuals.). It also includes any indi-
vidual who is determined by the State
to be eligible for medical assistance
under section 1902(a)(10)(C) of the Act
(medically needy) or section 1902(f) of
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the Act (States that use more restric-
tive eligibility criteria than are used
by the SSI program) of the Act for any
month if the individual was eligible for
medical assistance in any part of the
month.

Full subsidy means the subsidies
available to full subsidy eligible indi-
viduals under §423.780(a) and
§423.782(a).

Full subsidy eligible individuals means
individuals meeting the eligibility re-
quirements under §423.773(b).

Income means income as described
under section 1905(p)(1) of the Act with-
out use of any more liberal disregards
under section 1902(r)(2) of the Act (that
is defined by section 1612 of the Act)
and exempts support and maintenance
furnished in kind. This definition in-
cludes the income of the applicant and
spouse who is living in the same house-
hold, if any, regardless of whether the
spouse is also an applicant.

Individual receiving home and commu-
nity-based services means a full-benefit
dual-eligible individual who is receiv-
ing services under a home and commu-
nity-based program authorized for a
State in accordance with one of the fol-
lowing:

(1) Section 1115 of the Act.

(2) Section 1915(c) or (d) of the Act.

(3) State plan amendment under sec-
tion 1915(1) of the Act.

(4) Services are provided through en-
rollment in a Medicaid managed care
organization with a contract under sec-
tion 1903(m) of the Act or section 1932
of the Act.

Institutionalized individual means a
full-benefit dual eligible individual who
is an inpatient in a medical institution
or nursing facility for which payment
is made under Medicaid throughout a
month, as defined under section
1902(q)(1)(B) of the Act.

Other subsidy eligible individuals
means those individuals meeting the
eligibility requirements under
§423.773(d).

Personal representative for purposes
of this subpart means—

(1) An individual who is authorized to
act on behalf of the applicant;

(2) If the applicant is incapacitated;
or incompetent, someone acting re-
sponsibly on their behalf, or
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(3) An individual of the applicant’s
choice who is requested by the appli-
cant to act as his or her representative
in the application process.

Resources means liquid resources of
the applicant (and, if married, his or
her spouse who is living in the same
household), such as checking and sav-
ings accounts, stocks, bonds, and other
resources that can be readily converted
to cash within 20 days, that are not ex-
cluded from resources in section 1613 of
the Act, and real estate that is not the
applicant’s primary residence or the
land on which the primary residence is
located. It exempts the value of any
life insurance policy.

State means for purposes of this sub-
part each of the 50 States and the Dis-
trict of Columbia.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 54253, Sept. 18, 2008; 74 FR 1548, Jan. 12,
2009; 76 FR 21576, Apr. 15, 2011]

§423.773 Requirements for eligibility.

(a) Subsidy eligible individual. A sub-
sidy eligible individual is a Part D eli-
gible individual residing in a State who
is enrolled in, or seeking to enroll in a
Part D plan and meets the following re-
quirements:

(1) Has income below 150 percent of
the FPL applicable to the individual’s
family size.

(2) Has resources at or below the re-
source thresholds set forth in
§423.773(b)(2) or (d)(2).

(b) Full subsidy eligible individual. A
full subsidy eligible individual is a sub-
sidy eligible individual who—

(1) Has income below 135 percent of
the FPL applicable to the individual’s
family size or, with respect to a plan
year beginning on or after January 1,
2024, has income below 150 percent of
the FPL applicable to the individual’s
family size; and

(2) Has resources that do not exceed—

(i) For 2006, 3 times the amount of re-
sources an individual may have and
still be eligible for benefits under the
Supplemental Security Income (SSI)
program under title XVI of the Act (in-
cluding the assets or resources of the
individual’s spouse).

(ii) For years 2007 through 2023, the
amount of resources allowable for the
previous year under this paragraph
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(b)(2) increased by the annual percent-
age increase in the consumer price
index (all items, U.S. city average) as
of September of that previous year,
rounded to the nearest multiple of $10.
The nearest multiple are rounded up if
it is equal to or greater than $5 and
down if it is less than $5.

(iii) For plan years beginning on or
after January 1, 2024, the amount of re-
sources specified at paragraph (d)(2) of
this section.

(¢)(1) Individuals treated as full subsidy
eligible. An individual must be treated
as meeting the eligibility requirements
for full subsidy eligible individuals
under paragraph (b) of this section if
the individual is a—

(i) Full-benefit dual eligible
vidual;

(ii) Beneficiary of SSI benefits under
title XVI of the Act; or

(iii) Eligible for Medicaid as a Quali-
fied Medicare Beneficiary (QMB), Spec-
ified Low Income Medicare Beneficiary
(SLMB), or a Qualifying Individual (QI)
under a State’s plan.

(2) CMS notifies an individual treated
as a full-subsidy eligible under this
paragraph (c) that he or she does not
need to apply for the subsidies under
this subpart, and, at a minimum, is
deemed eligible for a full subsidy as
follows:

(i) For an individual deemed eligible
between January 1 and June 30 of a cal-
endar year, the individual is deemed el-
igible for a full subsidy for the remain-
der of the calendar year.

(ii) For an individual deemed eligible
between July 1 and December 31 of a
calendar year, the individual is deemed
eligible for the remainder of the cal-
endar year and the following calendar
year.

(d) Other low-income subsidy individ-
uals. Other low-income subsidy individ-
uals are subsidy eligible individuals
who, for plan years beginning before
January 1, 2024—

(1) Have income less than 150 percent
of the FPL applicable to the individ-
ual’s family size; and

(2) Have resources that do not ex-
ceed—

(i) For 2006, $10,000 if single or $20,000
if married (including the assets or re-
sources of the individual’s spouse).

indi-

§423.774

(ii) For subsequent years, the re-
source amount allowable for the pre-
vious year under this paragraph (d)(2),
increased by the annual percentage in-
crease in the consumer price index (all
items, U.S. city average) as of Sep-
tember of the previous year, rounded to
the nearest multiple of $10. The nearest
multiple will be rounded up if it is
equal to or greater than $5 and down if
it is less than $5.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19825, Apr. 15, 2010; 88 FR 22340, Apr. 12,
2023]

§423.774 Eligibility determinations, re-
determinations, and applications.

(a) Determinations of whether an indi-
vidual is a subsidy eligible individual. De-
terminations of eligibility for subsidies
under this subpart are made by the
State under its State plan under title
XIX of the Act if the individual applies
with the Medicaid agency, or if the in-
dividual applies with the Social Secu-
rity Administration (SSA), the Com-
missioner of Social Security in accord-
ance with the requirements of section
1860D-14(a)(3) of the Act.

(b) Effective date of initial eligibility de-
terminations. Initial eligibility deter-
minations are effective beginning with
the first day of the month in which the
individual applies, but no earlier than
January 1, 2006 and remain in effect for
a period not to exceed 1 year.

(c) Redeterminations and appeals of
low-income subsidy eligibility—(1) Rede-
terminations and appeals of low-income
subsidy eligibility determinations—eligi-
bility determinations made by States. Re-
determinations and appeals of low-in-
come subsidy eligibility determina-
tions by States must be made in the
same manner and frequency as the re-
determinations and appeals are made
under the State’s plan.

(2) Redeterminations and appeals of
low-income subsidy eligibility—eligibility
determinations made by Commissioner of
Social Security. Redeterminations and
appeals of eligibility determinations
made by the Commissioner will be
made in the manner specified by the
Commissioner of Social Security.

(d) Application requirements. (1) In
order for applications for the subsidies
under this subpart to be considered
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complete, applicants or personal rep-
resentatives applying on the individ-
ual’s behalf, must—

(i) Complete all required elements of
the application; (ii) Provide any state-
ments from financial institutions, as
requested, to support information in
the application; and

(iii) Certify, under penalty of perjury
or similar sanction for false state-
ments, as to the accuracy of the infor-
mation provided on the application
form.

(2) Multiple applications. If the indi-
vidual or his or her personal represent-
ative has previously filed an applica-
tion with the State or SSA which seeks
subsidy eligibility for any portion of
the eligibility period covered by a sub-
sequent application, the later applica-
tion is void if the individual has re-
ceived a positive subsidy determina-
tion on that earlier application from
the State or SSA.

§423.780 Premium subsidy.

(a) Full subsidy eligible individuals.
Full subsidy eligible individuals are en-
titled to a premium subsidy equal to
100 percent of the premium subsidy
amount.

(b) Premium subsidy amount. (1) The
premium subsidy amount is equal to
the lesser of—

(i) Under the Part D plan selected by
the beneficiary, the portion of the
monthly beneficiary premium attrib-
utable to basic coverage (for enrollees
in PDPs) or the portion of the MA
monthly prescription drug beneficiary
premium attributable to basic pre-
scription drug coverage (for enrollees
in MA-PD plans); or

(ii) The greater of the low-income
benchmark premium amount (deter-
mined under paragraph (b)(2) of this
section) for the PDP region in which
the subsidy eligible individual resides
or the lowest monthly beneficiary pre-
mium for a PDP that offers basic pre-
scription drug coverage in the PDP re-
gion.

(2) Calculation of the low-income
benchmark premium amount. (i) The low-
income benchmark premium amount
for a PDP region is a weighted average
of the premium amounts described in
paragraph (b)(2)(ii) of this section, with
the weight for each PDP and MA-PD
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plan equal to a percentage, the numer-
ator being equal to the number of Part
D low-income subsidy eligible individ-
uals enrolled in the plan in the ref-
erence month (as defined in
§422.258(c)(1) of this chapter) and the
denominator equal to the total number
of Part D low-income subsidy eligible
individuals enrolled in all PDP and
MA-PD plans (but not including PACE,
private fee-for-service plans or 1876
cost plans) in a PDP region in the ref-
erence month.

(ii) Premium amounts. The premium
amounts used to calculate the low-in-
come benchmark premium amount are
as follows:

(A) The monthly beneficiary pre-
mium for a PDP that is basic prescrip-
tion drug coverage;

(B) The portion of the monthly bene-
ficiary premium attributable to basic
prescription drug coverage for a PDP
that is enhanced alternative coverage;
or,

(C) The MA monthly prescription
drug beneficiary premium (as defined
under section 1854(b)(2)(B) of the Act)
for a MA-PD plan and determined be-
fore the application of the monthly re-
bate computed under section
1854(b)(1)(C)(i) of the Act for that plan
and year involved.

(c) Special rule for 2006 to weight the
low-income benchmark premium. For pur-
poses of calculating the low-income
benchmark premium amount for 2006,
CMS assigns equal weighting to PDP
sponsors (including fallback entities)
and assigns MA-PD plans a weight
based on prior enrollment. New MA-PD
plans are assigned a zero weight.
PACE, private fee-for-service plans and
1876 cost plans are not included.

(d) Other low-income subsidy eligible in-
dividuals—sliding scale premium. Other
low-income subsidy eligible individuals
are entitled to a premium subsidy for
plan years beginning before January 1,
2024, based on a linear sliding scale
ranging from 100 percent of the pre-
mium subsidy amount described in
paragraph (b) of this section as follows:

(1) For individuals with income at or
below 135 percent of the FPL applicable
to their family size, the full premium
subsidy amount.

(2) For individuals with income
greater than 135 percent but at or
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below 140 percent of the FPL applicable
to the family size, a premium subsidy
equal to 75 percent of the premium sub-
sidy amount.

(3) For individual with income great-
er than 140 percent but at or below 145
percent of the FPL applicable to the
family size a premium subsidy equal to
50 percent of the premium subsidy
amount.

(4) For individuals with income
greater than 145 percent but below 150
percent of FPL applicable to the fam-
ily size a premium subsidy equal to 25
percent of the premium subsidy
amount.

(e) Waiver of late enrollment penalty for
subsidy-eligible individuals. Subsidy eli-
gible individuals, as defined in §423.773,
are not subject to a late enrollment
penalty, as defined in §423.46.

(f) Waiver of de minimis premium
amounts. CMS will permit a Part D
plan to waive a de minimis amount
that is above the monthly beneficiary
premium defined in §423.780(b)(2)(ii)(A)
or (B) for full subsidy individuals as de-
fined in §423.780(a) or §423.780(d)(1), pro-
vided waiving the de minimis amount
results in a monthly beneficiary pre-
mium that is equal to the established
low income benchmark as defined in
§423.780(b)(2).

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 18182, Apr. 3, 2008; 73 FR 20508, Apr. 15,
2008; 73 FR 54253, Sept. 18, 2008; 76 FR 21576,
Apr. 15, 2011; 88 FR 22340, Apr. 12, 2023]

§423.782 Cost-sharing subsidy.

(a) Full subsidy eligible individuals.
Full subsidy eligible individuals are en-
titled to the following:

(1) Elimination of the annual deduct-
ible under §423.104(d)(1).

(2) Reduction in cost-sharing for all
covered Part D drugs covered under the
PDP or MA-PD plan below the out-of-
pocket limit (under §423.104), including
Part D drugs covered under the PDP or
MA-PD plan obtained after the initial
coverage limit (under §423.104(d)(4)), as
follows:

(i) Except as provided under para-
graphs (a)(2)(ii) and (a)(2)(iii) of this
section, copayment amounts not to ex-
ceed the copayment amounts specified
in §423.104(d)(5)(A). This applies to
both:

§423.782

(A) Those full-benefit dual eligible
individuals who are not institutional-
ized and who have income above 100
percent of the Federal poverty line ap-
plicable to the individual’s family size
and

(B) Those individuals who have in-
come under 135 percent of the Federal
poverty line applicable to the individ-
ual’s family size who meet the re-
sources test described at §423.773(b)(2).

(ii) Full-benefit dual-eligible individ-
uals who are institutionalized or who
are receiving home and community-
based services have no cost-sharing for
Part D drugs covered under their PDP
or MA-PD plans.

(iii) Full-benefit dual eligible individ-
uals with incomes that do not exceed
100 percent of the Federal poverty line
applicable to the individual’s family
size are subject to cost-sharing for cov-
ered Part D drugs equal to the lesser
of:

(A) A copayment amount of not more
than $1 for a generic drug, biological
product for which an application under
section 351(k) of the Public Health
Service Act (42 U.S.C. 262(k)) is ap-
proved, or preferred drugs that are
multiple source (as defined under sec-
tion 1927(k)(7)(A)(i) of the Act) or $3 for
any other drug in 2006, or for years
after 2006 the amounts specified in this
paragraph (a)(2)(iii)(A) for the percent-
age increase in the Consumer Price
Index, rounded to the nearest multiple
of 5 cents or 10 cents, respectively; or

(B) The copayment amount charged
to other individuals under this para-
graph (a)(2)(i) of this section.

(3) Elimination of all cost-sharing for
covered Part D drugs covered under the
PDP or MA-PD plan above the out-of-
pocket limit (under §423.104(d)(5)).

(b) Other low-income subsidy eligible in-
dividuals. Other low-income subsidy eli-
gible individuals are entitled to the fol-
lowing:

(1) In 2006, reduction in the annual
deductible to $50. This amount is in-
creased each year beginning in 2007 by
the annual percentage increase in aver-
age per capita aggregate expenditures
for Part D drugs, rounded to the near-
est multiple of $1.

(2) Fifteen percent coinsurance for
all covered Part D drugs obtained after
the annual deductible under the plan
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up to the out-of-pocket limit (under
§423.104(d)(5)(iii)).

(3) For covered Part D drugs above
the out-of-pocket limit (under
§423.104(d)(5)(iii)) in 2006, copayments
not to exceed $2 for a generic drug, bio-
logical product for which an applica-
tion under section 351(k) of the Public
Health Service Act (42 U.S.C. 262(k)) is
approved, or preferred drugs that are
multiple source drugs (as defined under
section 1927(k)(7T)(A)(i) of the Act) and
$5 for any other drug. For years begin-
ning in 2007, the amounts specified in
this paragraph (b)(3) for the previous
years increased by the annual percent-
age increase in average per capita ag-
gregate expenditures for covered Part
D drugs, rounded to the nearest mul-
tiple of 5 cents.

(c) When the out-of-pocket cost for a
covered Part D drug under a Part D
sponsor’s plan benefit package is less
than the maximum allowable copay-
ment, coinsurance or deductible
amounts under paragraphs (a) and (b)
of this section, the Part D sponsor may
only charge the lower benefit package
amount.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1548, Jan. 12, 2009; 76 FR 21576, Apr. 15,
2011; 83 FR 16753, Apr. 16, 2018]

§423.800 Administration of
program.

subsidy

(a) Notification of eligibility for low-in-
come subsidy. CMS notifies the Part D
sponsor offering the Part D plan, in
which a subsidy eligible individual is
enrolled, of the individual’s eligibility
for a subsidy under this section and the
amount of the subsidy.

(b) Reduction of premium or cost-shar-
ing by PDP sponsor or organization.
Based on information provided by CMS
under paragraph (a) of this section, or
obtained under paragraph (d) of this
section, the Part D sponsor offering the
Part D plan in which a subsidy eligible
individual is enrolled must reduce the
individual’s premiums and cost-sharing
as applicable, and provide information
to CMS on the amount of those reduc-
tions, in a manner determined by CMS.
The Part D sponsor must track the ap-
plication of the subsidies under this
subpart to be applied to the out-of-
pocket threshold.
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(c) Reimbursement for cost-sharing paid
before notification of eligibility for low-in-
come subsidy. The Part D sponsor offer-
ing the Part D plan must reimburse
subsidy eligible individuals, and orga-
nizations paying cost-sharing on behalf
of such individuals, any excess pre-
miums and cost-sharing paid by such
individual or organization after the ef-
fective date of the individual’s eligi-
bility for a subsidy under this subpart.

(d) Use of the best available evidence
process to establish cost-sharing. Part D
sponsors must—

(1) Accept best available evidence as
defined in §423.772 of this part received
from beneficiaries or other individuals
acting directly on their behalf; and

(2) Update the subsidy eligible indi-
vidual’s LIS status. and respond to re-
quests for assistance in securing ac-
ceptable evidence of subsidy eligibility
from beneficiaries or other individuals
acting directly on their behalf in ac-
cordance with the process(es) estab-
lished by CMS, and within the reason-
able timeframe(s) as determined by
CMS.

(e) Timeframe for refunds and recov-
eries due to retroactive adjustments to cost
sharing. Sponsors must process retro-
active adjustments to cost-sharing for
low-income subsidy eligible individuals
and any resulting refunds and recov-
eries in accordance with the timeframe
specified in §423.466(a) of this part.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1549, Jan. 12, 2009; 75 FR 19825, Apr. 15,
2010]

Subpart Q—Guaranteeing Access
to a Choice of Coverage
(Fallback Prescription Drug
Plans)

§423.851 Scope.

This subpart sets forth—the rights of
beneficiaries to a choice of at least two
sources of qualified prescription drug
coverage; requirements and limitations
on the bid submission, review and ap-
proval of fallback prescription drug
plans, and the determination of en-
rollee premium and plan payments for
these plans.
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§423.855 Definitions.

As used in this subpart, unless speci-
fied otherwise-

Actual costs means the subset of pre-
scription drug costs (not including ad-
ministrative costs or return on invest-
ment, but including costs directly re-
lated to the dispensing of covered Part
D drugs during the year) that are at-
tributable to standard benefits only
and that are incurred and actually paid
by the sponsor or organization under
the plan.

Actually paid has the same meaning
described in §423.308.

Eligible fallback entity or fallback enti-
ty means an entity that, for a par-
ticular contract period-

(1) Is a PDP sponsor that does not
have to be a risk-bearing entity (or, if
applying to become a fallback entity,
an entity that meets all the require-
ments to become a Part D plan sponsor
except that it does not have to be a
risk-bearing entity); and

(2) Does not submit a risk bid under
§423.265 for offering a prescription drug
plan for any PDP region for the first
year of that contract period. An entity
is treated as submitting a risk bid if
the entity is acting as a subcontractor
for an integral part of the drug benefit
management activities of an entity
that is or applies to become a non-fall-
back PDP sponsor. An entity is not
treated as submitting a bid if it is a
subcontractor of an MA organization,
unless that organization is acting as or
applies to become a non-fallback PDP
sponsor for a prescription drug plan.

Fallback prescription drug plan means
a prescription drug plan (PDP) offered
by a fallback entity that—

(1) Offers only defined standard or ac-
tuarially equivalent standard prescrip-
tion drug coverage as defined in
§423.100;

(2) Provides access to mnegotiated
prices, including discounts from manu-
facturers; and

(3) Meets all other requirements es-
tablished for prescription drug plans,
except as otherwise specified by CMS
in this subpart or in separate guidance.

Qualifying plan means a full-risk or
limited-risk prescription drug plan, as
defined in §423.258, or an MA-PD plan
described in section 1851(a)(2)(A)({1) of
the Act, that provides required pre-

§423.859

scription drug coverage, as defined in
§423.100 An MA-PD plan must be open
for enrollment and not operating under
a capacity waiver to be counted as a
qualifying plan. A PDP must not be op-
erating under a restricted enrollment
waiver, such as those that may be
granted to special needs plans or em-
ployer group plans, in order to be
counted as a qualifying plan in an area.

§423.859 Assuring access to a choice of
coverage.

(a) Choice of at least 2 qualifying plans
in each area. Each Part D eligible indi-
vidual must have available a choice of
enrollment in at least 2 qualifying
plans (as defined in §423.855) in the area
in which the individual resides. This
requirement is not satisfied if only one
entity offers all the qualifying plans in
the area. At least 1 of the 2 qualifying
plans must be a prescription drug plan.

(b) Fallback service area—(1) For cov-
erage year. Before the start of each cov-
erage year CMS determines if Part D
eligible individuals residing in a PDP
region have access to a choice of en-
rollment in a minimum of 2 qualifying
plans, as described in paragraph (a) of
this section. If CMS determines that
Part D eligible individuals in a PDP re-
gion, or some portion of the region, do
not have available a choice of enroll-
ment in a minimum of two qualified
plans, CMS designates the region or
portion of a region as a fallback service
area. Each Part D eligible individual in
a fallback service area is given the op-
portunity to enroll in a fallback pre-
scription drug plan.

(2) For mid-year changes. If a contract
with a qualifying plan is terminated in
the middle of a contract year (as pro-
vided for in §423.508, §423.509, or
§423.510), CMS determines if Part D eli-
gible individuals residing in the af-
fected PDP region still have access to a
choice of enrollment in a minimum of
2 qualifying plans, as described in para-
graph (a) of this section. If CMS deter-
mines that Part D eligible individuals
in a PDP region, or some portion of the
region, no longer have available a
choice of enrollment in a minimum of
two qualifying plans, CMS designates
the region or portion of a region as a
fallback service area.

969



§423.863

(c) Access to coverage in the territories.
CMS may waive or modify the require-
ments of this part if—

(1) CMS determines that waiver or
modification is necessary to secure ac-
cess to qualified prescription drug cov-
erage for Part D eligible individuals re-
siding in a State other than the 50
States or the District of Columbia; or

(2) An entity seeking to become a
prescription drug plan in an area such
as a territory, other than the 50 States
or the District of Columbia requests
waiver or modification of any Part D
requirement in order to provide quali-
fied prescription drug coverage.

§423.863 Submission and approval of
bids.

(a) Submission of bids—(1) Solicitation
of bids. Separate from the risk bidding
process under §423.265, CMS solicits
bids from eligible fallback entities for
the offering in all fallback service
areas in one or more PDP regions of a
fallback prescription drug plan during
the contract period specified in
§423.871(b).

(2) Timing of bids. CMS determines
when to solicit bids for 2006 so that po-
tential fallback prescription drug plans
have enough time to prepare a bid.
After that, bids are solicited on 3 year
cycles, or annually thereafter as need-
ed to replace contractors between con-
tracting cycles.

(3) Format of bid. CMS specifies the
form and manner in which fallback
bids are submitted in separate guid-
ance to bidders.

(b) Negotiation and acceptance of bids—
(1) General rule. Except as provided in
this section, the provisions of §423.272
apply for the approval or disapproval of
fallback prescription drug plans. CMS
enters into contracts under this para-
graph with eligible fallback entities for
the offering of approved fallback pre-
scription drug plans in potential fall-
back service areas.

(2) Flexibility in risk assumed and ap-
plication of fallback prescription drug
plan. In order to ensure access in an
area in accordance with §423.859(a),
CMS may approve limited risk plans
under §423.272(c) for that area. If the
access requirement is still not met
after applying §423.272(c), CMS provides
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for the offering of a fallback prescrip-
tion drug plan in that area.

(38) Limitation of 1 Plan for all fallback
service areas in a PDP region. All fall-
back service areas in any PDP region
for a contract period must be served by
the same fallback prescription drug
plan.

(4) Competitive procedures. CMS uses
competitive procedures (as defined in
section 4(5) of the Office of Federal
Procurement Policy Act (41 U.S.C.
403(5)) to enter into a contract under
this paragraph. The provisions of sec-
tion 1874A(d) of the Act apply to a con-
tract under this section in the same
manner as they apply to a contract
under that section.

(6) Timing of contracts. CMS approves
a fallback prescription drug plan for a
PDP region in a manner so that, if
there are any fallback service areas in
the region for a year, the fallback pre-
scription drug plan is offered at the
same time as prescription drug plans
are otherwise offered. In the event of
mid-year changes and as required by
§423.859(b)(2), CMS approves a fallback
prescription drug plan for a PDP region
in a manner so that the fallback pre-
scription drug plan is offered within 90
days of notice.

(6) No national fallback prescription
drug plan. CMS may not enter into a
contract with a single fallback entity
for the offering of fallback prescription
drug plans throughout the United
States.

§423.867 Rules regarding premiums.

(a) Monthly beneficiary premium. Ex-
cept as provided in §423.286(d)(3) (relat-
ing to late enrollment penalty) and
subject to subpart P (relating to low-
income assistance), the monthly bene-
ficiary premium under a fallback pre-
scription drug plan must be uniform
for all fallback service areas in a PDP
region. It must equal 25.5 percent of
CMS’s estimate of the average monthly
per capita actuarial cost, including ad-
ministrative expenses, of providing
coverage in the PDP region based on
similar expenses of prescription drug
plans that are not fallback prescription
drug plans.

(b) Special rule for collection of pre-
miums in fallback prescription drug plans.
In the case of a fallback prescription
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drug plan, the provisions of §423.293 (b)
concerning payments of the late enroll-
ment penalty to the PDP sponsor do
not apply and the monthly beneficiary
premium is collected in the manner
specified in §422.262(f)(1) of this chap-
ter, or paid directly to the fallback en-
tity by the beneficiary if there are ei-
ther no benefits, or insufficient bene-
fits available to be collected in the
manner specified under §422.262(f)(1) of
this chapter. The amount of any pre-
miums collected by the fallback entity
is deducted from management fees due
from CMS.

§423.871 Contract terms and condi-
tions.

(a) General. Except as may be appro-
priate to carry out the requirements of
this section, the terms and conditions
of contracts with eligible fallback enti-
ties offering fallback prescription drug
plans are the same as the terms and
conditions of contracts at §§423.504 and
423.505 for Part D plans.

(b) Period of contract. A contract with
a fallback entity for fallback service
areas for a PDP region is in effect for
a period of 3 years. However, a fallback
prescription drug plan may be offered
for any year within the contract period
for a particular area only if the area is
a fallback service area for that year.

(c) Entity not permitted to market or
brand fallback prescription drug plans.
Notwithstanding any other provisions
of this part, an eligible fallback entity
with a contract under this part may
not engage in any marketing or brand-
ing of a fallback prescription drug
plan.

(d) Performance measures. CMS issues
guidance establishing performance
measures for fallback prescription drug
plans based on the following:

(1) Types of performance measures. Per-
formance measures include at least
measures for each of the following:

(1) Costs. The entity contains costs to
the Medicare Prescription Drug Ac-
count and to Part D eligible individ-
uals enrolled in a fallback prescription
drug plan offered by the entity through
mechanisms such as generic substi-
tution and price discounts.

(ii) Quality programs. The entity pro-
vides the enrollees in its fallback pre-
scription drug plan with quality pro-

§423.871

grams that avoid adverse drug reac-
tions, monitor for appropriate utiliza-
tion, and reduce medical errors.

(iii) Customer service. The entity pro-
vides timely and accurate delivery of
services and pharmacy and beneficiary
support services.

(iv) Benefit administration and claims
adjudication. The entity provides effi-
cient and effective benefit administra-
tion and claims adjudication.

(2) Development of performance meas-
ures. CMS establishes detailed perform-
ance measures for use in evaluating
fallback entity performance and deter-
mination of certain management fees
based on criteria from historical per-
formance, application of acceptable
statistical measures of variation to
fallback entity and PDP sponsor (other
than fallback entities) experience na-
tionwide during a base period, or
changing program emphases or require-
ments.

(e) Payment terms. A contract ap-
proved with a fallback entity includes
terms for payment for—

(1) The actual costs of covered Part D
drugs provided to Part D eligible indi-
viduals enrolled in a fallback prescrip-
tion drug plan offered by the entity;
and

(2) Management fees that consist of
administrative costs and return on in-
vestment and are tied to the perform-
ance measures established by CMS for
the management, administration, and
delivery of the benefits under the con-
tract as provided under paragraph (d)
of this section.

(f) Requirement for the submission of in-
formation. Each contract for a fallback
prescription drug plan requires an eli-
gible fallback entity offering a fallback
prescription drug plan to provide CMS
with the information CMS determines
is necessary to carry out the payment
provisions under subpart G or under
this subpart, or as required by law. In-
formation disclosed to determine Medi-
care payment or reimbursement to the
fallback entity may be used by the offi-
cers, employees and contractors of the
Department of Health and Human
Services only for the purposes of, and
to the extent necessary in, determining
such payment or reimbursement. This
restriction does not limit CMS or OIG
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authority to conduct audits and eval-
uations necessary to ensure accurate
and correct payment and to otherwise
oversee Medicare reimbursement

(g) Amendment to reflect changes in
service area. The contract may be
amended by CMS at any time as needed
to reflect the exact regions or counties
where the fallback plan are required to
operate within the contracted service
area(s).

§423.875 Payment to fallback plans.

The amount payable for a fallback
prescription drug plan is the amount
determined under the contract for the
plan in accordance with §423.871(e).

Subpart R—Payments to Sponsors
of Retiree Prescription Drug Plans

§423.880 Basis and scope.

(a) Basis. This subpart is based on
section 1860D-22 of the Act, as amended
by section 101 of the Medicare Prescrip-
tion Drug, Improvement, and Mod-
ernization Act of 2003 (MMA).

(b) Scope. This section implements
the statutory requirement that a sub-
sidy payment be made to sponsors of
qualified retiree prescription drug
plans.

§423.882 Definitions.

For the purposes of this subpart, the
following definitions apply:

Actually paid means that the costs
must be actually incurred by the quali-
fied retiree prescription drug plan and
must be net of any direct or indirect
remuneration (including discounts,
charge backs or rebates, cash dis-
counts, free goods contingent on a pur-
chase agreement, up-front payments,
coupons, goods in kind, free or reduced-
price services, grants, or other price
concessions or similar benefits offered
to some or all purchasers) from any
source that would serve to decrease the
costs incurred under the qualified re-
tiree prescription drug plan.

Administrative costs means costs in-
curred by a qualified retiree prescrip-
tion drug plan that are not drug costs
incurred to purchase or reimburse the
purchase of Part D drugs.

Allowable retiree costs means the sub-
set of gross covered retiree plan-re-
lated prescription drug costs actually
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paid by the sponsor of the qualified re-
tiree prescription drug plan or by (or
on behalf of) a qualifying covered re-
tiree under the plan.

Benefit option means a particular ben-
efit design, category of benefits, or
cost-sharing arrangement offered with-
in a group health plan.

Employment-based retiree health cov-
erage means coverage of health care
costs under a group health plan based
on an individual’s status as a retired
participant in the plan, or as the
spouse or dependent of a retired partic-
ipant. The term includes coverage pro-
vided by voluntary insurance coverage,
or coverage as a result of a statutory
or contractual obligation.

Gross covered retiree plan-related pre-
scription drug costs, or gross retiree costs,
means those Part D drug costs incurred
under a qualified retiree prescription
drug plan, excluding administrative
costs, but including dispensing fees,
during the coverage year. They equal
the sum of the following:

(1) The share of prices paid by the
qualified retiree prescription drug plan
that is received as reimbursement by
the pharmacy or by an intermediary
contracting organization, and reim-
bursement paid to indemnify a quali-
fying covered retiree when the reim-
bursement is associated with a quali-
fying covered retiree obtaining Part D
drugs under the qualified retiree pre-
scription drug plan.

(2) All amounts paid under the quali-
fied retiree prescription drug plan by
or on behalf of a qualifying covered re-
tiree (such as the deductible, coinsur-
ance, or cost sharing) in order to ob-
tain Part D drugs that are covered
under the qualified retiree prescription
drug plan.

Group health plans include plans as
defined in section 607(1) of ERISA, 29
U.S.C. §1167(1). They also include the
following plans:

(1) A Federal or State governmental
plan, which is a plan providing medical
care that is established or maintained
for its employees by the Government of
the United States, by the government
of any State or political subdivision of
a State (including a county or local
government), or by any agency or in-
strumentality or any of the foregoing,
including a health benefits plan offered
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under chapter 89 of Title 5, United
States Code (the Federal Employee
Health Benefit Plan (FEHBP)).

(2) A collectively bargained plan,
which is a plan providing medical care
that is established or maintained under
or by one or more collective bargaining
agreements.

(3) A church plan, which is a plan
providing medical care that is estab-
lished and maintained for its employ-
ees or their beneficiaries by a church
or by a convention or association of
churches that is exempt from tax under
section 501 of the Internal Revenue
Code of 1986 (26 U.S.C. 501).

(4) An account-based medical plan
such as a Health Reimbursement Ar-
rangement (HRA) as defined in Internal
Revenue Service Notice 2002-45, 2002-28
I.R.B. 93, a health Flexible Spending
Arrangement (FSA) as defined in Inter-
nal Revenue Code (Code) section
106(c)(2), a health savings account
(HSA) as defined in Code section 223, or
an Archer MSA as defined in Code sec-
tion 220, to the extent they are subject
to ERISA as employee welfare benefit
plans providing medical care (or would
be subject to ERISA but for the exclu-
sion in ERISA section 4(b), 29 U.S.C.§.
§1003(b), for governmental plans or
church plans).

Part D drug is defined in §423.100 of
this part.

Part D eligible individual is defined in
§423.4 of this part.

Qualified retiree prescription drug plan
means employment-based retiree
health coverage that meets the re-
quirements set forth in §423.884 of this
chapter for a Part D eligible individual
who is a retired participant or the
spouse or dependent of a retired partic-
ipant under the coverage.

Qualifying covered retiree means a
Part D eligible individual who is: a par-
ticipant or the spouse or dependent of
a participant; covered under employ-
ment-based retiree health coverage
that qualifies as a qualified retiree pre-
scription drug plan; and not enrolled in
a Part D plan. For this purpose, the de-
termination of whether an individual is
covered under employment-based re-
tiree health coverage is made by the
sponsor in accordance with the rules of
its plan. For purposes of this subpart,
however, an individual is presumed not

§423.884

to be covered under employment-based
retiree health coverage if, under the
Medicare Secondary Payer rules in
§411.104 of this chapter and related
CMS guidance, the person is considered
to be receiving coverage by reason of
current employment status. The pre-
sumption applies whether or not the
Medicare Secondary Payer rules actu-
ally apply to the sponsor. For this pur-
pose, a sponsor also may treat a person
receiving coverage under its qualified
retiree prescription drug plan as the
dependent of a qualifying covered re-
tiree in accordance with the rules of its
plan, regardless of whether that person
constitutes the qualifying covered re-
tiree’s dependent for Federal or State
tax purposes.

Retiree drug subsidy amount, or subsidy
payment, means the subsidy amount
paid to sponsors of qualified retiree
prescription drug coverage under
§423.886(a).

Standard prescription drug coverage is
defined in §423.100 of this part.

Sponsor is a plan sponsor as defined
in section 3(16)(B) of the Employee Re-
tirement Income Security Act of 1974
(ERISA), 29 U.S.C. 1002(16)(B), except
that, in the case of a plan maintained
jointly by one employer and an em-
ployee organization and for which the
employer is the primary source of fi-
nancing, the term means the employer.

Sponsor agreement means an agree-
ment by the sponsor to comply with
the provisions of this subpart.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1549, Jan. 12, 2009; 77 FR 1883, Jan. 12,
2012]

§423.884 Requirements for qualified
retiree prescription drug plans.

(a) General. Employment-based re-
tiree health coverage is considered to
be a qualified retiree prescription drug
plan if all of the following require-
ments are satisfied:

(1) An actuarial attestation is sub-
mitted in accordance with paragraph
(d) of this section. The rules for sub-
mitting attestations as part of subsidy
applications are described in paragraph
(c) of this section.

(2) Part D eligible individuals cov-
ered under the plan are provided with
creditable coverage notices in accord-
ance with §423.56.
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(3) Records are maintained and made
available for audit in accordance with
paragraph (f) of this section and
§423.888(d).

(b) Disclosure of information. The
sponsor must have a written agreement
with its health insurance issuer (as de-
fined in 45 CFR 160.103), or group health
plan (as applicable) regarding disclo-
sure of information to CMS, and the
issuer or plan must disclose to CMS, on
behalf of the sponsor, the information
necessary for the sponsor to comply
with this subpart.

(c) Application—(1) Submitting an ap-
plication. The sponsor (or its designee)
must submit an application for the
subsidy to CMS that is signed by an au-
thorized representative of the sponsor.
The application must be provided in a
form and manner specified by CMS.

(2) Required information. In connec-
tion with each application the sponsor
(either directly or through its des-
ignee) must submit the following:

(i) Employer Tax ID Number (if ap-
plicable).

(ii) Sponsor name and address.

(iii) Contact name and email address.

(iv) Actuarial attestation that satis-
fies the standards specified in para-
graph (d) of this section and any other
supporting documentation required by
CMS for each qualified retiree prescrip-
tion drug plan for which the sponsor
seeks subsidy payments.

(v) A list of all individuals the spon-
sor believes (using information reason-
ably available to the sponsor when it
submits the application) are qualifying
covered retirees enrolled in each pre-
scription drug plan (including spouses
and dependents, if Medicare-eligible),
along with the information about each
person listed below in this paragraph:

(A) Full name.

(B) Health Insurance Claim (HIC)
number or Social Security number.

(C) Date of birth.

(D) Gender.

(E) Relationship to the retired em-
ployee.

(vi) A sponsor may satisfy paragraph
(c)(2)(v) of this section by entering into
a voluntary data sharing agreement
(VDSA) with CMS (or any other ar-
rangement CMS may make available).

(vii) A signed sponsor agreement.
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(viii) Any other information specified
by CMS.

(38) Terms and conditions. To receive a
subsidy payment, the sponsor (through
the signed sponsor agreement or as
otherwise specified by CMS) must spe-
cifically accept and agree to:

(i) Comply with the terms and condi-
tions of eligibility for a subsidy pay-
ment set forth in this regulation and in
any related CMS guidance;

(ii) Acknowledge that at the same
time CMS releases Part C and Part D
summary payment data in accordance
with §§422.504(n) and 423.505(0) CMS
will also release Part D retiree drug
subsidy payment data for the most re-
cently reconciled year including the
name of the eligible sponsor, the total
gross aggregate dollar amount of the
CMS subsidy, and the number of eligi-
ble retirees;

(iii) Acknowledge that the informa-
tion in the application is being pro-
vided to obtain Federal funds; and

(iv) Require that all subcontractors,
including plan administrators, ac-
knowledge that information provided
in connection with the subcontract is
used for purposes of obtaining Federal
funds.

(4) Signature by sponsor. An author-
ized representative of the requesting
sponsor must sign the completed appli-
cation and certify that the information
contained in the application is true and
accurate to the best of the sponsor’s
knowledge and belief.

(5) Timing—({1) General rule. An appli-
cation for a given plan year must be
submitted prior to the beginning of the
plan year by a date specified by CMS in
published guidance, unless a request
for an extension has been filed and ap-
proved under procedures set forth in
such guidance.

(ii) Transition rule. For plan years
that end in 2006, an application must be
submitted by September 30, 2005 unless
a request for an extension has been
filed and approved under procedures es-
tablished by CMS.

(6) Updates. The sponsor (or the des-
ignee) must provide updates to CMS in
a manner specified by CMS of the in-
formation required in paragraph (c)(2)
of this section on a monthly basis or at
a frequency specified by CMS.
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(7T) Data match. Once the full applica-
tion for the subsidy payment is sub-
mitted, CMS—

(i) Matches the names and identi-
fying information for the individuals
submitted as qualifying covered retir-
ees with a CMS database(s) to deter-
mine which retirees are Part D eligible
individuals who are not enrolled in a
Part D plan.

(ii) Provides information concerning
the results of the search in paragraph
(©)(M(@{) of this paragraph (such as
names and other identifying informa-
tion, if necessary) to the sponsor (or to
a designee).

(d) Actuarial attestation—general. The
sponsor of the plan must provide to
CMS an attestation in a form and man-
ner specified by CMS that the actuarial
value of the retiree prescription drug
coverage under the plan is at least
equal to the actuarial value of the de-
fined standard prescription coverage
(as defined at §423.100), not taking into
account the value of any discount or
coverage provided during the coverage
gap (as defined at §423.100). The attes-
tation must meet all of the following
standards:

(1) Contents of the attestation in-
clude the following assurances:

(i) The actuarial gross value of the
retiree prescription drug coverage
under the plan for the plan year is at
least equal to the actuarial gross value
of the defined standard prescription
drug coverage under Part D for the
plan year in question, not taking into
account the value of any discount or
coverage provided during the coverage
gap.

(ii) The actuarial net value of the re-
tiree prescription drug coverage under
the plan for that plan year is at least
equal to the actuarial net value of the
defined standard prescription drug cov-
erage under Part D for that plan year
in question, not taking into account
the value of any discount or coverage
provided during the coverage gap.

(iii) The actuarial values must be de-
termined using the methodology in
paragraph (d)(5) of this section.

(2) The attestation must be made by
a qualified actuary who is a member of
the American Academy of Actuaries.
Applicants may use qualified outside
actuaries, including (but not limited
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to) actuaries employed by the plan ad-
ministrator or an insurer providing
benefits under the plan. If an applicant
uses an outside actuary, the attesta-
tion can be submitted directly by the
outside actuary or by the plan sponsor.

(3) The attestation must be signed by
a qualified actuary and must state that
the attestation is true and accurate to
the best of the attester’s knowledge
and belief.

(4) The attestation must contain an
acknowledgement that the information
being provided in the attestation is
being used to obtain Federal funds.

() Methodology—(i) Basis of the attes-
tation. The attestation must be based
on generally accepted actuarial prin-
ciples and any actuarial guidelines es-
tablished by CMS in this section or in
future guidance. To the extent CMS
has not provided guidance on a specific
aspect of the actuarial equivalence
standard under this section, an actuary
providing the attestation may rely on
any reasonable interpretation of this
section and section 1860D-22(a) of the
Act consistent with generally accepted
actuarial principles in determining ac-
tuarial values.

(i1) Specific rules for determining the
actuarial value of the sponsor’s retiree
prescription drug coverage. (A) The gross
value of coverage under the sponsor’s
retiree prescription drug plan must be
determined using the actual claims ex-
perience and demographic data for Part
D eligible individuals who are partici-
pants and beneficiaries in the sponsor’s
plan, provided that sponsors without
creditable data due to their size or
other factors, may use normative data-
bases as specified by CMS. Sponsors
may use other actuarial approaches
specified by CMS as an alternative to
the actuarial valuation specified by
this paragraph (d)(5)(ii)(A).

(B) The net value of coverage pro-
vided under the sponsor’s retiree pre-
scription drug plan must be determined
by reducing the gross value of such
coverage as determined under para-
graph (d)(5)(ii)(A) of this section by the
expected premiums paid by Part D eli-
gible individuals who are plan partici-
pants or their spouses and dependents.
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For sponsors of plans that charge a sin-
gle, integrated premium or contribu-
tion to their retirees for both prescrip-
tion drug coverage and other types of
medical coverage, the attestation must
allocate a portion of the premium/con-
tribution to prescription drug coverage
under the sponsor’s plan, under any
method determined by the sponsor or
its actuary.

(iii) Specific rules for calculating the
actuarial value of defined standard pre-
scription drug coverage under Part D. (A)
The gross value of defined standard
prescription drug coverage under Part
D must be determined using the actual
claims experience and demographic
data for Part D eligible individuals in
the sponsor’s plan, provided that spon-
sors without credible data due to their
size or other factors may use nor-
mative databases as specified by CMS.
Sponsors may use other actuarial ap-
proaches specified by CMS as an alter-
native to the actuarial valuation speci-
fied by this paragraph (d)(5)(iii)(A).

(B) To calculate the net value of de-
fined standard prescription drug cov-
erage under Part D, the gross value of
defined standard prescription drug cov-
erage under Part D as determined by
paragraph (d)(5)(iii)(A) of this section
is reduced by the following amounts:

(I) The monthly beneficiary pre-
miums (as defined in §423.286) expected
to be paid for standard prescription
drug coverage; and

(2) An amount calculated to reflect
the impact on the value of defined
standard prescription drug coverage of
supplemental coverage actually pro-
vided by the sponsor. Sponsors may use
other actuarial approaches specified by
CMS as an alternative to the actuarial
valuation specified in this paragraph
(DG)ALNBI(2).

(C) The valuation of defined standard
prescription drug coverage for a given
plan year is based on the initial cov-
erage limit cost-sharing and out-of-
pocket threshold for defined standard
prescription drug coverage under Part
D in effect at the start of such plan
year, not taking into account the value
of any discount or coverage provided
during the coverage gap.

(D) Example: If a sponsor’s retiree
prescription drug plan operates under a
plan year that ends March 30, the spon-
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sor has a choice of basing the attesta-
tion for the year April 1, 2007 through
March 30, 2008 on either the initial cov-
erage limit, cost-sharing amounts, and
out-of-pocket threshold amounts that
apply to defined standard prescription
drug coverage under Part D in CY 2007,
or the amounts announced for CY 2008.
However, in order to use the amounts
applicable in CY 2007, the sponsor must
submit the attestation within 60 days
after the publication of the Part D cov-
erage limits for CY 2008. If the attesta-
tion is submitted more than 60 days
after the 2008 coverage limits have been
published, the CY 2008 coverage limits
would apply.

(iv) Employment-based retiree health
coverage with two or more benefit op-
tions. For the assurance required under
paragraph (d)(1)(i) of this section, the
assurance must be provided separately
for each benefit option for which the
sponsor requests a subsidy under this
subpart. For the assurance required
under paragraph (d)(1)(ii) of this sec-
tion, the assurance may be provided ei-
ther separately for each benefit option
for which the sponsor provided assur-
ances under paragraph (d)(1)(i) of this
section, or in the aggregate for all ben-
efit options (or for a subset of the ben-
efit options).

(6) Timing—(1) Annual submission. The
attestation must be provided annually
at the time the sponsor’s subsidy appli-
cation is submitted, or at such other
times as specified by CMS in further
guidance.

(ii) Submission following material
change. The attestation must be pro-
vided no later than 90 days before the
implementation of a material change
to the drug coverage of the sponsor’s
retiree prescription drug plan. For pur-
poses of this clause, the term ‘‘mate-
rial change’” means the addition of a
benefit option that does not impact the
actuarial value of the retiree prescrip-
tion drug coverage under the sponsor’s
plan such that it no longer meets the
standards set forth in paragraph
(d)(1)(@) or (ii) of this section.

(7) Notice of failure to continue to
satisfy the actuarial equivalence
standards. A sponsor must notify CMS,
in a form and manner specified by
CMS, no later than 90 days before the
implementation of a change to the
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drug coverage that impacts the actu-
arial value of the retiree prescription
drug coverage under the sponsor’s plan
such that it no longer meets the stand-
ards set forth in paragraph (d)(1)(i) or
(ii) of this section.

(e) Disclosure of creditable prescription
drug coverage status. The sponsor must
disclose to all of its retirees and their
spouses and dependents eligible to par-
ticipate in its plan who are Part D eli-
gible individuals whether the coverage
is creditable prescription drug cov-
erage under §423.56 in accordance with
the notification requirements under
that section.

(f) Access to records for audit. The
sponsor (and where applicable, its des-
ignee) must meet the requirements of
§423.888(d). Failure to comply with
§423.888(d) may result in nonpayment
or recoupment of all or part of a sub-
sidy payment.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20508, Apr. 15, 2008; 76 FR 21576, Apr. 15,
2011]

§423.886 Retiree
amounts.

(a) Amount of subsidy payment. (1) For
each qualifying covered retiree en-
rolled with the sponsor of a qualified
retiree prescription drug plan in a plan
year, the sponsor receives a subsidy
payment in the amount of 28 percent of
the allowable retiree costs (as defined
in §423.882) in the plan year for such re-
tiree attributable to gross retiree costs
between the cost threshold and the
cost limit as defined in paragraph (b) of
this section. The subsidy payment is
calculated by first determining gross
retiree costs between the cost thresh-
old and cost limit, and then deter-
mining allowable retiree costs attrib-
utable to the gross retiree costs. For
this purpose and where otherwise rel-
evant in this subpart, plan year is the
calendar, policy, or fiscal year on
which the records of a plan are kept.

(2) Transition provision. For a quali-
fied retiree prescription drug plan that
has a plan year which begins in cal-
endar year 2005 and ends in calendar
year 2006, the subsidy for the plan year
must be determined in the following
manner. Claims incurred in all months
of the plan year (including claims in-
curred in 2005) are taken into account

drug subsidy
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in determining which claims fall with-
in the cost threshold and cost limit for
the plan year. The subsidy amount is
determined based only on costs in-
curred on and after January 1, 2006.

(b) Cost threshold and cost limit. The
following cost threshold and cost lim-
its apply—

(1) Subject to paragraph (b)(3) of this
section, the cost threshold under this
section is equal to $250 for plan years
that end in 2006.

(2) Subject to paragraph (b)(3) of this
section, the cost limit under this sec-
tion is equal to $5,000 for plan years
that end in 2006.

(3) The cost threshold and cost limit
specified in paragraphs (b)(1) and (b)(2)
of this section, for plan years that end
in years after 2006, are adjusted in the
same manner as the annual Part D de-
ductible and the annual Part D out-of-
pocket threshold are adjusted annually
under §423.104(d)(1)(i) and (d)(b)(iii)(B),
respectively.

§423.888 Payment methods, including
provision of necessary information.

(a) Basis. The provisions of §423.301
through §423.343, including require-
ments to provide information nec-
essary to ensure accurate subsidy pay-
ments, govern payment under §423.886
except to the extent the provisions in
this section specify otherwise.

(b) General payment rules. Payment
under §423.886 is conditioned on provi-
sion of accurate information. The in-
formation must be submitted, in a
form and manner and at the times pro-
vided in this paragraph and under
other guidance specified by CMS, by
the sponsor or its designee.

(1) Timing. Payment can be made on a
monthly, quarterly or annual basis, as
elected by the plansponsor under guid-
ance specified by CMS, unless CMS de-
termines that the options must be re-
stricted because of operational limita-
tions.

(i) Monthly or quarterly payments. If
the plan sponsor elects for payment on
a monthly or quarterly basis, it must
provide information described in para-
graph (b)(2)(i) of this section on the
same monthly or quarterly basis, or at
such time as CMS specifies.
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(ii) Annual payments. If the sponsor
elects an annual payment, it must sub-
mit to CMS actual rebate and other
price concession data within 15 months
after the end of the plan year.

(2) Submission of cost data—(1) Monthly
or quarterly payments. If the plan spon-
sor elects to receive payment on a
monthly or quarterly basis, it must
submit to CMS, in a manner specified
by CMS, the gross covered retiree plan-
related prescription drug costs (as de-
fined in §423.882) incurred for its quali-
fying covered retirees during the pay-
ment period for which it is claiming a
subsidy payment and any other data
CMS may require. Except as otherwise
provided by CMS in future guidance,
the sponsor must also submit, using
historical data and generally accepted
actuarial principles, an estimate of the
extent to which its expected allowable
retiree costs differs from the gross cov-
ered retiree plan-related prescription
drug costs, based on expected rebates
and other price concessions for the up-
coming plan year. The estimate must
be used to reduce the periodic pay-
ments for the plan year. Final alloca-
tion of price concession data must
occur after the end of the year under
the reconciliation provisions of para-
graph (b)(4) of this section

(i1) Annual payments. If the plan spon-
sor elects a one-time final annual pay-
ment, it must submit, in a manner
specified by CMS, within 15 months, or
within any other longer time limit
specified by CMS, after the end of the
plan year, the total gross covered re-
tiree plan-related prescription drug
costs (as defined in §423.882) for the
plan year for which it is claiming a
subsidy payment, actual rebate and
other price concession data described
in paragraph (b)(1)(ii) of this section,
and any other data CMS may require.
The alternative is that the sponsor can
elect an interim annual payment, in
which case it must submit the fol-
lowing to CMS, at a time and in a man-
ner specified by CMS: the gross covered
retiree plan-related prescription drug
costs (as defined in §423.882) incurred
for all of its qualifying covered retirees
during the payment period for which it
is claiming a subsidy payment; an esti-
mate (using historical data and gen-
erally accepted actuarial principles) of
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the difference between such gross costs
and allowable costs (based on expected
rebates and other price concessions for
the upcoming plan year); and any other
data CMS may require.

(3) Payment by CMS. CMS makes pay-
ment after the sponsor’s submission of
the cost data at a time and in a man-
ner to be specified by CMS.

(4) Reconciliation. (i) Sponsors who
elect either monthly, quarterly or an
interim annual payment must submit
to CMS, within 15 months, or within
any other longer time limit specified
by CMS, after the end of its plan year,
the total gross covered retiree plan-re-
lated prescription drug costs (as de-
fined in §423.882), in a manner specified
by CMS; actual rebate and other price
concession data for the plan year in
question; and any other data CMS may
require.

(ii) Upon receiving this data, CMS
adjusts the payments made for the plan
year in question in a manner to be
specified by CMS.

(5) Special rule for insured plans—(i)
Interim payments. Sponsors of group
health plans that provide benefits
through health insurance coverage (as
defined in 45 CFR 144.103) and that
choose either monthly payments, quar-
terly payments or an interim annual
payment in paragraphs (b)(1) and (b)(2)
of this section, may elect to determine
gross covered plan-related retiree pre-
scription drug costs for purposes of the
monthly, quarterly or interim annual
payments based on a portion of the pre-
mium costs paid by the sponsor (or by
the qualifying covered retirees) for
coverage of the covered retirees under
the group health plan. Premium costs
that are determined, using generally
accepted actuarial principles, may be
attributable to the gross covered plan-
related retiree prescription drug costs
incurred by the health insurance issuer
(as defined in 45 CFR 144.103) for the
sponsor’s qualifying covered retirees,
except that administrative costs and
risk charges must be subtracted from
the premium.

(i1) Final payments. At the end of the
plan year, actual gross retiree plan-re-
lated prescription drug costs incurred
by the insurer (or the retiree), and the
allowable costs attributable to the
gross costs, are determined for each of
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the sponsor’s qualifying covered retir-
ees and submitted for reconciliation
after the end of the plan year as speci-
fied in paragraph (b)(4)of this section.
The data for the reconciliation can be
submitted directly to CMS by the in-
surer in a manner to be specified by
CMS. Upon receiving this data, CMS
adjusts the payments made for the rel-
evant plan year in a manner to be spec-
ified by CMS.

(c) Use of information provided. Offi-
cers, employees and contractors of the
Department of Health and Human
Services, including the Office of Inspec-
tor General (OIG), may use information
collected under this section only for
the purposes of, and to the extent nec-
essary in, carrying out this subpart in-
cluding, but not limited to, determina-
tion of payments and payment-related
oversight and program integrity activi-
ties, or as otherwise required by law.
This restriction does not limit OIG au-
thority to conduct audits and evalua-
tions necessary for carrying out these
regulations.

(d) Maintenance of records. (1) The
sponsor of the qualified retiree pre-
scription drug plan (or a designee), as
applicable, must maintain, and furnish
to CMS or the OIG upon request, the
records enumerated in paragraph (d)(3)
of this section. The records must be
maintained for 6 years after the expira-
tion of the plan year in which the costs
were incurred for the purposes of au-
dits and other oversight activities con-
ducted by CMS to assure the accuracy
of the actuarial attestation and the ac-
curacy of payments.

(2) CMS or the OIG may extend the 6-
year retention requirement for the
records enumerated in paragraph (d)(3)
of this section in the event of an ongo-
ing investigation, litigation, or nego-
tiation involving civil, administrative
or criminal liability. In addition, the
sponsor of the qualified retiree pre-
scription drug plan (or a designee), as
applicable, must maintain the records
enumerated in paragraph (d)(3) of this
section longer than 6 years if it knows
or should know that the records are the
subject of an ongoing investigation,
litigation or mnegotiation involving
civil, administrative or criminal liabil-
ity.

§423.890

(3) The records that must be retained
are:

(i) Reports and working documents of
the actuaries who wrote the attesta-
tion submitted in accordance with
§423.884(a).

(ii) All documentation of costs in-
curred and other relevant information
utilized for calculating the amount of
the subsidy payment made in accord-
ance with §423.886, including the under-
lying claims data.

(iii) Any other records specified by
CMS.

(4) CMS may issue additional guid-
ance addressing recordkeeping require-
ments, including (but not limited to)
the use of electronic media.

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1549, Jan. 12, 2009]

§423.890 Appeals.

(a) Informal written reconsideration—
(1) Initial determinations. A sponsor is
entitled to an informal written recon-
sideration of an adverse initial deter-
mination. An initial determination is a
determination regarding the following:

(i) The amount of the subsidy pay-
ment.

(ii) The actuarial equivalence of the
sponsor’s retiree prescription drug
plan.

(iii) If an enrollee in a retiree pre-
scription drug plan is a qualifying cov-
ered retiree; or

(iv) Any other similar determination
(as determined by CMS) that affects
eligibility for, or the amount of, a sub-
sidy payment.

(2) Effect of an initial determination re-
garding the retiree drug subsidy. An ini-
tial determination is final and binding
unless reconsidered in accordance with
this paragraph (a) of this section.

(3) Manner and timing for request. A
request for reconsideration must be
made in writing and filed with CMS
within 15 days of the date on the notice
of adverse determination.

(4) Content of request. The request for
reconsideration must specify the find-
ings or issues with which the sponsor
disagrees and the reasons for the dis-
agreements. The request for reconsid-
eration may include additional docu-
mentary evidence the sponsor wishes
CMS to consider.
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(5) Conduct of informal written recon-
sideration. In conducting the reconsid-
eration, CMS reviews the subsidy de-
termination, the evidence and findings
upon which it was based, and any other
written evidence submitted by the
sponsor or by CMS before notice of the
reconsidered determination is made.

(6) Decision of the informal written re-
consideration. CMS informs the sponsor
of the decision orally or through elec-
tronic mail. CMS sends a written deci-
sion to the sponsor on the sponsor’s re-
quest.

(T) Effect of CMS informal written re-
consideration. A reconsideration deci-
sion, whether delivered orally or in
writing, is final and binding unless a
request for hearing is filed in accord-
ance with paragraph (b) of this section,
or it is revised in accordance paragraph
(d) of this section.

(b) Right to informal hearing. A spon-
sor dissatisfied with the CMS reconsid-
eration decision is entitled to an infor-
mal hearing as provided in this section.

(1) Manner and timing for request. A
request for a hearing must be made in
writing and filed with CMS within 15
days of the date the sponsor receives
the CMS reconsideration decision.

(2) Content of request. The request for
informal hearing must include a copy
of the CMS reconsideration decision (if
any) and must specify the findings or
issues in the decision with which the
sponsor disagrees and the reasons for
the disagreements.

(3) Informal hearing procedures. (i)CMS
provides written notice of the time and
place of the informal hearing at least
10 days before the scheduled date.

(ii) The hearing is conducted by a
CMS hearing officer who neither re-
ceives testimony nor accepts any new
evidence that was not presented with
the reconsideration request. The CMS
hearing officer is limited to the review
of the record that was before CMS
when CMS made both its initial and re-
consideration determinations.

(iii) If CMS did not issue a written re-
consideration decision, the hearing of-
ficer may request, but not require, a
written statement from CMS or its
contractors explaining CMS’ deter-
mination, or CMS or its contractors
may, on their own, submit the written
statement to the hearing officer. Fail-
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ure of CMS to submit a written state-
ment does not result in any adverse
findings against CMS and may not in
any way be taken into account by the
hearing officer in reaching a decision.

(4) Decision of the CMS hearing officer.
The CMS hearing officer decides the
case and sends a written decision to
the sponsor, explaining the basis for
the decision.

(5) Effect of hearing officer decision.
The hearing officer decision is final
and binding, unless the decision is re-
versed or modified by the Adminis-
trator in accordance with paragraph (c)
of this section.

(c) Review by the Administrator. (1) A
sponsor that has received a hearing of-
ficer decision upholding a CMS initial
or reconsidered determination may re-
quest review by the Administrator
within 15 days of receipt of the hearing
officer’s decision.

(2) The Administrator may review
the hearing officer’s decision, any writ-
ten documents submitted to CMS or to
the hearing officer, as well as any
other information included in the
record of the hearing officer’s decision
and determine whether to uphold, re-
verse or modify the hearing officer’s
decision.

(3) The Administrator’s determina-
tion is final and binding.

(d) Reopening—(1) Ability to reopen.
CMS may reopen and revise an initial
or reconsidered determination upon its
own motion or upon the request of a
sponsor:

(i) Within 1 year of the date of the
notice of determination for any reason.

(ii) Within 4 years for good cause.

(iii) At any time when the underlying
decision was obtained through fraud or
similar fault.

(2) Notice of reopening. (i) Notice of re-
opening and any revisions following
the reopening are mailed to the spon-
sor.

(ii) Notice of reopening specifies the
reasons for revision.

(3) Effect of reopening. The revision of
an initial or reconsidered determina-
tion is final and binding unless-

(i) The sponsor requests reconsider-
ation in accordance with paragraph (a)
of this section;
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(ii) A timely request for a hearing is
filed under paragraph (b) of this sec-
tion;

(iii) The determination is reviewed
by the Administrator in accordance
with paragraph (c) of this section; or

(iv) The determination is reopened
and revised in accordance with para-
graph (d) of this section.

(4) Good cause. For purposes of this
section, CMS finds good cause if—

(i) New and material evidence exists
that was not readily available at the
time the initial determination was
made;

(ii) A clerical error in the computa-
tion of payments was made; or

(iii) The evidence that was consid-
ered in making the determination
clearly shows on its face that an error
was made.

(6) For purposes of this section, CMS
does not find good cause if the only
reason for reopening is a change of
legal interpretation or administrative
ruling upon which the initial deter-
mination was made.

(6) A decision by CMS not to reopen
an initial or reconsidered determina-
tion is final and binding and cannot be
appealed.

§423.892 Change of ownership.

(a) Change of ownership. Any of the
following constitutes a change of own-
ership:

(1) Partnership. The removal, addi-
tion, or substitution of a partner, un-
less the partners expressly agree other-
wise as permitted by applicable State
law.

(2) Asset sale. Transfer of all or sub-
stantially all of the assets of the spon-
sor to another party.

(3) Corporation. The merger of the
sponsor’s corporation into another cor-
poration or the consolidation of the
sponsor’s organization with one or
more other corporations, resulting in a
new corporate body.

(b) Change of ownership, exception.
Transfer of corporate stock or the
merger of another corporation into the
sponsor’s corporation, with the sponsor
surviving, does not ordinarily con-
stitute change of ownership.

(c) Advance mnotice requirement. A
sponsor that has a sponsor agreement
in effect under this part and is consid-

§423.894

ering or negotiating a change in owner-
ship must notify CMS at least 60 days
before the anticipated effective date of
the change.

(d) Assignment of agreement. When
there is a change of ownership as speci-
fied in paragraph (a) of this section,
and this results in a transfer of the li-
ability for prescription drug costs, the
existing sponsor agreement is auto-
matically assigned to the new owner.

(e) Conditions that apply to assigned
agreements. The new owner to whom a
sponsor agreement is assigned is sub-
ject to all applicable statutes and regu-
lations and to the terms and conditions
of the sponsor agreement.

§423.894 Construction.

Nothing in this part must be inter-
preted as prohibiting or restricting:

(a) A Part D eligible individual who
is covered under employment-based re-
tiree health coverage, including a
qualified retiree prescription drug
plan, from enrolling in a Part D plan;

(b) A sponsor or other person from
paying all or any part of the monthly
beneficiary premium (as defined in
§423.286) for a Part D plan on behalf of
a retiree (or his or her spouse or de-
pendents);

(c) A sponsor from providing cov-
erage to Part D eligible individuals
under employment-based retiree health
coverage that is—

(1) Supplemental to the benefits pro-
vided under a Part D plan; or

(2) Of higher actuarial value than the
actuarial value of standard prescrip-
tion drug coverage (as defined in
§423.104(d)); or

(d) Sponsors from providing for flexi-
bility in the benefit design and phar-
macy network for their qualified re-
tiree prescription drug coverage, with-
out regard to the requirements applica-
ble to Part D plans under §423.104, as
long as the requirements under §423.884
are met.
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Subpart S—Special Rules for
States-Eligibility Determina-
tions for Subsidies and Gen-
eral Payment Provisions

§423.900 Basis and scope.

(a) Basis. This subpart is based on
sections 1935(a) through (d) of the Act
as amended by section 103 of the MMA.

(b) Scope. This subpart specifies State
agency obligations for the Part D pre-
scription drug benefit.

§423.902 Definitions.

The following definitions apply to
this subpart:

Actuarial value of capitated prescrip-
tion drug benefits is the estimated actu-
arial value of prescription drug bene-
fits provided under a comprehensive
Medicaid managed care plan per full-
benefit dual eligible individual for 2003,
as determined using data as the Sec-
retary determines appropriate. This
value will be established using data de-
termined by the Secretary to be the
best available among the following op-
tions:

(1) State rate setting documentation
for drug costs to the full dual eligible
population;

(2) State encounter and enrollment
record databases including cost data;
and

(3) State managed care plan-specific
financial cost data; and

(4) Other appropriate data.

Applicable growth factor for each of
2004, 2005, and 2006, is the average an-
nual percent change (to that year from
the previous year) of the per capita
amount of prescription drug expendi-
tures (as determined based on the most
recent National Total Drug National
Health Expenditure projections for the
years involved). The growth factor for
2007 and succeeding years will equal
the annual percentage increase in aver-
age per capita aggregate expenditures
for covered Part D drugs in the United
States for Part D eligible individuals
for the 12-month period ending in July
of the previous year, as described in
§423.104(d)(5)(iv). CMS provides further
detail regarding the sources of data to
be used and how the annual percentage
increase will be determined via oper-
ational guidance to States.

42 CFR Ch. IV (10-1-25 Edition)

Base year Medicaid per capita expendi-
tures are equal to the weighted average
of:

(1) The gross base year (calendar year
2003) per capita Medicaid expenditures
for prescription drugs, reduced by the
rebate adjustment factor; and

(2) The estimated actuarial value of
prescription drug benefits provided
under a comprehensive capitated Med-
icaid managed care plan per full-ben-
efit dual eligible for 2003. The per cap-
ita payments for full-benefit dual eligi-
bles with comprehensive managed care
and non-managed care are weighted by
the respective average monthly full
dual eligible enrollment populations
reported through the Medicaid Statis-
tical Information System (MSIS).

Full-benefit dual eligible individual
means an individual who, for any
month-

(1) Has coverage for the month under
a prescription drug plan under Part D
of title XVIII, or under an MA-PD plan
under Part C of title XVIII; and

(2) Is determined eligible by the
State for medical assistance for full
benefits under title XIX for the month
under any eligibility category covered
under the State plan or comprehensive
benefits under a demonstration under
section 1115 of the Act. (This does not
include individuals under Pharmacy
Plus demonstrations or under a section
1115 of the Act demonstration that pro-
vides pharmacy only benefits to these
individuals.) It also includes any indi-
vidual who is determined by the State
to be eligible for medical assistance
under section 1902(a)(10)(C) of the Act
(medically needy) or section 1902(f) of
the Act (States that use more restric-
tive eligibility criteria than are used
by the SSI program) of the Act for any
month if the individual was eligible for
medical assistance in any part of the
month. For the 2003 baseline calcula-
tions, the full-benefit dual eligibles are
those individuals reported in MSIS as
having Medicaid drug benefit coverage
and Medicare Part A or Part B cov-
erage. Dual eligibility status will be es-
tablished by CMS using an algorithm
that incorporates the quarterly MSIS
dual eligibility code for the prescrip-
tion fill date and the dual eligibility
code for the prior quarter.
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Gross base year Medicaid per capita ex-
penditures are equal to the expendi-
tures, including dispensing fees, made
by the State and reported in MSIS dur-
ing calendar year 2003 for covered out-
patient drugs, excluding drugs or class-
es of drugs, or their medical uses,
which may be excluded from coverage
or otherwise restricted under section
1860D-2 of the Act, other than smoking
cessation agents determined per full-
benefit dual eligible individual for the
individuals not receiving medical as-
sistance for the drugs through a com-
prehensive Medicaid managed care
plan. This amount is determined based
on MSIS drug claims paid during the
four quarters of calendar year 2003 and
the corresponding dual eligibility en-
rollment status of the beneficiary.
MSIS drug claims having National
Drug Codes determined by CMS to be
in the Part D excluded drug class, and
claims having a program type code in-
dicating Indian Health Service or Fam-
ily Planning will be excluded from the
calculation.

Noncovered drugs are those drugs spe-
cifically excluded from the definition
of Part D drug, which may be excluded
from coverage or otherwise restricted
under Medicaid under sections
1927(d)(2) or (d)(3) of the Act, except for
smoking cessation agents.

Phased-down State contribution factor
for a month in 2006 is 90 percent; in 2007
is 88% percent; in 2008 is 8625 percent;
in 2009 is 85 percent; in 2010 is 83Ys per-
cent; in 2011 is 8125 percent; in 2012 is 80
percent; in 2013 is 78% percent; in 2014
is 7625 percent; or after December 2014,
is 75 percent.

Phased-down State contribution pay-
ment refers to the States’ monthly pay-
ment made to the Federal government
beginning in 2006 to defray a portion of
the Medicare drug expenditures for
full-benefit dual eligible individuals
whose Medicaid drug coverage is as-
sumed by Medicare Part D. The con-
tribution is calculated as Yizth of the
base year (2003) Medicaid per capita ex-
penditures for prescription drugs (that
is, covered Part D drugs) for full-ben-
efit dual eligible individuals,

(1) Multiplied by the State medical
assistance percentage;

(2) Increased for each year (beginning
with 2004 up to and including the year

§423.904

involved) by the applicable growth fac-
tor;

(3) Multiplied by the number of the
State’s full-benefit dual eligible indi-
viduals for the given month; and

(4) Multiplied by the phased-down
State contribution factor.

Rebate adjustment factor takes into
account drug rebates and, for a State,
is equal to the ratio of the four quar-
ters of calendar year 2003 of aggregate
rebate payments received by the State
under section 1927 of the Act to the
gross expenditures for covered out-
patient drugs.

State medical assistance percentage
means the proportion equal to 100 per-
cent minus the State’s Federal medical
assistance percentage, applicable to
the State for the fiscal year in which
the month occurs.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20509, Apr. 15, 2008]

§423.904 Eligibility determinations for
low-income subsidies.

(a) General rule. The State agency
must make eligibility determinations
and redeterminations for low-income
premium and cost-sharing subsidies in
accordance with subpart P of part 423.

(b) Notification to CMS. The State
agency must inform CMS of cases
where eligibility is established or rede-
termined, in a manner determined by
CMS.

(c) Screening for eligibility for Medicare
cost-sharing and enrollment under the
State plan. States must—

(1) Screen individuals who apply for
subsidies under this part for eligibility
for Medicaid programs that provide as-
sistance with Medicare cost-sharing
specified in section 1905(p)(3) of the
Act.

(2) Offer enrollment for the programs
under the State plan (or under a waiver
of the plan) for those meeting the eligi-
bility requirements.

(d) Application form and process—(1)
Assistance with application. No later
than July 1, 2005, States must make
available—

(i) Low-income subsidy application
forms;

(ii) Information on the nature of, and
eligibility requirements for, the sub-
sidies under this section; and
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(iii) Assistance with completion of
low-income subsidy application forms.

(2) Completion of application. The
State must require an individual or
personal representative applying for
the low-income subsidy to—

(i) Complete all required elements of
the application and provide documents,
as necessary, consistent with para-
graph (d)(3) of this section; and

(ii) Certify, under penalty of perjury
or similar sanction for false state-
ments, as to the accuracy of the infor-
mation provided on the application
form.

(3) The application process and States.
(i) States may require submission of
statements from financial institutions
for an application for low-income sub-
sidies to be considered complete; and

(ii) May require that information
submitted on the application be subject
to verification in a manner the State
determines to be most cost-effective
and efficient.

(4) Other information. States must
provide CMS with other information as
specified by CMS that may be needed
to carry out the requirements of the
Part D prescription drug benefit.

§423.906 General payment provisions.

(a) Regular Federal matching. Regular
Federal matching applies to the eligi-
bility determination and notification
activities specified in §423.904(a) and
(b).

(b) Medicare as primary payer. Medi-
care is the primary payer for covered
drugs for Part D eligible individuals.
Medical assistance is not available to
full-benefit dual eligible individuals,
including those not enrolled in a Part

D plan, for—
(1) Part D drugs; or
(2) Any cost-sharing obligations

under Part D relating to Part D drugs.

(3) The effective date of paragraphs
(b)(1) and (b)(2) of this section is Janu-
ary 1, 2006.

(c) Noncovered drugs. States may
elect to provide coverage for out-
patient drugs other than Part D drugs
in the same manner as provided for
non-full benefit dual eligible individ-
uals or through an arrangement with a

42 CFR Ch. IV (10-1-25 Edition)

prescription drug plan or a MA-PD
plan.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20509, Apr. 15, 2008]

§423.907 Treatment of territories.

(a) General rules. (1) Low-income Part
D eligible individuals who reside in the
territories are not eligible to receive
premium and cost-sharing subsidies
under subpart P of this part.

(2) A territory may submit a plan to
the Secretary under which medical as-
sistance is to be provided to low-in-
come individuals for the provision of
covered Part D drugs.

(3) Territories with plans approved by
the Secretary will receive increased
grants under section 1935(e)(3) of the
Act as described in paragraph (c) of
this section.

(b) Plan requirements. Plans sub-
mitted to the Secretary must include
the following:

(1) A description of the medical as-
sistance to be provided.

(2) The low-income population (in-
come less than 150 percent of the Fed-
eral poverty level) to receive medical
assistance.

(3) An assurance that no more than 10
percent of the amount of the increased
grant will be used for administrative
expenses.

(c) Increased grant amounts. The
amount of the grant provided under
section 1108 (f) of the Act as increased
by section 1108 (g) of the Act for each
territory with an approved plan for a
year is the amount in paragraph (d) of
this section multiplied by the ratio
of—

(1) The number of individuals who are
entitled to benefits under Part A or en-
rolled under Part B and who reside in
the territory (as determined by the
Secretary based on the most recent
available data for the beginning of the
year); and

(2) The sum of the number of individ-
uals in all territories in paragraph
(c)(1) of this section with approved
plans.

(d) Total grant amount.
grant amount is—

(1) For the last three quarters of fis-
cal year 2006, $28,125,000;

(2) For fiscal year 2007, $37,500,000;
and

The total

984



Centers for Medicare & Medicaid Services, HHS

(3) For each subsequent year, the
amount for the prior fiscal year in-
creased by the annual percentage in-
crease described in §423.104(d)(5)(iv).

§423.908 Phased-down State contribu-
tion to drug benefit costs assumed
by Medicare.

This subpart sets forth the require-
ments for State contributions for Part
D drug benefits based on full-benefit
dual eligible individual drug expendi-
tures.

§423.910 Requirements.

(a) General rule. Bach of the 50 States
and the District of Columbia is re-

§423.910

quired to provide for payment to CMS
a phased-down contribution to defray a
portion of the Medicare drug expendi-
tures for individuals whose projected
Medicaid drug coverage is assumed by
Medicare Part D.

(b) State contribution payment—

(1) Calculation of payment. The State
contribution payment is calculated by
CMS on a monthly basis, as indicated
in the following chart. For States that
do not meet state enrollment reporting
requirement described in paragraph (d)
of this section, the State contribution
payment is calculated using a method-
ology determined by CMS.

ILLUSTRATIVE CALCULATION OF STATE PHASED-DOWN MONTHLY CONTRIBUTION FOR 2006

Item lllustrative Value Source
i) ... Gross per capita Medicaid expenditures for prescription drugs for | $2,000 ..................... CY MSIS data
2003 for full-benefit dual eligibles not receiving drug coverage
through a comprehensive Medicaid managed care plan, excluding
drugs not covered by Part D.
(i) .... | Aggregate State rebate receipts in calendar year 2003 . . $100,000,000 .. CMS-64
(i) .... | Gross State Medicaid expenditures for prescription drugs in calendar | $500,000,000 . CMS-64
year 2003.
(iv) ... | Rebate adjustment factor . 0.2000 ....cocvvvvveinne 2) = (3)
(v) .... | Adjusted 2003 gross per capita Medlcald expendnures for prescrip- | $1,600 .......cccevvenene (1) x[1 = (4]
tion drugs for full-benefit dual eligibles not in comprehensive man-
aged care plans.
(vi) ... | Estimated actuarial value of prescription drug benefits under com- | $1,500 .........ccccoueeee To be Determined
prehensive capitated managed care plans for full-benefit dual eligi-
bles for 2003.
(vii) ... | Average number of full-benefit dual eligibles in 2003 who did not re- | 90,000 ..................... CY MSIS data
ceive covered outpatient drugs through comprehensive Medicaid
managed care plans.
(viii) .. | Average number of full-benefit dual eligibles in 2003 who received | 10,000 ..........ccccouueee CY MSIS data
covered outpatient drugs through comprehensive Medicaid man-
aged care plans.
(ix) ... | Base year State Medicaid per capita expenditures for covered Part D | $1,590 ..........cccoueuuee [(7) x (5) + (8) x (B)] +
drugs for full-benefit dual eligible individuals (weighted average of [(7) + (8)]
(5) and (6)).
(X) .... | 100 minus Federal Medical Assistance Percentage (FMAP) applica- | 0.4000 ..........cccccoeeune FEDERAL REGISTER
ble to month of State contribution (as a proportion).
(xi) ... | Applicable growth factor (cumulative increase from 2003 through | 50.0% .........cccccoueuene NHE projections
2006).
(xii) ... | Number of full-benefit dual eligibles for the month State submitted data
(xiii) .. | Phased-down State reduction factor for the month . specified in statute
(xiv) Phased-down State contribution for the month 1/12%x(9) x (10) x [1 +
(11)] x (12) x (13)

(2) Method of payment. Payments for
the phased down State contribution be-
gins in January 2006, and are made on
a monthly basis for each subsequent
month. State payment must be made
in a manner specified by CMS that is
similar to the manner in which State
payments are made under the State
Buy-in Program except that all pay-
ments must be deposited into the Medi-
care Prescription Drug Account in the

Federal Supplementary Medical Insur-
ance Trust Fund. The policy on collec-
tion of the Phased-down State con-
tribution payment is the same as the
policy that governs collection of Part
A and Part B Medicare premiums for
State Buy-in.

(c) State Medicaid Statistical Informa-
tion System (MSIS) Reporting. Effective
with calendar year (CY) 2003 and all
subsequent MSIS data submittals,
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States are required to provide accurate
and complete coding to identify the
numbers and types of Medicaid and
Medicare dual eligibles. Calendar year
2003 submittals must be complete and
must be accepted, based on CMS’ data
quality review, by December 31, 2004.

(d) State monthly enrollment report-
ing.—

(1) States must submit an electronic
file as specified in paragraph (d)(2) of
this section, identifying each full-ben-
efit dual eligible individual enrolled in
the State for each month. This file
must include specified information in-
cluding identifying information, a dual
eligible type code, available income
data and institutional status. The file
includes data on enrollment for the
current month, plus retroactive
changes in enrollment characteristics
for prior months. This file will be used
by CMS to establish the monthly en-
rollment for those individuals with
Part D drug coverage who are also de-
termined by the State to be eligible for
full Medicaid benefits subject to the
phased down State contribution pay-
ment. This file is due to CMS no later
than the last day of the reporting
month. For States that do not submit
an acceptable file by the end of the
month, the phased down State con-
tribution for that month is based on
data deemed appropriate by CMS.

(2)(1) For the period prior to April 1,
2022, States must submit the file at
least monthly and may submit updates
to that file on a more frequent basis.

(ii) For the period beginning April 1,
2022, States must submit the file at
least monthly and must submit up-
dates to that file on a daily basis.

(e) Data match. CMS performs those
periodic data matches as may be nec-
essary to identify and compute the
number of full-benefit dual eligible in-
dividuals needed to establish the State
contribution payment.

(f) Rebate adjustment factor. CMS es-
tablishes the rebate adjustment factor
using total drug expenditures made and
drug rebates received during calendar
year 2003 as reported on CMS 64 Med-
icaid expenditure reports for the four
quarters of calendar year 2003 that
were received by CMS on or before
March 31, 2004. Rebates include rebates
received under the national rebate

42 CFR Ch. IV (10-1-25 Edition)

agreement and under a State supple-
mental rebate program, as reported on
CMS-64 expenditure reports for the
four quarters of calendar year 2003.

(g) Annual per capita drug expendi-
tures. CMS notifies each State no later
than October 15 before each calendar
year, beginning October 15, 2005, of
their annual per capita drug payment
expenditure amount for the next year.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20509, Apr. 15, 2008; 85 FR 25634, May 1,
2020]

Subpart T—Appeal Procedures for
Civil Money Penailties

SOURCE: 72 FR 68736, Dec. 5, 2007, unless
otherwise noted.

§423.1000 Basis and scope.

(a) Statutory basis. (1) Section
1128A(c)(2) of the Act provides that the
Secretary may not collect a civil
money penalty until the affected party
has had notice and opportunity for a
hearing.

(2) Section 1857 (g) of the Act pro-
vides that, for Part D sponsors found to
be out of compliance with the require-
ments in part 423, specified remedies
may be imposed instead of, or in addi-
tion to, termination of the Part D
sponsor’s contract. Section 1857(g)(4) of
the Act makes certain provisions of
section 1128A of the Act applicable to
civil money penalties imposed on Part
D sponsors.

(3) Section 1860D-14A(e)(2) of the Act
specifies that the Secretary must im-
pose a civil money penalty on a manu-
facturer that fails to provide applicable
beneficiaries discounts for applicable
drugs of the manufacturer in accord-
ance with its Discount Program Agree-
ment. Section 1860D-14A(e)(2)(B) of the
Act makes certain provisions of section
1128A of the Act applicable to such
civil money penalties imposed on man-
ufacturers.

(b) [Reserved]

[72 FR 68736, Dec. 5, 2007, as amended 77 FR
22171, Apr. 12, 2012]
§423.1002 Definitions.

As used in this subpart—
Affected party means any Part D
sponsor or manufacturer (as defined in
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§423.2305) impacted by an initial deter-
mination or, if applicable, by a subse-
quent determination or decision issued
under this part, and ‘“‘party’ means the
affected party or CMS, as appropriate.

ALJ stands for Administrative Law
Judge.

Departmental Appeals Board or Board
means a Board established in the Office
of the Secretary to provide impartial
review of disputed decisions made by
the operating components of the De-
partment.

Part D sponsor has the meaning given
the term in 423.4.

[72 FR 68736, Dec. 5, 2007, as amended 77 FR
22171, Apr. 12, 2012]

§423.1004 Scope and applicability.

(a) Scope. This subpart sets forth pro-
cedures for reviewing initial deter-
minations that CMS makes with re-
spect to the matters specified in para-
graph (b) of this section.

(b) Initial determinations by CMS. CMS
makes initial determinations with re-
spect to the imposition of civil money
penalties in accordance with part 423,
subpart O.

§423.1006 Appeal rights.

(a) Appeal rights of Part D sponsors. (1)
Any Part D sponsor dissatisfied with
an initial determination as specified in
423.1004, has a right to a hearing before
an ALJ in accordance with this subpart
and may request Departmental Appeals
Board review of the ALJ decision.

(2) Part D sponsors may request judi-
cial review of the Departmental Ap-
peals Board’s decision that imposes a
CMP.

(b) [Reserved]

§423.1008 Appointment of representa-
tives.

(a) An affected party may appoint as
its representative anyone not disquali-
fied or suspended from acting as a rep-
resentative in proceedings before the
Secretary or otherwise prohibited by
law.

(b) If the representative appointed is
not an attorney, the party must file
written notice of the appointment with
the ALJ or the Departmental Appeals
Board.

(c) If the representative appointed is
an attorney, the attorney’s statement

§423.1016

that he or she has the authority to rep-
resent the party is sufficient.

§423.1010 Authority of
tives.

(a) A representative appointed and
qualified in accordance with 423.1008
may, on behalf of the represented
party—

(1) Give and accept any notice or re-
quest pertinent to the proceedings set
forth in this part;

(2) Present evidence and allegations
as to facts and law in any proceedings
affecting that party to the same extent
as the party; and

(3) Obtain information to the same
extent as the party.

(b) A notice or request may be sent
to the affected party, to the party’s
representative, or to both. A notice or
request sent to the representative has
the same force and effect as if it had
been sent to the party.

§423.1012 Fees for services of rep-
resentatives.

Fees for any services performed on
behalf of an affected party by an attor-
ney appointed and qualified in accord-
ance with 423.1008 are not subject to
the provisions of section 206 of Title II
of the Act, which authorizes the Sec-
retary to specify or limit those fees.

representa-

§423.1014 Charge for transcripts.

A party that requests a transcript of
prehearing or hearing proceedings or
Board review must pay the actual or
estimated cost of preparing the tran-
script unless, for good cause shown by
that party, the payment is waived by
the ALJ or the Departmental Appeals
Board, as appropriate.

§423.1016 Filing of briefs with the Ad-
ministrative Law Judge or Depart-
mental Appeals Board, and oppor-
tunity for rebuttal.

(a) Filing of briefs and related docu-
ments. If a party files a brief or related
document such as a written argument,
contention, suggested finding of fact,
conclusion of law, or any other written
statement, it must submit an original
and 1 copy to the ALJ or the Depart-
mental Appeals Board, as appropriate.
The material may be filed by mail or in
person and must include a statement
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certifying that a copy has been fur-
nished to the other party.

(b) Opportunity for rebuttal. (1) The
other party will have 20 calendar days
from the date of mailing or in person
filing to submit any rebuttal state-
ment or additional evidence. If a party
submits a rebuttal statement or addi-
tional evidence, it must file an original
and 1 copy with the ALJ or the Board
and furnish a copy to the other party.

(2) The ALJ or the Board will grant
an opportunity to reply to the rebuttal
statement only if the party shows good
cause.

[72 FR 68736, Dec. 5, 2007, as amended at 79
FR 29966, May 23, 2014]

§423.1018 Notice and effect of initial
determinations.

(a) Notice of initial determination—(1)
General rule. CMS, as required under
422.756(f)(2), mails notice of an initial
determination to the affected party,
setting forth the basis or reasons for
the determination, the effect of the de-
termination, the party’s right to a
hearing, and information about where
to file the request for a hearing.

(b) Effect of initial determination. An
initial determination is binding un-
less—

(1) The affected party requests a
hearing; or

(2) CMS revises its decision.

§423.1020 Request for hearing.

(a) Manner and timing of request. (1) A
Part D sponsor is entitled to a hearing
as specified in 423.1006 and may file a
request with the Departmental Appeals
Board office specified in the initial de-
termination.

(2) The Part D sponsor or its legal
representative or other authorized offi-
cial must file the request, in writing,
to the appropriate Departmental Ap-
peals Board office, with a copy to CMS,
within 60 calendar days after receipt of
the notice of initial determination, to
request a hearing before an ALJ to ap-
peal any determination by CMS to im-
pose a civil money penalty.

(b) Content of request for hearing. The
request for hearing must—

(1) Identify the specific issues, and
the findings of fact and conclusions of
law with which the affected party dis-
agrees; and
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(2) Specify the basis for each conten-
tion that a CMS finding or conclusion
of law is incorrect.

[72 FR 68736, Dec. 5, 2007, as amended at 79
FR 29966, May 23, 2014]

§423.1022 Parties to the hearing.

The parties to the hearing are the af-
fected party and CMS, as appropriate.

§423.1024 Designation of hearing offi-
cial.

(a) The Chair of the Departmental
Appeals Board, or his or her delegate,
designates an ALJ or a member or
members of the Departmental Appeals
Board to conduct the hearing.

(b) If appropriate, the Chair or the
delegate may substitute another ALJ
or another member or other members
of the Departmental Appeals Board to
conduct the hearing.

(c) As used in this part, “ALJ” in-
cludes a member or members of the De-
partmental Appeals Board who are des-
ignated to conduct a hearing.

§423.1026 Disqualification of Adminis-
trative Law Judge.

(a) An ALJ may not conduct a hear-
ing in a case in which he or she is prej-
udiced or partial to the affected party
or has any interest in the matter pend-
ing for decision.

(b) A party that objects to the ALJ
designated to conduct the hearing
must give notice of its objections at
the earliest opportunity.

(¢c) The ALJ will consider the objec-
tions and decide whether to withdraw
or proceed with the hearing.

(1) If the ALJ withdraws, another
ALJ will be designated to conduct the
hearing.

(2) If the ALJ does not withdraw, the
objecting party may, after the hearing,
present its objections to the Depart-
mental Appeals Board as reasons for
changing, modifying, or reversing the
ALJ’s decision or providing a new hear-
ing before another ALJ.

§423.1028 Prehearing conference.

(a) At any time before the hearing,
the ALJ may call a prehearing con-
ference for the purpose of delineating
the issues in controversy, identifying
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the evidence and witnesses to be pre-
sented at the hearing, and obtaining
stipulations accordingly.

(b) On the request of either party or
on his or her own motion, the ALJ may
adjourn the prehearing conference and
reconvene at a later date.

§423.1030 Notice of prehearing con-
ference.

(a) Timing of notice. The ALJ will fix
a time and place for the prehearing
conference and mail written notice to
the parties at least 10 calendar days be-
fore the scheduled date.

(b) Content of notice. The notice will
inform the parties of the purpose of the
conference and specify what issues are
sought to be resolved, agreed to, or ex-
cluded.

(c) Additional issues. Issues other than
those set forth in the notice of deter-
mination or the request for hearing
may be considered at the prehearing
conference if—

(1) Either party gives timely notice
to that effect to the ALJ and the other
party; or

(2) The ALJ raises the issues in the
notice of prehearing conference or at
the conference.

§423.1032 Conduct of prehearing con-
ference.

(a) The prehearing conference is open
to the affected party or its representa-
tive, to the CMS representatives and
their technical advisors, and to any
other persons whose presence the ALJ
considers necessary or proper.

(b) The ALJ may accept the agree-
ment of the parties as to the following:

(1) Facts that are not in controversy.

(2) Questions that have been resolved
favorably to the affected party after
the determination in dispute.

(3) Remaining issues to be resolved.

(c) The ALJ may request the parties
to indicate the following:

(1) The witnesses that will be present
to testify at the hearing.

(2) The qualifications of those wit-
nesses.

(3) The nature of other evidence to be
submitted.

§423.1040

§423.1034 Record, order, and effect of
prehearing conference.

(a) Record of prehearing conference. (1)
A record is made of all agreements and
stipulations entered into at the pre-
hearing conference.

(2) The record may be transcribed at
the request of either party or the ALJ.

(b) Order and opportunity to object. (1)
The ALJ issues an order setting forth
the results of the prehearing con-
ference, including the agreements
made by the parties as to facts not in
controversy, the matters to be consid-
ered at the hearing, and the issues to
be resolved.

(2) Copies of the order are sent to all
parties and the parties have 10 calendar
days to file objections to the order.

(3) After the 10 calendar days have
elapsed, the ALJ settles the order.

(c) Effect of prehearing conference. The
agreements and stipulations entered
into at the prehearing conference are
binding on all parties, unless a party
presents facts that, in the opinion of
the ALJ, would make an agreement un-
reasonable or inequitable.

§423.1036 Time and place of hearing.

(a) The ALJ fixes a time and place
for the hearing and gives the parties
written notice at least 10 calendar days
before the scheduled date.

(b) The notice informs the parties of
the general and specific issues to be re-
solved at the hearing.

§423.1038 Change in time and place of
hearing.

(a) The ALJ may change the time
and place for the hearing either on his
or her own initiative or at the request
of a party for good cause shown, or
may adjourn or postpone the hearing.

(b) The ALJ may reopen the hearing
for receipt of new evidence at any time
before mailing the notice of hearing de-
cision.

(c) The ALJ gives the parties reason-
able notice of any change in time or
place or any adjournment or reopening
of the hearing.

§423.1040 Joint hearings.

When two or more affected parties
have requested hearings and the same
or substantially similar matters are at
issue, the ALJ may, if all parties agree,
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fix a single time and place for the pre-
hearing conference or hearing and con-
duct all proceedings jointly. If joint
hearings are held, a single record of the
proceedings is made and a separate de-
cision issued with respect to each af-
fected party.

§423.1042 Hearing on new issues.

(a) Basic rules. (1) Within the time
limits specified in paragraph (b) of this
section, the ALJ may, at the request of
either party, or on his or her own mo-
tion, provide a hearing on new issues
that impinge on the rights of the af-
fected party.

(2) The ALJ may consider new issues
even if CMS has not made initial deter-
minations on them, and even if they
arose after the request for hearing was
filed or after a prehearing conference.

(3) The ALJ may give notice of hear-
ing on new issues at any time after the
hearing request is filed and before the
hearing record is closed.

(b) Notice and conduct of hearing on
new issues. (1) Unless the affected party
waives its right to appear and present
evidence, notice of the time and place
of hearing on any new issue will be
given to the parties in accordance with
423.1036.

(2) After giving notice, the ALJ will,
except as provided in paragraph (c) of
this section, proceed to hearing on new
issues in the same manner as on an
issue raised in the request for hearing.

(c) Remand to CMS. At the request of
either party, or on his or her own mo-
tion, in lieu of a hearing under para-
graph (b) of this section, the ALJ may
remand the case to CMS for consider-
ation of the new issue and, if appro-
priate, a determination. If necessary,
the ALJ may direct CMS to return the
case to the ALJ for further pro-
ceedings.

§423.1044 Subpoenas.

(a) Basis for issuance. The ALJ, upon
his or her own motion or at the request
of a party, may issue subpoenas if they
are reasonably necessary for the full
presentation of a case.

(b) Timing of request by a party. The
party must file a written request for a
subpoena with the ALJ at least 5 cal-
endar days before the date set for the
hearing.
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(c) Content of request. The request
must:

(1) Identify the witnesses or docu-
ments to be produced;

(2) Describe their addresses or loca-
tion with sufficient particularity to
permit them to be found; and

(3) Specify the pertinent facts the
party expects to establish by the wit-
nesses or documents, and indicate why
those facts could not be established
without use of a subpoena.

(d) Method of issuance. Subpoenas are
issued in the name of the Secretary.

§423.1046 Conduct of hearing.

(a) Participants in the hearing. The
hearing is open to the parties and their
representatives and technical advisors,
and to any other persons whose pres-
ence the ALJ considers necessary or
proper.

(b) Hearing procedures. (1) The ALJ
inquires fully into all of the matters at
issue, and receives in evidence the tes-
timony of witnesses and any docu-
ments that are relevant and material.

(2) If the ALJ believes that there is
relevant and material evidence avail-
able which has not been presented at
the hearing, he may, at any time be-
fore mailing of notice of the decision,
reopen the hearing to receive that evi-
dence.

(3) The ALJ decides the order in
which the evidence and the arguments
of the parties are presented and the
conduct of the hearing.

(4) CMS has the burden of coming for-
ward with evidence related to disputed
findings that is sufficient (together
with any undisputed findings and legal
authority) to establish a prima facie
case that CMS has a legally sufficient
basis for its determination.

(5) The affected party has the burden
of coming forward with evidence suffi-
cient to establish the elements of any
affirmative argument or defense which
it offers.

(6) The affected party bears the ulti-
mate burden of persuasion. To prevail,
the affected party must prove by a pre-
ponderance of the evidence on the
record as a whole that there is no basis
for the determination.

(c) Review of the penalty. When an
ALJ finds that the basis for imposing a
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civil money penalty exists, as specified
in 423.752, the ALJ may not—

(1) Set a penalty of zero or reduce a
penalty to zero, or

(2) Review the exercise of discretion
by CMS to impose a civil money pen-
alty.

§423.1048 Evidence.

Evidence may be received at the
hearing even though inadmissible
under the rules of evidence applicable
to court procedure. The ALJ rules on
the admissibility of evidence.

§423.1050 Witnesses.

Witnesses at the hearing testify
under oath or affirmation. The rep-
resentative of each party is permitted
to examine his or her own witnesses
subject to interrogation by the rep-
resentative of the other party. The
ALJ may ask any questions that he or
she deems necessary. The ALJ rules
upon any objection made by either
party as to the propriety of any ques-
tion.

§423.1052 Oral and written summa-
tion.

The parties to a hearing are allowed
a reasonable time to present oral sum-
mation and to file briefs or other writ-
ten statements of proposed findings of
fact and conclusions of law. Copies of
any briefs or other written statements
must be sent in accordance with
423.1016.

§423.1054 Record of hearing.

A complete record of the proceedings
at the hearing is made and transcribed
in all cases.

§423.1056 Waiver of right to appear
and present evidence.

(a) Waiver procedures. (1) If an af-
fected party wishes to waive its right
to appear and present evidence at the
hearing, it must file a written waiver
with the ALJ.

(2) If the affected party wishes to
withdraw a waiver, it may do so, for
good cause, at any time before the ALJ
mails notice of the hearing decision.

(b) Effect of waiver. If the affected
party waives the right to appear and
present evidence, the ALJ need not

§423.1060

conduct an oral hearing except in one
of the following circumstances:

(1) The ALJ believes that the testi-
mony of the affected party or its rep-
resentatives or other witnesses is nec-
essary to clarify the facts at issue.

(2) CMS shows good cause for requir-
ing the presentation of oral evidence.

(c) Dismissal for failure to appear. If,
despite the waiver, the ALJ sends no-
tice of hearing and the affected party
fails to appear, or to show good cause
for the failure, the ALJ will dismiss
the appeal in accordance with 423.1058.

(d) Hearing without oral testimony.
When there is no oral testimony, the
ALJ will—

(1) Make a record of the relevant
written evidence that was considered
in making the determination being ap-
pealed, and of any additional evidence
submitted by the parties;

(2) Furnish to each party copies of
the additional evidence submitted by
the other party; and

(3) Give both parties a reasonable op-
portunity for rebuttal.

(e) Handling of briefs and related state-
ments. If the parties submit briefs or
other written statements of evidence
or proposed findings of facts or conclu-
sions of law, those documents will be
handled in accordance with 423.1016.

§423.1058 Dismissal of request for
hearing.

(a) The ALJ may, at any time before
mailing the notice of the decision, dis-
miss a hearing request if a party with-
draws its request for a hearing or the
affected party asks that its request be
dismissed.

(b) An affected party may request a
dismissal by filing a written notice
with the ALJ.

§423.1060 Dismissal for abandonment.

(a) The ALJ may dismiss a request
for hearing if it is abandoned by the
party that requested it.

(b) The ALJ may consider a request
for hearing to be abandoned if the
party or its representative—

(1) Fails to appear at the prehearing
conference or hearing without having
previously shown good cause for not
appearing; and

(2) Fails to respond, within 10 cal-
endar days after the ALJ sends a ‘‘show
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cause’ notice, with a showing of good
cause.

§423.1062 Dismissal for cause.

On his or her own motion, or on the
motion of a party to the hearing, the
ALJ may dismiss a hearing request ei-
ther entirely or as to any stated issue,
under any of the following -cir-
cumstances:

(a) Res judicata. There has been a pre-
vious determination or decision with
respect to the rights of the same af-
fected party on the same facts and law
pertinent to the same issue or issues
which has become final either by judi-
cial affirmance or, without judicial
consideration, because the affected
party did not timely request reconsid-
eration, hearing, or review, or com-
mence a civil action with respect to
that determination or decision.

(b) No right to hearing. The party re-
questing a hearing is not a proper
party or does not otherwise have a
right to a hearing.

(c) Hearing request not timely filed. The
affected party did not file a hearing re-
quest timely and the time for filing has
not been extended.

§423.1064 Notice and effect of dis-
missal and right to request review.

(a) Notice of the ALJ’s dismissal ac-
tion is mailed to the parties. The no-
tice advises the affected party of its
right to request that the dismissal be
vacated as provided in 423.1066.

(b) The dismissal of a request for
hearing is binding unless it is vacated
by the ALJ or the Departmental Ap-
peals Board.

§423.1066 Vacating a dismissal of re-
quest for hearing.

An ALJ may vacate any dismissal of
a request for hearing if a party files a
request to that effect within 60 cal-
endar days from receipt of the notice of
dismissal and shows good cause for
vacating the dismissal.

§423.1068 Administrative Law Judge’s
decision.

(a) Timing, basis and content. As soon
as practical after the close of the hear-
ing, the ALJ issues a written decision
in the case. The decision is based on
the evidence of record and contains
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separate numbered findings of fact and
conclusions of law.

(b) Notice and effect. A copy of the de-
cision is mailed to the parties and is
binding on them unless—

(1) A party requests review by the
Departmental Appeals Board within
the time period specified in 423.1076,
and the Board reviews the case;

(2) The Departmental Appeals Board
denies the request for review and the
party seeks judicial review by filing an
action in a United States District
Court or, in the case of a civil money
penalty, in a United States Court of
Appeals;

(3) The decision is revised by an ALJ
or the Department Appeals Board; or

(4) The decision is a recommended de-
cision directed to the Board.

§423.1070 Removal of hearing to De-
partmental Appeals Board.

(a) At any time before the ALJ re-
ceives oral testimony, the Board may
remove to itself any pending request
for a hearing.

(b) Notice of removal is mailed to
each party.

(c) The Board conducts the hearing in
accordance with the rules that apply to
ALJ hearings under this subpart.

§423.1072 Remand by the Administra-
tive Law Judge.

(a) If CMS requests remand, and the
affected party concurs in writing or on
the record, the ALJ may remand any
case properly before him or her to CMS
for a determination satisfactory to the
affected party.

(b) The ALJ may remand at any time
before notice of hearing decision is
mailed.

§423.1074 Right to request Depart-
mental Appeals Board review of Ad-
ministrative Law Judge’s decision
or dismissal.

Either of the parties has a right to
request Departmental Appeals Board
review of the ALJ’s decision or dis-
missal order, and the parties are so in-
formed in the notice of the ALJ’s ac-
tion.

§423.1076 Request for Departmental
Appeals Board review.

(a) Manner and time of filing. (1) Any
party that is dissatisfied with an ALJ’s
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decision or dismissal of a hearing re-
quest, may file a written request for re-
view by the Departmental Appeals
Board.

(2) The requesting party or its rep-
resentative or other authorized official
must file the request with the DAB
within 60 calendar days from receipt of
the notice of decision or dismissal, un-
less the Board, for good cause shown by
the requesting party, extends the time
for filing.

(b) Content of request for review. A re-
quest for review of an ALJ decision or
dismissal must specify the issues, the
findings of fact or conclusions of law
with which the party disagrees, and the
basis for contending that the findings
and conclusions are incorrect.

§423.1078 Departmental Appeals
Board action on request for review.

(a) Request by CMS. The Depart-
mental Appeals Board may dismiss,
deny, or grant a request made by CMS
for review of an ALJ decision or dis-
missal.

(b) Request by the affected party. The
Board may deny or grant the affected
party’s request for review or may dis-
miss the request for one of the fol-
lowing reasons:

(1) The affected party requests dis-
missal of its request for review.

(2) The affected party did not file
timely or show good cause for late fil-
ing.

(3) The affected party does not have a
right to review.

(4) A previous determination or deci-
sion, based on the same facts and law,
and regarding the same issue, has be-
come final through judicial affirmance
or because the affected party failed to
timely request reconsideration, hear-
ing, Board review, or judicial review, as
appropriate.

(c) Effect of dismissal. The dismissal of
a request for Departmental Appeals
Board review is binding and not subject
to further review.

(d) Review panel. If the Board grants
a request for review of the ALJ’s deci-
sion, the review will be conducted by a
panel of three members of the Board,
designated by the Chair or Deputy
Chair.

§423.1084

§423.1080 Procedures before the De-
p?rtmental Appeals Board on re-
view.

The parties are given, upon request, a
reasonable opportunity to file briefs or
other written statements as to fact and
law, and to appear before the Depart-
mental Appeals Board to present evi-
dence or oral arguments. Copies of any
brief or other written statement must
be sent in accordance with 423.1016.

§423.1082
view.

(a) The Departmental Appeals Board
may admit evidence into the record in
addition to the evidence introduced at
the ALJ hearing, (or the documents
considered by the ALJ if the hearing
was waived), if the Board considers
that the additional evidence is relevant
and material to an issue before it.

(b) If it appears to the Board that ad-
ditional relevant evidence is available,
the Board will require that it be pro-
duced.

(c) Before additional evidence is ad-
mitted into the record—

(1) Notice is mailed to the parties
(unless they have waived notice) stat-
ing that evidence will be received re-
garding specified issues; and

(2) The parties are given a reasonable
time to comment and to present other
evidence pertinent to the specified
issues.

(d) If additional evidence is presented
orally to the Board, a transcript is pre-
pared and made available to any party
upon request.

Evidence admissible on re-

§423.1084 Decision or remand by the
Departmental Appeals Board.

(a) When the Departmental Appeals
Board reviews an ALJ’s decision or
order of dismissal, or receives a case
remanded by a court, the Board may
either issue a decision or remand the
case to an ALJ for a hearing and deci-
sion or a recommended decision for
final decision by the Board.

(b) In a remanded case, the ALJ initi-
ates additional proceedings and takes
other actions as directed by the Board
in its order of remand, and may take
other action not inconsistent with that
order.

(c) Upon completion of all action
called for by the remand order and any
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other consistent action, the ALJ
promptly makes a decision or, as speci-
fied by the Board, certifies the case to
the Board with a recommended deci-
sion.

(d) The parties have 20 calendar days
from the date of a notice of a rec-
ommended decision to submit to the
Board any exception, objection, or
comment on the findings of fact, con-
clusions of law, and recommended deci-
sion.

(e) After the 20-calendar day period,
the Board issues its decision adopting,
modifying or rejecting the ALJ’S rec-
ommended decision.

(f) If the Board does not remand the
case to an ALJ, the following rules
apply:

(1) The Board’s decision—

(i) Is based upon the evidence in the
hearing record and any further evi-
dence that the Board receives during
its review;

(ii) Is in writing and contains sepa-
rate numbered findings of fact and con-
clusions of law; and

(iii) May modify, affirm, or reverse
the ALJ’s decision.

(2) A copy of the Board’s decision is
mailed to each party.

§423.1086 Effect of Departmental Ap-
peals Board Decision.

(a) General rule. The Board’s decision
is binding unless—

(1) The affected party has a right to
judicial review and timely files a civil
action in a United States District
Court or, in the case of a civil money
penalty, in a United States Court of
Appeals; or

(2) The Board reopens and revises its
decision in accordance with 423.1092.

(b) Right to judicial review. Section
423.1006 specifies the circumstances
under which an affected party has a
right to seek judicial review.

(c) Special rules: Civil money penalty.
Finality of Board’s decision. When
CMS imposes a civil money penalty,
notice of the Board’s decision (or de-
nial of review) is the final administra-
tive action that initiates the 60-cal-
endar day period for seeking judicial
review.
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§423.1088 Extension of time for seek-
ing judicial review.

(a) Any affected party that is dissat-
isfied with an Departmental Appeals
Board decision and is entitled to judi-
cial review must commence civil ac-
tion within 60 calendar days from re-
ceipt of the notice of the Board’s deci-
sion, unless the Board extends the time
in accordance with paragraph (c) of
this section.

(b) The request for extension must be
filed in writing with the Board before
the 60-calendar day period ends.

(¢) For good cause shown, the Board
may extend the time for commencing
civil action.

§423.1090 Basis, timing, and authority
for reopening an Administrative
Law Judge or Board decision.

(a) Basis and timing for reopening. An
ALJ of Departmental Appeals Board
decision may be reopened, within 60
calendar days from the date of the no-
tice of decision, upon the motion of the
ALJ or the Board or upon the petition
of either party to the hearing.

(b) Authority to reopen. (1) A decision
of the Departmental Appeals Board
may be reopened only by the Depart-
mental Appeals Board.

(2) A decision of an ALJ may be re-
opened by that ALJ, by another ALJ if
that one is not available, or by the De-
partmental Appeals Board. For pur-
poses of this paragraph, an ALJ is con-
sidered to be unavailable if the ALJ
has died, terminated employment, or
been transferred to another duty sta-
tion, is on leave of absence, or is un-
able to conduct a hearing because of
illness.

§423.1092

sion.

(a) Revision based on new evidence. If
a reopened decision is to be revised on
the basis of new evidence that was not
included in the record of that decision,
the ALJ or the Departmental Appeals
Board—

(1) Notifies the parties of the pro-
posed revision; and

(2) Unless the parties waive their
right to hearing or appearance—

(i) Grants a hearing in the case of an
ALJ revision; and

Revision of reopened deci-
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(ii) Grants opportunity to appear in
the case of a Board revision.

(b) Basis for revised decision and right
to review. (1) If a revised decision is
necessary, the ALJ or the Depart-
mental Appeals Board, as appropriate,
renders it on the basis of the entire
record.

(2) If the decision is revised by an
ALJ, the Departmental Appeals Board
may review that revised decision at the
request of either party or on its own
motion.

§423.1094 Notice and effect of revised
decision.

(a) Notice. The notice mailed to the
parties states the basis or reason for
the revised decision and informs them
of their right to Departmental Appeals
Board review of an ALJ revised deci-
sion, or to judicial review of a Board
reviewed decision.

(b) Effect—(1) ALJ revised decision. An
ALJ revised decision is binding unless
it is reviewed by the Departmental Ap-
peals Board.

(2) Departmental Appeals Board revised
decision. A Board revised decision is
binding unless a party files a civil ac-
tion in a district court of the United
States within the time frames specified
in 423.1088.

[72 FR 68726, Dec. 5, 2007, as amended at 85
FR 72909, Nov. 16, 2020]

Subpart U—Reopening, ALJ Hear-
ings and ALJ and Atftorney
Adjudicator Decisions, Coun-
cil Review, and Judicial Re-
view

SOURCE: 74 FR 65363, Dec. 9, 2009, unless
otherwise noted.

§423.1968 Scope.

This subpart sets forth the require-
ments relating to the following:

(a) Part D sponsors, the Part D IRE,
ALJs and attorney adjudicators, and
the Council with respect to reopenings.

(b) ALJs with respect to hearings and
decisions or decisions of attorney adju-
dicators if no hearing is conducted.

(c) The Council with respect to re-
view of Part D appeals.

(d) Part D enrollees’ rights with re-
spect to reopenings, ALJ hearings and

§423.1980

ALJ or attorney adjudicator reviews,
Council reviews, and judicial review by
a Federal District Court.

[82 FR 5125, Jan. 17, 2017]
§§423.1970-423.1976 [Reserved]

§423.1978 Reopening determinations
and decisions.

(a) A coverage determination or rede-
termination made by a Part D plan
sponsor, a reconsideration made by the
independent review entity specified in
§423.600, or the decision of an ALJ or
attorney adjudicator or the Council
that is otherwise binding may be re-
opened and revised by the entity that
made the determination or decision as
provided in §423.1980 through §423.1986.

(b) The filing of a request for reopen-
ing does not relieve the Part D plan
sponsor of its obligation to make pay-
ment or provide benefits as specified in
§423.636 or §423.638 of this chapter.

(c) Once an entity issues a revised de-
termination or decision, the revisions
made by the decision may be appealed.

(d) A decision not to reopen by the
Part D plan sponsor or any other enti-
ty is not subject to review.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5126, Jan. 17, 2017]

§423.1980 Reopening of coverage de-
terminations, redeterminations, re-
considerations, decisions, and re-
views.

(a) General rules. (1) A reopening is a
remedial action taken to change a
binding determination or decision,
even though the binding determination
or decision may have been correct at
the time it was made based on the evi-
dence of record. Consistent with
§423.1978(a), that action may be taken
by—

(i) A Part D plan sponsor to revise
the coverage determination or redeter-
mination;

(ii) An IRE to revise the reconsider-
ation;

(iii) An ALJ or attorney adjudicator
to revise his or her decision; or

(iv) The Council to revise the ALJ or
attorney adjudicator decision, or its re-
view decision.
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(2) When an enrollee has filed a valid
request for an appeal of a coverage de-
termination, redetermination, recon-
sideration, ALJ or attorney adjudi-
cator decision, or Council review, no
adjudicator has jurisdiction to reopen
an issue that is under appeal until all
appeal rights for that issue are ex-
hausted. Once the appeal rights for the
issue have been exhausted, the Part D
plan sponsor, IRE, ALJ or attorney ad-
judicator, or Council may reopen as set
forth in this section.

(3) Consistent with §423.1978(b), the
filing of a request for reopening does
not relieve the Part D plan sponsor of
its obligation to make payment or pro-
vide benefits as specified in §423.636 or
§423.638.

(4) Consistent with §423.1978(d), the
Part D plan sponsor’s, IRE’s, ALJ’s or
attorney adjudicator’s, or Council’s de-
cision on whether to reopen is binding
and not subject to appeal.

(5) A determination under the Medi-
care secondary payer provisions of sec-
tion 1862(b) of the Act that Medicare
has an MSP recovery claim for drug
claims that were already reimbursed
by the Part D plan sponsor is not a re-
opening.

(b) Timeframes and requirements for re-
opening coverage determinations and re-
determinations initiated by a Part D plan
sponsor. A Part D plan sponsor may re-
open its coverage determination or re-
determination on its own motion:

(1) Within 1 year from the date of the
coverage determination or redeter-
mination for any reason.

(2) Within 4 years from the date of
the coverage determination or redeter-
mination for good cause as defined in
§423.1986.

(3) At any time if there exists reli-
able evidence as defined in §405.902 of
this chapter that the coverage deter-
mination was procured by fraud or
similar fault as defined in §405.902.

(c) Timeframe and requirements for re-
opening coverage determinations and re-
determinations requested by an enrollee.
(1) An enrollee may request that a Part
D plan sponsor reopen its coverage de-
termination or redetermination within
1 year from the date of the coverage de-
termination or redetermination for any
reason.
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(2) An enrollee may request that a
Part D plan sponsor reopen its cov-
erage determination or redetermina-
tion within 4 years from the date of the
coverage determination or redeter-
mination for good cause in accordance
with §423.1986.

(d) Time frame and requirements for re-
opening reconsiderations, decisions and
reviews initiated by an IRE, ALJ or attor-
ney adjudicator, or the Council. (1) An
IRE may reopen its reconsideration on
its own motion within 180 calendar
days from the date of the reconsider-
ation for good cause in accordance with
§423.1986. If the IRE’s reconsideration
was procured by fraud or similar fault,
then the IRE may reopen at any time.

(2) An ALJ or attorney adjudicator
may reopen his or her decision, or the
Council may reopen an ALJ or attor-
ney adjudicator decision on its own
motion within 180 calendar days from
the date of the decision for good cause
in accordance with §423.1986. If the de-
cision was procured by fraud or similar
fault, then the ALJ or attorney adjudi-
cator may reopen his or her decision,
or the Council may reopen an ALJ or
attorney adjudicator decision at any
time.

(3) The Council may reopen its review
decision on its own motion within 180
calendar days from the date of the re-
view decision for good cause in accord-
ance with §423.1986. If the Council’s de-
cision was procured by fraud or similar
fault, then the Council may reopen at
any time.

(e) Time frames and requirements for re-
opening reconsiderations, decisions, and
reviews requested by an enrollee or a Part
D plan sponsor. (1) An enrollee who re-
ceived a reconsideration or a Part D
plan sponsor may request that an IRE
reopen its reconsideration decision
within 180 calendar days from the date
of the reconsideration for good cause in
accordance with §423.1986.

(2) An enrollee who received an ALJ’s
or attorney adjudicator’s decision or a
Part D plan sponsor may request that
an ALJ or attorney adjudicator reopen
his or her decision, or the Council re-
open an ALJ or attorney adjudicator
decision, within 180 calendar days from
the date of the decision for good cause
in accordance with §423.1986.
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(3) An enrollee who received a Coun-
cil decision or a Part D plan sponsor
may request that the Council reopen
its decision within 180 calendar days
from the date of the review decision for
good cause in accordance with
§423.1986.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5126, Jan. 17, 2017]

§423.1982 Notice of a revised deter-
mination or decision.

(a) When adjudicators initiate re-
openings. When any determination or
decision is reopened and revised as pro-
vided in §423.1980:

(1) The Part D plan sponsor, IRE,
ALJ or attorney adjudicator, or the
Council must mail its revised deter-
mination or decision to the enrollee at
his or her last known address.

(2) The IRE, ALJ or attorney adjudi-
cator, or the Council must mail its re-
vised determination or decision to the
Part D plan sponsor.

(3) An adverse revised determination
or decision must state the rationale
and basis for the reopening and revi-
sion and any right to appeal.

(b) Reopenings initiated at the request
of an enrollee or a Part D plan sponsor.
(1) The Part D plan sponsor, IRE, ALJ
or attorney adjudicator, or the Council
must mail its revised determination or
decision to the enrollee at his or her
last known address.

(2) The IRE, ALJ or attorney adjudi-
cator or the Council must mail its re-
vised determination or decision to the
Part D plan sponsor.

(3) An adverse revised determination
or decision must state the rationale
and basis for the reopening and revi-
sion and any right to appeal.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5126, Jan. 17, 2017]

§423.1984 Effect of a revised deter-
mination or decision.

(a) Coverage determinations. The revi-
sion of a coverage determination is
binding unless an enrollee submits a
request for a redetermination that is
accepted and processed in accordance
with §423.580 through §423.590.

(b) Redeterminations. The revision of a
redetermination is binding unless an
enrollee submits a request for an IRE
reconsideration that is accepted and
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processed in accordance with §423.600
through §423.604.

(c) Reconsiderations. The revision of a
reconsideration is binding unless an en-
rollee submits a request for an ALJ
hearing that is accepted and processed
in accordance with §§423.2000 through
423.2063.

(d) ALJ or attormey adjudicator deci-
sions. The revision of an ALJ or attor-
ney adjudicator decision is binding un-
less an enrollee submits a request for a
Council review that is accepted and
processed as specified in §§423.2100
through 423.2130.

(e) Council review. The revision of a
Council determination or decision is
binding unless an enrollee files a civil
action in which a Federal District
Court accepts jurisdiction and issues a
decision.

(f) Appeal of only the portion of the de-
termination or decision revised by the re-
opening. Only the portion of the cov-
erage determination, redetermination,
reconsideration, or hearing decision re-
vised by the reopening may be subse-
quently appealed.

(g) Effect of a revised determination or
decision. Consistent with §423.1978(c), a
revised determination or decision is
binding unless it is appealed or other-
wise reopened.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5127, Jan. 17, 2017; 84 FR 19872, May T,
2019]

§423.1986 Good cause for reopening.

(a) Establishing good cause. Good
cause may be established when—

(1) There is new and material evi-
dence that—

(i) Was not available or known at the
time of the determination or decision;
and

(ii) May result in a different conclu-
sion; or

(2) The evidence that was considered
in making the determination or deci-
sion clearly shows on its face that an
obvious error was made at the time of
the determination or decision.

(b) Change in substantive law or inter-
pretative policy. (1) General rule. A
change of legal interpretation or policy
by CMS in a regulation, CMS ruling, or
CMS general instruction, whether
made in response to judicial precedent
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or otherwise, is not a basis for reopen-
ing a determination or hearing decision
regarding appeals under this section.

(2) An adjudicator may reopen a de-
termination or decision to apply the
current law or CMS or the Part D plan
sponsor policy rather than the law or
CMS or the Part D plan sponsor policy
at the time the coverage determination
is made in situations where the en-
rollee has not yet received the drug
and the current law or CMS or the Part
D plan sponsor policy may affect
whether the drug should be received.

(c) Third party payer error. A request
to reopen a claim based upon a third
party payer’s error in making a pri-
mary payment determination when
Medicare processed the claim in ac-
cordance with the information in its
system of records or on the claim form
does not constitute good cause for re-
opening.

§423.1990 Expedited access to judicial
review.

(a) Process for expedited access to judi-
cial review. (1) For purposes of this sec-
tion, a ‘‘review entity’” means an enti-
ty of up to three reviewers who are
ALJs or members of the Departmental
Appeals Board, as determined by the
Secretary.

(2) In order to obtain expedited ac-
cess to judicial review (EAJR), a re-
view entity must certify that the
Council does not have the authority to
decide the question of law or regula-
tion relevant to the matters in dispute
and that there is no material issue of
fact in dispute.

(3) An enrollee may make a request
for EAJR only once with respect to a
question of law or regulation for a spe-
cific matter in dispute in an appeal.

(b) Conditions for making the expedited
appeals request. (1) An enrollee may re-
quest EAJR in place of an ALJ hearing
or Council review if the following con-
ditions are met:

(i) An IRE has made a reconsider-
ation determination and the enrollee
has filed a request for an ALJ hearing
in accordance with §423.2002 and a deci-
sion, dismissal order, or remand order
of the ALJ or an attorney adjudicator
has not been issued; or

(ii) An ALJ or attorney adjudicator
has made a decision and the enrollee
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has filed a request for Council review
in accordance with §423.2102 and a final
decision, dismissal order, or remand
order of the Council has not been
issued.

(2) The requestor is an enrollee.

(3) The amount remaining in con-
troversy meets the threshold require-
ments specified in §423.2006.

(4) If there is more than one enrollee
to the hearing or Council review, each
enrollee concurs, in writing, with the
request for the EAJR.

(6) There are no material issues of
fact in dispute.

(c) Content of the request for EAJR.
The request for EAJR must—

(1) Allege that there are no material
issues of fact in dispute and identify
the facts that the enrollee considers
material and that are not disputed; and

(2) Assert that the only factor pre-
cluding a decision favorable to the en-
rollee is—

(i) A statutory provision that is un-
constitutional, or a provision of a regu-
lation that is invalid and specify the
statutory provision that the enrollee
considers unconstitutional or the pro-
vision of a regulation that the enrollee
considers invalid; or

(ii) A CMS Ruling that the enrollee
considers invalid.

(3) Include a copy of the IRE recon-
sideration and of any ALJ or attorney
adjudicator decision that the enrollee
has received;

(4) If the IRE reconsideration or ALJ
or attorney adjudicator decision was
based on facts that the enrollee is dis-
puting, state why the enrollee con-
siders those facts to be immaterial; and

(5) If the IRE reconsideration or ALJ
or attorney adjudicator decision was
based on a provision of a law, regula-
tion, or CMS Ruling in addition to the
one the enrollee considers unconstitu-
tional or invalid, a statement as to
why further administrative review of
how that provision applies to the facts
is not necessary.

(d) Place and time for an EAJR request.
(1) Method and place for filing request.
The enrollee may—

(i) If a request for ALJ hearing or
Council review is not pending, file a
written EAJR request with the HHS
Departmental Appeals Board, with his
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or her request for an ALJ hearing or
Council review; or

(ii) If an appeal is already pending for
an ALJ hearing or otherwise before
OMHA or the Council, file a written
EAJR request with the HHS Depart-
mental Appeals Board.

(2) Time of filing request. The en-
rollee may file a request for EAJR—

(i) If the enrollee has requested a
hearing, at any time before receipt of
the notice of the ALJ’s or attorney ad-
judicator’s decision; or

(ii) If the enrollee has requested
Council review, at any time before re-
ceipt of notice of the Council’s deci-
sion.

(e) Determination on EAJR request. (1)
The review entity described in para-
graph (a) of this section will determine
whether the request for EAJR meets
all of the requirements of paragraphs
(b), (¢), and (d) of this section.

(2) Within 60 calendar days after the
date the review entity receives a re-
quest and accompanying documents
and materials meeting the conditions
in paragraphs (b), (¢), and (d) of this
section, the review entity will issue ei-
ther a certification in accordance with
paragraph (f) of this section or a denial
of the request.

(3) A determination by the review en-
tity either certifying that the require-
ments for EAJR are met pursuant to
paragraph (f) of this section or denying
the request is not subject to review by
the Secretary.

(4) If the review entity fails to make
a determination within the timeframe
specified in paragraph (e)(2) of this sec-
tion, then the enrollee may bring a
civil action in Federal District Court
within 60 calendar days of the end of
the timeframe.

(f) Certification by the review entity. If
an enrollee meets the requirements for
the EAJR, the review entity certifies
in writing that—

(1) The material facts involved in the
appeal are not in dispute;

(2) Except as indicated in paragraph
(£)(3) of this section, the Secretary’s in-
terpretation of the law is not in dis-
pute;

(3) The sole issue(s) in dispute is the
constitutionality of a statutory provi-
sion, or the validity of a provision of a
regulation or CMS Ruling;
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(4) But for the provision challenged,
the enrollee would receive a favorable
decision on the ultimate issue; and

(6) The certification by the review
entity is the Secretary’s final action
for purposes of seeking expedited judi-
cial review.

(g8) Effect of certification by the review
entity. If an EAJR request results in a
certification described in paragraph (f)
of this section:

(1) The enrollee that requested the
EAJR is considered to have waived any
right to completion of the remaining
steps of the administrative appeals
process regarding the matter certified.

(2) The enrollee has 60 calendar days,
beginning on the date of the review en-
tity’s certification within which to
bring a civil action in Federal District
Court.

(3) The enrollee must satisfy the re-
quirements for venue under section
205(g) of the Act, as well as the require-
ments for filing a civil action in a Fed-
eral District Court under §423.2136.

(h) Rejection of EAJR. (1) If a request
for EAJR does not meet all the condi-
tions set out in paragraphs (b), (c), and
(d) of this section, or if the review enti-
ty does not certify a request for EAJR,
the review entity advises the enrollee
in writing that the request has been de-
nied, and forwards the request to
OMHA or the Council, which will treat
it as a request for hearing or for Coun-
cil review, as appropriate.

(2) Whenever a review entity for-
wards a rejected EAJR request to
OMHA or the Council, the appeal is
considered timely filed and, if an adju-
dication time frame applies to the ap-
peal, the adjudication time frame be-
gins on the day the request is received
by OMHA or the Council from the re-
view entity.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5127, Jan. 17, 2017; 84 FR 19872, May T,
2019]

§423.2000 Hearing before an ALJ and
decision by an ALJ or attorney ad-
judicator: General rule.

(a) If an enrollee is dissatisfied with
an IRE’s reconsideration, the enrollee
may request a hearing before an ALJ.

(b) A hearing before an ALJ may be
conducted in-person, by video-tele-
conference, or by telephone. At the
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hearing, the enrollee may submit evi-
dence subject to the restrictions in
§423.2018, examine the evidence used in
making the determination under re-
view, and present and/or question wit-
nesses.

(¢) In some circumstances, the Part
D plan sponsor, CMS, or the IRE may
participate in the proceedings on a re-
quest for an ALJ hearing as specified
in §423.2010.

(d) The ALJ or attorney adjudicator
conducts a de novo review and issues a
decision based on the administrative
record, including, for an ALJ, any
hearing record.

(e) If an enrollee waives his or her
right to appear at the hearing in per-
son or by telephone or video-tele-
conference, the ALJ or an attorney ad-
judicator may make a decision based
on the evidence that is in the file and
any new evidence that is submitted for
consideration.

(f) The ALJ may require the enrollee
to participate in a hearing if it is nec-
essary to decide the case. If the ALJ
determines that it is necessary to ob-
tain testimony from a person other
than the enrollee, he or she may hold a
hearing to obtain that testimony, even
if the enrollee has waived the right to
appear. In that event, however, the
ALJ will give the enrollee the oppor-
tunity to appear when the testimony is
given, but may hold the hearing even if
the enrollee decides not to appear.

(g) An ALJ or attorney adjudicator
may also issue a decision on the record
on his or her own initiative if the evi-
dence in the administrative record sup-
ports a fully favorable finding.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5127, Jan. 17, 2017]

§423.2002 Right to an ALJ hearing.

(a) An enrollee who is dissatisfied
with the IRE reconsideration deter-
mination has a right to a hearing be-
fore an ALJ if—

(1) The enrollee files a written re-
quest for an ALJ hearing within 60 cal-
endar days after receipt of the written
notice of the IRE’s reconsideration;
and

(2) The enrollee meets the amount in
controversy requirements of §423.2006.

(b) An enrollee may request that the
hearing before an ALJ be expedited if:
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(1) The appeal involves an issue speci-
fied in §423.566(b) but does not include
solely a request for payment of Part D
drugs already furnished;

(2) The enrollee submits a written or
oral request for an expedited ALJ hear-
ing within 60 calendar days of the date
of the written notice of an IRE recon-
sideration determination. The request
can only be submitted after the en-
rollee receives the written IRE recon-
sideration notice. The request should
also explain why applying the standard
timeframe may seriously jeopardize
the life or health of the enrollee; and

(3) The enrollee meets the amount in
controversy requirements of §423.2006.

(c) OMHA must document all oral re-
quests for expedited hearings in writ-
ing and maintain the documentation in
the case files.

(d) For purposes of this section, the
date of receipt of the reconsideration is
presumed to be 5 calendar days after
the date of the written reconsideration,
unless there is evidence to the con-
trary.

(e) For purposes of meeting the 60
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the office specified in
the IRE’s reconsideration.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5127, Jan. 17, 2017; 84 FR 19872, May T,
2019]

§423.2004 Right to a review of IRE no-
tice of dismissal.

(a) An enrollee has a right to have an
IRE’s dismissal of a request for recon-
sideration reviewed by an ALJ or at-
torney adjudicator if—

(1) The enrollee files a written re-
quest for review within 60 calendar
days after receipt of the notice of the
IRE’s dismissal.

(2) The enrollee meets the amount in
controversy requirements of §423.2006.

(3) For purposes of this section, the
date of receipt of the IRE’s dismissal is
presumed to be 5 calendar days after
the date of the written dismissal no-
tice, unless there is evidence to the
contrary.

(4) For purposes of meeting the 60
calendar day filing deadline, the re-
quest is considered as filed on the date
it is received by the office specified in
the IRE’s dismissal.
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(b) If the ALJ or attorney adjudi-
cator determines that the IRE’s dis-
missal was in error, he or she vacates
the dismissal and remands the case to
the IRE for a reconsideration in ac-
cordance with §423.2056.

(c) If the ALJ or attorney adjudi-
cator affirms the IRE’s dismissal of a
reconsideration request, he or she
issues a notice of decision affirming
the IRE’s dismissal in accordance with
§423.2046(b).

(d) The ALJ or attorney adjudicator
may dismiss the request for review of
an IRE’s dismissal in accordance with
§423.2052(b).

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5127, Jan. 17, 2017; 84 FR 19872, May 1,
2019]

§423.2006 Amount in controversy re-
quired for an ALJ hearing and judi-
cial review.

(a) ALJ review. To be entitled to a
hearing before an ALJ, an enrollee
must meet the amount in controversy
requirements of this section.

(1) For ALJ hearing requests, the re-
quired amount remaining in con-
troversy must be $100, increased by the
percentage increase in the medical care
component of the Consumer Price
Index for All Urban Consumers (U.S.
city average) as measured from July
2003 to the July preceding the current
year involved.

(2) If the figure in paragraph (a)(1) of
this section is not a multiple of $10, it
is rounded to the nearest multiple of
$10. The Secretary will publish changes
to the amount in controversy require-
ment in the FEDERAL REGISTER when
necessary.

(b) Judicial review. To be entitled to
judicial review, the enrollee must meet
the amount in controversy require-
ments of this subpart at the time it re-
quests judicial review. For review re-
quests, the required amount remaining
in controversy must be $1,000 or more,
adjusted as specified in paragraphs
(a)(1) and (2) of this section.

(c) Calculating the amount remaining
in controversy. (1) The amount remain-
ing in controversy is computed as the
projected value described in paragraph
(¢)(2) or (3) of this section, reduced by
any cost sharing amounts, including
deductible, coinsurance, or copayment
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amounts that may be collected from
the enrollee for the Part D drug(s).

(2) If the basis for the appeal is the
refusal by the Part D plan sponsor to
provide drug benefits, the projected
value of those benefits is used to com-
pute the amount remaining in con-
troversy. The projected value of a Part
D drug or drugs must include any costs
the enrollee could incur based on the
number of refills prescribed for the
drug(s) in dispute during the plan year.

(3) If the basis for the appeal is an at-
risk determination made under a drug
management program in accordance
with §423.153(f), the projected value of
the drugs subject to the drug manage-
ment program is used to compute the
amount remaining in controversy. The
projected value of the drugs subject to
the drug management program shall
include the value of any refills pre-
scribed for the drug(s) in dispute dur-
ing the plan year.

(d) Aggregating appeals to meet the
amount in controversy—(1) Enrollee. Two
or more appeals may be aggregated by
an enrollee to meet the amount in con-
troversy for an ALJ hearing if—

(i) The appeals have previously been
reconsidered by an IRE;

(ii) The enrollee requests aggregation
at the same time the requests for hear-
ing are filed, and the request for aggre-
gation and requests for hearing are
filed within 60 calendar days after re-
ceipt of the notice of reconsideration
for each of the reconsiderations being
appealed, unless the deadline to file
one or more of the requests for hearing
has been extended in accordance with
§423.2014(d); and

(iii) The appeals the enrollee seeks to
aggregate involve the delivery of pre-
scription drugs to a single enrollee, as
determined by an ALJ or attorney ad-
judicator. Only an ALJ may determine
the appeals the enrollee seeks to aggre-
gate do not involve the delivery of pre-
scription drugs to a single enrollee.

(2) Multiple envrollees. Two or more ap-
peals may be aggregated by multiple
enrollees to meet the amount in con-
troversy for an ALJ hearing if—

(i) The appeals have previously been
reconsidered by an IRE;
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(ii) The enrollees request aggregation
at the same time the requests for hear-
ing are filed, and the request for aggre-
gation and requests for hearing are
filed within 60 calendar days after re-
ceipt of the notice of reconsideration
for each of the reconsiderations being
appealed, unless the deadline to file
one or more of the requests for hearing
has been extended in accordance with
§423.2014(d); and

(iii) The appeals the enrollees seek to
aggregate involve the same prescrip-
tion drugs, as determined by an ALJ or
attorney adjudicator. Only an ALJ
may determine the appeals the enroll-
ees seek to aggregate do not involve
the same prescription drugs.

[84 FR 19872, May 7, 2019, as amended at 86
FR 6121, Jan. 19, 2021]

§423.2008 Parties to the proceedings
on a request for an ALJ hearing.

The enrollee (or the enrollee’s rep-
resentative) who filed the request for
hearing is the only party to the pro-
ceedings on a request for an ALJ hear-
ing.

[82 FR 5127, Jan. 17, 2017]

§423.2010 When CMS, the IRE, or Part
D plan sponsors may participate in
the proceedings on a request for an
ALJ hearing.

(a) When CMS, the IRE, or the Part D
plan sponsor may participate. (1) CMS,
the IRE, and/or the Part D plan sponsor
may request to participate in the pro-
ceedings on a request for an ALJ hear-
ing upon filing a request to participate
in accordance with paragraph (b) of
this section.

(2) An ALJ may request, but may not
require, CMS, the IRE, and/or the Part
D plan sponsor to participate in any
proceedings before the ALJ, including
the oral hearing, if any. The ALJ can-
not draw any adverse inferences if
CMS, the IRE, and/or the Part D plan
sponsor decide not to participate in
any proceedings before an ALJ, includ-
ing the hearing.

(b) How a request to participate is
made—(1) No motice of hearing. If CMS,
the IRE, and/or the Part D plan sponsor
requests participation before it re-
ceives a notice of hearing, or when no
notice is required, it must send written
notice of its request to participate to
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the assigned ALJ or attorney adjudi-
cator, or a designee of the Chief ALJ if
the request is not yet assigned to an
ALJ or attorney adjudicator, and the
enrollee, except that the request may
be made orally if a request for an expe-
dited hearing was filed and OMHA will
notify the enrollee of the request to
participate.

(2) Notice of hearing. If CMS, the IRE,
and/or the Part D plan sponsor requests
participation after the IRE and Part D
plan sponsor receive a notice of hear-
ing, it must send written notice of its
request to participate to the ALJ and
the enrollee, except that the request to
participate may be made orally for an
expedited hearing and OMHA will no-
tify the enrollee of the request to par-
ticipate.

(3) Timing of request. CMS, the IRE,
and/or the Part D plan sponsor must
send its request to participate—

(i) If a standard request for hearing
was filed, if no hearing is scheduled,
within 30 calendar days after notifica-
tion that a standard request for hear-
ing was filed;

(ii) If an expedited hearing is re-
quested, but no hearing has been sched-
uled, within 2 calendar days after noti-
fication that a request for an expedited
hearing was filed;

(iii) If a non-expedited hearing is
scheduled, within 5 calendar days after
receiving the notice of hearing; or

(iv) If an expedited hearing is sched-
uled, within 1 calendar day after re-
ceiving the notice of hearing. Requests
may be made orally or submitted by
facsimile to the hearing office.

(c) The ALJ’s or attorney adjudicator’s
decision on a request to participate. The
assigned ALJ or attorney adjudicator
has discretion not to allow CMS, the
IRE, and/or the Part D plan sponsor to
participate. The ALJ or attorney adju-
dicator must notify the entity request-
ing participation, the Part D plan
sponsor, if applicable, and the enrollee
of his or her decision on the request to
participate within the following time
frames—

(1) If no hearing is scheduled, at least
20 calendar days before the ALJ or at-
torney adjudicator issues a decision,
dismissal, or remand;
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(2) If a non-expedited hearing is
scheduled, within 5 calendar days of re-
ceipt of a request to participate; or

(3) If an expedited hearing is sched-
uled, within 1 calendar of receipt of a
request to participate.

(d) Roles and responsibilities of CMS,
the IRE, and/or the Part D plan sponsor
as a participant. (1) Participation may
include filing position papers and/or
providing testimony to clarify factual
or policy issues in a case, but it does
not include calling witnesses or cross-
examining the witnesses of an enrollee.

(2) When CMS, the IRE, and/or the
Part D plan sponsor participates in an
ALJ hearing, CMS, the IRE, and/or the
Part D plan sponsor may not be called
as a witness during the hearing and is
not subject to examination or cross-ex-
amination by the enrollee, but the en-
rollee may provide testimony to rebut
factual or policy statements made by a
participant and the ALJ may question
the participant about its testimony.

(3) CMS, IRE, and/or Part D plan
sponsor position papers and written
testimony are subject to the following:

(i) Unless the ALJ or attorney adju-
dicator grants additional time to sub-
mit a position paper or written testi-
mony, a position paper and written tes-
timony must be submitted—

(A) Within 14 calendar days for a
standard appeal, or 1 calendar day for
an expedited appeal, after receipt of
the ALJ’s or attorney adjudicator’s de-
cision on a request to participate if no
hearing has been scheduled; or

(B) No later than 5 calendar days
prior to the hearing if a non-expedited
hearing is scheduled, or 1 calendar day
prior to the hearing if an expedited
hearing is scheduled.

(ii) A copy of any position paper and
written testimony that CMS, the IRE,
or the Part D plan sponsor submits to
OMHA must be sent within the same
time frames specified in paragraph
(A)(@B)E)(A) and (B) of this section to
the enrollee.

(iii) If CMS, the IRE, and/or the Part
D plan sponsor fails to send a copy of
its position paper or written testimony
to the enrollee or fails to submit its po-
sition paper or written testimony with-
in the time frames described in this
section, the position paper or written
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testimony will not be considered in de-
ciding the appeal.

(e) Invalid requests to participate. (1)
An ALJ or attorney adjudicator may
determine that a CMS, IRE, and/or
Part D plan sponsor request to partici-
pate is invalid under this section if the
request to participate was not timely
filed or the request to participate was
not sent to the enrollee.

(2) If the request to participate is de-
termined to be invalid, the written no-
tice of an invalid request to participate
must be sent to the entity that made
the request to participate and the en-
rollee.

(i) If no hearing is scheduled or the
request to participate was made after
the hearing occurred, the written no-
tice of an invalid request to participate
must be sent no later than the date the
notice of decision, dismissal, or remand
is mailed.

(ii) If a non-expedited hearing is
scheduled, the written notice of an in-
valid request to participate must be
sent prior to the hearing. If the notice
would be sent fewer than 5 calendar
days before the hearing is scheduled to
occur, oral notice must be provided to
the entity that submitted the request,
and the written notice must be sent as
soon as possible after the oral notice is
provided.

(iii) If an expedited hearing is sched-
uled, oral notice of an invalid request
to participate must be provided to the
entity that submitted the request, and
the written notice must be sent as soon
as possible after the oral notice is pro-
vided.

[82 FR 5127, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2014 Request for an ALJ hearing
or a review of an IRE dismissal.

(a) Content of the request. (1) The re-
quest for an ALJ hearing or a review of
an IRE dismissal must be made in writ-
ing, except as set forth in paragraph (b)
of this section. The request, including
any oral request, must include all of
the following—

(i) The name, address, telephone
number, and Medicare number of the
enrollee.

(ii) The name, address, and telephone
number of the representative, as de-
fined at §423.560, if any.
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(iii) The Medicare appeal number, if
any, assigned to the IRE reconsider-
ation or dismissal being appealed.

(iv) The prescription drug in dispute.

(v) The plan name.

(vi) The reasons the enrollee dis-
agrees with the IRE’s reconsideration
or dismissal being appealed.

(2) The enrollee must submit a state-
ment of any additional evidence to be
submitted and the date it will be sub-
mitted.

(3) The enrollee must submit a state-
ment that the enrollee is requesting an
expedited hearing, if applicable.

(b) Request for expedited hearing. If an
enrollee is requesting that the hearing
be expedited, the enrollee may make
the request for an ALJ hearing orally,
but only after receipt of the written
IRE reconsideration notice. OMHA
must document all oral requests in
writing and maintain the documenta-
tion in the case files. A prescribing
physician or other prescriber may pro-
vide oral or written support for an en-
rollee’s request for expedited review.

(c) Complete request required. (1) A re-
quest must contain the information in
paragraph (a)(1) of this section to the
extent the information is applicable, to
be considered complete. If a request is
not complete, the enrollee will be pro-
vided with an opportunity to complete
the request, and if an adjudication
time frame applies it does not begin
until the request is complete. If the en-
rollee fails to provide the information
necessary to complete the request
within the time frame provided, the en-
rollee’s request for hearing or review
will be dismissed.

(2) If supporting materials submitted
with a request clearly provide informa-
tion required for a complete request,
the materials will be considered in de-
termining whether the request is com-
plete.

(d) When and where to file. The re-
quest for an ALJ hearing after an IRE
reconsideration or request for review of
an IRE dismissal must be filed:

(1) Within 60 calendar days from the
date the enrollee receives written no-
tice of the IRE’s reconsideration or dis-
missal being appealed.

(2) With the office specified in the
IRE’s reconsideration or dismissal.

42 CFR Ch. IV (10-1-25 Edition)

(i) If the request for hearing is timely
filed with an office other than the of-
fice specified in the IRE’s reconsider-
ation, the request is not treated as un-
timely, and any applicable time frame
specified in §423.2016 for deciding the
appeal begins on the date the office
specified in the IRE’s reconsideration
or dismissal receives the request for
hearing.

(ii) If the request for hearing is filed
with an office, other than the office
specified in the IRE’s reconsideration
or dismissal, OMHA must notify the
enrollee of the date the request was re-
ceived in the correct office and the
commencement of any applicable adju-
dication timeframe.

(e) Extension of time to request a hear-
ing or review. (1) If the request for hear-
ing or review is not filed within 60 cal-
endar days of receipt of the written
IRE’s reconsideration or dismissal, an
enrollee may request an extension for
good cause.

(2) Any request for an extension of
time must be in writing or, for expe-
dited reviews, in writing or oral. OMHA
must document all oral requests in
writing and maintain the documenta-
tion in the case file.

(3) The request must be filed with the
office specified in the notice of recon-
sideration or dismissal, must give the
reasons why the request for a hearing
or review was not filed within the stat-
ed time period, and must be filed with
the request for hearing or request for
review of an IRE dismissal, or upon no-
tice that the request may be dismissed
because it was not timely filed.

(4) An ALJ or attorney adjudicator
may find there is good cause for miss-
ing the deadline to file a request for an
ALJ hearing or request for review of an
IRE dismissal, or there is no good
cause for missing the deadline to file a
request for a review of an IRE dis-
missal, but only an ALJ may find there
is no good cause for missing the dead-
line to file a request for an ALJ hear-
ing. If good cause is found for missing
the deadline, the time period for filing
the request for hearing or request for
review of an IRE dismissal will be ex-
tended. To determine whether good
cause for late filing exists, the ALJ or
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attorney adjudicator uses the stand-
ards set forth in §405.942(b)(2) and (3) of
this chapter.

(5) If a request for hearing is not
timely filed, any applicable adjudica-
tion period in §423.2016 begins the date
the ALJ or attorney adjudicator grants
the request to extend the filing dead-
line.

(6) A determination granting a re-
quest to extend the filing deadline is
not subject to further review.

[82 FR 5128, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019; 86 FR 6121, Jan. 19,
2021]

§423.2016 Timeframes for deciding an
appeal of an IRE reconsideration.

(a) Standard appeals. (1) When a re-
quest for an ALJ hearing is filed after
an IRE has issued a written reconsider-
ation, an ALJ or attorney adjudicator
issues a decision, dismissal order, or re-
mand, as appropriate, no later than the
end of the 90 calendar day period begin-
ning on the date the request for hear-
ing is received by the office specified in
the IRE’s notice of reconsideration, un-
less the 90 calendar day period has been
extended as provided in this subpart.

(2) The adjudication period specified
in paragraph (a)(1) of this section be-
gins on the date that a timely filed re-
quest for hearing is received by the of-
fice specified in the IRE’s reconsider-
ation, or, if it is not timely filed, the
date that the ALJ or attorney adjudi-
cator grants any extension to the filing
deadline.

(3) If the Council remands a case and
the case was subject to an adjudication
time frame under paragraph (a)(1) of
this section, the remanded appeal will
be subject to the same adjudication
time frame beginning on the date that
OMHA receives the Council remand.

(b) Expedited appeals—(1) Standard for
expedited appeal. An ALJ or attorney
adjudicator issues an expedited deci-
sion if the appeal involves an issue
specified in §423.566(b), but is not solely
a request for payment of Part D drugs
already furnished, and the enrollee’s
prescribing physician or other pre-
scriber indicates, or an ALJ or attor-
ney adjudicator determines that apply-
ing the standard timeframe for making
a decision may seriously jeopardize the
enrollee’s life, health or ability to re-
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gain maximum function. An ALJ or at-
torney adjudicator may consider this
standard as met if a lower level adjudi-
cator has granted a request for an ex-
pedited decision.

(2) Grant of a request. If an ALJ or at-
torney adjudicator grants a request for
expedited hearing, an ALJ or attorney
adjudicator must—

(i) Make the decision to grant an ex-
pedited appeal within 5 calendar days
of receipt of the request for an expe-
dited hearing;

(ii) Give the enrollee prompt oral no-
tice of this decision; and

(iii) Subsequently send to the en-
rollee at his or her last known address
and to the Part D plan sponsor written
notice of the decision. This notice may
be provided within the written notice
of hearing.

(3) Denial of a request. If an ALJ or at-
torney adjudicator denies a request for
expedited hearing, an ALJ or attorney
adjudicator must—

(i) Make this decision within 5 cal-
endar days of receipt of the request for
expedited hearing;

(ii) Give the enrollee prompt oral no-
tice of the denial that informs the en-
rollee of the denial and explains that
an ALJ or attorney adjudicator will
process the enrollee’s request using the
90 calendar day timeframe for non-ex-
pedited appeals; and

(iii) Subsequently send to the en-
rollee at his or her last known address
and to the Part D plan sponsor an
equivalent written notice of the deci-
sion within 3 calendar days after the
oral notice.

(4) Decision not appealable. A decision
on a request for expedited hearing may
not be appealed.

(6) Time frame for adjudication. (i) If
an ALJ or attorney adjudicator accepts
a request for expedited hearing, an ALJ
or attorney adjudicator issues a writ-
ten decision, dismissal order, or re-
mand as expeditiously as the enrollee’s
health condition requires, but no later
than the end of the 10 calendar day pe-
riod beginning on the date the request
for hearing is received by the office
specified in the IRE’s written notice of
reconsideration, unless the 10 calendar
day period has been extended as pro-
vided in this subpart.
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(ii) The adjudication period specified
in paragraph (b)(5)(i) of this section be-
gins on the date that a timely provided
request for hearing is received by the
office specified in the IRE’s reconsider-
ation, or, if it is not timely provided,
the date that an ALJ or attorney adju-
dicator grants any extension to the fil-
ing deadline.

(6) Time frame for Council remands. If
the Council remands a case and the
case was subject to an adjudication
time frame under paragraph (b)(5) of
this section, the remanded appeal will
be subject to the same adjudication
timeframe beginning on the date that
OMHA receives the Council remand, if
the standards for an expedited appeal
continue to be met. If the standards for
an expedited appeal are no longer met,
the appeal will be subject to the adju-
dication time frame for a standard ap-
peal.

(c) Waivers and extensions of adjudica-
tion period. (1) At any time during the
adjudication process, the enrollee may
waive the adjudication period specified
in paragraphs (a)(1) and (b)(5) of this
section. The waiver may be for a spe-
cific period of time agreed upon by the
ALJ or attorney adjudicator and the
enrollee.

(2) The adjudication periods specified
in paragraphs (a)(1) and (b)(6) of this
section are extended as otherwise spec-
ified in this subpart, and for the fol-
lowing events—

(i) The duration of a stay of action on
adjudicating the matters at issue or-
dered by a court or tribunal of com-
petent jurisdiction;

(ii) The duration of a stay of pro-
ceedings granted by an ALJ or attor-
ney adjudicator on a motion by an en-
rollee.

[82 FR 5129, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2018 Submitting evidence.

(a) All appeals. An enrollee must sub-
mit any written or other evidence that
he or she wishes to have considered.

(1) An ALJ or attorney adjudicator
will not consider any evidence sub-
mitted regarding a change in condition
of an enrollee after the appealed cov-
erage determination or at-risk deter-
mination was made.

42 CFR Ch. IV (10-1-25 Edition)

(2) An ALJ or attorney adjudicator
will remand a case to the Part D IRE
where an enrollee wishes evidence on
his or her change in condition after the
coverage determination or at-risk de-
termination to be considered.

(b) Non-expedited appeals. (1) Except
as provided in this paragraph, a rep-
resented enrollee must submit all writ-
ten or other evidence he or she wishes
to have considered with the request for
hearing, by the date specified in the re-
quest for hearing in accordance with
§423.2014(a)(2), or, if a hearing is sched-
uled, within 10 calendar days of receiv-
ing the notice of hearing.

(2) If a represented enrollee submits
written or other evidence later than 10
calendar days after receiving the no-
tice of hearing, any applicable adju-
dication period specified in §423.2016 is
extended by the number of calendar
days in the period between 10 calendar
days after receipt of the notice of hear-
ing and the day the evidence is re-
ceived.

(3) The requirements of paragraph (b)
of this section do not apply to unrepre-
sented enrollees.

(c) Expedited appeals. (1) Except as
provided in this section, an enrollee
must submit all written or other evi-
dence he or she wishes to have consid-
ered with the request for hearing, by
the date specified in the request for
hearing pursuant to §423.2014(a)(2), or,
if an expedited hearing is scheduled,
within 2 calendar days of receiving the
notice of the expedited hearing.

(2) If an enrollee submits written or
other evidence later than 2 calendar
days after receiving the notice of expe-
dited hearing, any applicable adjudica-
tion period specified in §423.2016 is ex-
tended by the number of calendar days
in the period between 2 calendar days
after receipt of the notice of expedited
hearing and the day the evidence is re-
ceived.

(d) When this section does not apply.
The requirements of paragraphs (b) and
(c) of this section do not apply to oral
testimony given at a hearing.

[82 FR 5130, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018]
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§423.2020 Time and place for a hear-
ing before an ALJ.

(a) General. The ALJ sets the time
and place for the hearing, and may
change the time and place, if nec-
essary.

(b) Determining how appearances are
made. (1) Appearances by unrepresented
enrollees. The ALJ will direct that the
appearance of an unrepresented en-
rollee who filed a request for hearing
be conducted by video-teleconferencing
if the ALJ finds that video-teleconfer-
encing technology is available to con-
duct the appearance, unless the ALJ
finds good cause for an in-person ap-
pearance.

(i) The ALJ may also offer to conduct
a hearing by telephone if the request
for hearing or administrative record
suggests that a telephone hearing may
be more convenient for the unrepre-
sented enrollee.

(ii) The ALJ, with the concurrence of
the Chief ALJ or designee, may find
good cause that an in-person hearing
should be conducted if—

(A) The video-teleconferencing or
telephone technology is not available;
or

(B) Special or extraordinary cir-
cumstances exist.

(2) Appearances by represented enroll-
ees. The ALJ will direct that the ap-
pearance of an individual, other than
an unrepresented enrollee who filed a
request for hearing, be conducted by
telephone, unless the ALJ finds good
cause for an appearance by other
means.

(i) The ALJ may find good cause for
an appearance by video-teleconfer-
encing if he or she determines that
video-teleconferencing is necessary to
examine the facts or issues involved in
the appeal.

(ii) The ALJ, with the concurrence of
the Chief ALJ or designee, may find
good cause that an in-person hearing
should be conducted if—

(A) The video-teleconferencing and
telephone technology are not available;
or

(B) Special or
cumstances exist.

(c) Notice of hearing. (1) A notice of
hearing is sent to the enrollee, the
Part D plan sponsor that issued the
coverage determination or at-risk de-

extraordinary cir-
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termination, and the IRE that issued
the reconsideration, advising them of
the proposed time and place of the
hearing.

(2) The notice of hearing will require
the enrollee to reply to the notice by:

(i) Acknowledging whether they plan
to attend the hearing at the time and
place proposed in the notice of hearing,
or whether they object to the proposed
time and/or place of the hearing;

(ii) If the representative is an entity
or organization, specifying who from
the entity or organization plans to at-
tend the hearing, if anyone, and in
what capacity, in addition to the indi-
vidual who filed the request for hear-
ing; and

(iii) Listing the witnesses who will be
providing testimony at the hearing.

(3) The notice of hearing will require
CMS, the IRE, or the Part D plan spon-
sor that requests to attend the hearing
as a participant to reply to the notice
by:

(i) Acknowledging whether it plans
to attend the hearing at the time and
place proposed in the notice of hearing;
and

(ii) Specifying who from the entity
plans to attend the hearing,

(d) An enrollee’s right to waive a hear-
ing. An enrollee may also waive the
right to a hearing and request a deci-
sion based on the written evidence in
the record in accordance with
§423.2038(b).

(1) As specified in §423.2000, an ALJ
may require the enrollee to attend a
hearing if it is necessary to decide the
case.

(2) If an ALJ determines that it is
necessary to obtain testimony from a
person other than the enrollee, he or
she may still hold a hearing to obtain
that testimony, even if the enrollee has
waived the right to appear. In those
cases, the ALJ would give the enrollee
the opportunity to appear when the
testimony is given but may hold the
hearing even if the enrollee decides not
to appear.

(e) An enrollee’s objection to time and
place of hearing. (1) If an enrollee ob-
jects to the time and place of the hear-
ing, the enrollee must notify the ALJ
at the earliest possible opportunity be-
fore the time set for the hearing.
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(2) The enrollee must state the rea-
son for the objection and state the
time and place he or she wants the
hearing to be held.

(3) The objection must be in writing
except for an expedited hearing when
the objection may be provided orally,
and except that the enrollee may oral-
ly request that a non-expedited hearing
be rescheduled in an emergency cir-
cumstance the day prior to or day of
the hearing. The ALJ must document
all oral objections to the time and
place of a hearing in writing and main-
tain the documentation in the case
files.

(4) The ALJ may change the time or
place of the hearing if the enrollee has
good cause.

(5) If the enrollee’s objection to the
place of the hearing includes a request
for an in-person or video-teleconfer-
encing hearing, the objection and re-
quest are considered in paragraph (i) of
this section.

(f) Good cause for changing the time or
place. The ALJ can find good cause for
changing the time or place of the
scheduled hearing and reschedule the
hearing if the information available to
the ALJ supports the enrollee’s conten-
tion that—

(1) The enrollee or his or her rep-
resentative is unable to attend or to
travel to the scheduled hearing because
of a serious physical or mental condi-
tion, incapacitating injury, or death in
the family; or

(2) Severe weather conditions make
it impossible to travel to the hearing;
or

(3) Good cause exists as set forth in
paragraph (g) of this section.

(g) Good cause in other circumstances.
(1) In determining whether good cause
exists in circumstances other than
those set forth in paragraph (f) of this
section, the ALJ considers the enroll-
ee’s reason for requesting the change,
the facts supporting the request, and
the impact of the change on the effi-
cient administration of the hearing
process.

(2) Factors evaluated to determine
the impact of the change include, but
are not limited to, the effect on proc-
essing other scheduled hearings, poten-
tial delays in rescheduling the hearing,
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and whether any prior changes were
granted the enrollee.

(3) Examples of other circumstances
an enrollee might give for requesting a
change in the time or place of the hear-
ing include, but are not limited to, the
following:

(i) The enrollee has attempted to ob-
tain a representative but needs addi-
tional time.

(ii) The enrollee’s representative was
appointed within 10 calendar days of
the scheduled hearing for non-expe-
dited hearings (or 2 calendar days for
expedited hearings) and needs addi-
tional time to prepare for the hearing.

(iii) The enrollee’s representative has
a prior commitment to be in court or
at another administrative hearing on
the date scheduled for the hearing.

(iv) A witness who will testify to
facts material to an enrollee’s case is
unavailable to attend the scheduled
hearing and the evidence cannot be
otherwise obtained.

(v) Transportation is not readily
available for an enrollee to travel to
the hearing.

(vi) The enrollee is unrepresented,
and is unable to respond to the notice
of hearing because of any physical,
mental, educational, or linguistic limi-
tations (including any lack of facility
with the English language).

(vii) The enrollee or enrollee’s rep-
resentative has a prior commitment
that cannot be changed without signifi-
cant expense.

(viii) The enrollee or enrollee’s rep-
resentative asserts he or she did not re-
ceive the notice of hearing and is un-
able to appear at the scheduled time
and place.

(h) Effect of rescheduling hearing. If a
hearing is postponed at the request of
the enrollee for any of the above rea-
sons, the time between the originally
scheduled hearing date and the new
hearing date is not counted toward the
adjudication period specified in
§423.2016.

(i) An enrollee’s request for an in-per-
son or video-teleconferencing hearing. (1)
If an unrepresented enrollee objects to
a video-teleconferencing hearing or to
the ALJ’s offer to conduct a hearing by
telephone, or a represented enrollee
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who filed the request for hearing ob-
jects to a telephone or video-tele-
conferencing hearing, the enrollee or
the enrollee’s representative must no-
tify the ALJ at the earliest possible op-
portunity before the time set for the
hearing and request a video-teleconfer-
encing or an in-person hearing.

(2) The enrollee must state the rea-
son for the objection and state the
time and/or place he or she wants an
in-person or video-teleconferencing
hearing to be held.

(3) The request must be in writing ex-
cept for an expedited hearing for which
the request may be provided orally.
The ALJ must document all oral objec-
tions to an expedited video-teleconfer-
encing or telephone hearing in writing
and maintain the documentation in the
case files.

(4) When an enrollee’s request for an
in-person or video-teleconferencing
hearing is granted and an adjudication
time frame applies in accordance with
§423.2016, the ALJ issues a decision,
dismissal, or remand to the IRE within
the adjudication time frame specified
in §423.2016 (including any applicable
extensions provided in this subpart),
unless the enrollee requesting the hear-
ing agrees to waive such adjudication
timeframe in writing.

(6) The ALJ may grant the request,
with the concurrence of the Chief ALJ
or designee if the request was for an in-
person hearing, upon a finding of good
cause and will reschedule the hearing
for a time and place when the enrollee
may appear in person or by video-tele-
conference before the ALJ. Good cause
is not required for a request for video-
teleconferencing hearing made by an
unrepresented enrollee who filed the
request for hearing and objects to an
ALJ’s offer to conduct a hearing by
telephone.

(j) Amended notice of hearing. If the
ALJ changes or will change the time
and/or place of the hearing, an amend-
ed notice of hearing must be sent to
the enrollee and CMS, the IRE, and/or
the Part D plan sponsor in accordance
with §423.2022(a)(2).

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5130, Jan. 17, 2017; 83 FR 16754, Apr. 16,
2018; 84 FR 19873, May 7, 2019]

§423.2022

§423.2022 Notice of a hearing before
an ALdJ.

(a) Issuing the notice. (1) After the
ALJ sets the time and place of the
hearing, the notice of the hearing will
be mailed or otherwise transmitted in
accordance with OMHA procedures to
the enrollee and other potential par-
ticipants, as provided in §423.2020(c) at
their last known addresses, or given by
personal service, except to an enrollee
or other potential participant who in-
dicates in writing that he or she does
not wish to receive this notice.

(2) The notice is mailed, transmitted,
or served at least 20 calendar days be-
fore the hearing, except for expedited
hearings where written notice is
mailed, transmitted, or served at least
3 calendar days before the hearing, un-
less the enrollee or other potential par-
ticipant agrees in writing to the notice
being mailed, transmitted, or served
fewer than 20 calendar days before the
non-expedited hearing or 3 calendar
days before the expedited hearing. For
expedited hearings, the ALJ may oral-
ly provide notice of the hearing to the
enrollee and other potential partici-
pants but oral notice must be followed
by an equivalent written notice within
1 calendar day of the oral notice.

(b) Notice information. (1) The notice
of hearing contains—

(i) A statement that the issues before
the ALJ include all of the issues
brought out in the coverage determina-
tion or at-risk determination, redeter-
mination, or reconsideration that were
not decided entirely in the enrollee’s
favor and that were specified in the re-
quest for hearing; and

(ii) A statement of any specific new
issues the ALJ will consider in accord-
ance with §423.2032.

(2) The notice will inform the en-
rollee that he or she may designate a
person to represent him or her during
the proceedings.

(3) The notice must include an expla-
nation of the procedures for requesting
a change in the time or place of the
hearing, a reminder that the ALJ may
dismiss the hearing request if the en-
rollee fails to appear at the scheduled
hearing without good cause, and other
information about the scheduling and
conduct of the hearing.
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(4) The enrollee will also be told if
his or her appearance or that of any
other witness is scheduled by video-
teleconferencing, telephone, or in per-
son. If the ALJ has scheduled the en-
rollee to appear at the hearing by
video-teleconferencing, the notice of
hearing will advise that the scheduled
place for the hearing is a video-tele-
conferencing site and explain what it
means to appear at the hearing by
video-teleconferencing.

(6) The notice advises the enrollee
that if he or she objects to appearing
by video-teleconferencing or telephone,
and wishes instead to have his or her
hearing at a time and place where he or
she may appear in person before the
ALJ, he or she must follow the proce-
dures set forth at §423.2020(i) for noti-
fying the ALJ of his or her objections
and for requesting an in-person hear-
ing.

(c) Acknowledging the notice of hear-
ing. (1) If the enrollee or his or her rep-
resentative does not acknowledge re-
ceipt of the notice of hearing, OMHA
attempts to contact the enrollee for an
explanation.

(2) If the enrollee states that he or
she did not receive the notice of hear-
ing, a copy of the notice is sent to him
or her by certified mail or other means
requested by the enrollee and in ac-
cordance with OMHA procedures.

(3) The enrollee may request that the
ALJ reschedule the hearing in accord-
ance with §423.2020(e).

[82 FR 5131, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018]

§423.2024 Objections to the issues.

(a) If an enrollee objects to the issues
described in the notice of hearing, he
or she must notify the ALJ in writing
at the earliest possible opportunity be-
fore the time set for the hearing, and
no later than 5 calendar days before
the hearing, except for expedited hear-
ings in which the enrollee must submit
written or oral notice of objection no
later than 2 calendar days before the
hearing. OMHA must document all oral
objections in writing and maintain the
documentation in the case files.

(b) The enrollee must provide the
reasons for his or her objections.

42 CFR Ch. IV (10-1-25 Edition)

(c) The ALJ makes a decision on the
objections either in writing, at a pre-
hearing conference, or at the hearing.

[74 FR 656363, Dec. 9, 2009, as amended at 82
FR 5132, Jan. 17, 2017]

§423.2026 Disqualification of the AL.J
or attorney adjudicator.

(a) An ALJ or attorney adjudicator
may not adjudicate an appeal if he or
she is prejudiced or partial to the en-
rollee or has any interest in the matter
pending for decision.

(b) If an enrollee objects to the ALJ
or attorney adjudicator assigned to ad-
judicate the appeal, the enrollee must
notify the ALJ within 10 calendar days
of the date of the notice of hearing if a
non-expedited hearing is scheduled, ex-
cept for expedited hearings in which
the enrollee must submit written or
oral notice no later than 2 calendar
days after the date of the notice of
hearing, or the ALJ or attorney adjudi-
cator at any time before a decision,
dismissal order, or remand order is
issued if no hearing is scheduled. The
ALJ or attorney adjudicator must doc-
ument all oral objections in writing
and maintain the documentation in the
case files. The ALJ or attorney adjudi-
cator considers the enrollee’s objec-
tions and decides whether to proceed
with the appeal or withdraw.

(c) If the ALJ or attorney adjudi-
cator withdraws, another ALJ or attor-
ney adjudicator will be assigned to ad-
judicate the appeal. If the ALJ or at-
torney adjudicator does not withdraw,
the enrollee may, after the ALJ or at-
torney adjudicator has issued an action
in the case, present his or her objec-
tions to the Council in accordance with
§423.2100 through §423.2130. The Council
will then consider whether the decision
or dismissal should be revised or, if ap-
plicable, a new hearing held before an-
other ALJ.

(d) If the enrollee objects to the ALJ
or attorney adjudicator and the ALJ or
attorney adjudicator subsequently
withdraws from the appeal, any adju-
dication period that applies to the ap-
peal in accordance with §423.2016 is ex-
tended by 14 calendar days for a stand-
ard appeal, or 2 calendar days for an
expedited appeal.

[82 FR 5132, Jan. 17, 2017]
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§423.2030 ALJ hearing procedures.

(a) General rule. A hearing is open to
the enrollee and to other persons the
ALJ considers necessary and proper.

(b) At the hearing. (1) The ALJ fully
examines the issues, questions the en-
rollee and other witnesses, and may ac-
cept evidence that is material to the
issues consistent with §423.2018.

(2) The ALJ may limit testimony and
argument at the hearing that are not
relevant to an issue before the ALJ,
that are repetitive of evidence or testi-
mony already in the record, or that re-
late to an issue that has been suffi-
ciently developed or on which the ALJ
has already ruled. The ALJ may, but is
not required to, provide the enrollee or
representative with an opportunity to
submit additional written statements
and affidavits on the matter in lieu of
testimony and/or argument at the
hearing. The written statements and
affidavits must be submitted within
the time frame designated by the ALJ.

(3) If the ALJ determines that the en-
rollee or enrollee’s representative is
uncooperative, disruptive to the hear-
ing, or abusive during the course of the
hearing after the ALJ has warned the
enrollee or representative to stop such
behavior, the ALJ may excuse the en-
rollee or representative from the hear-
ing and continue with the hearing to
provide the participants with an oppor-
tunity to offer testimony and/or argu-
ment. If an enrollee or representative
was excused from the hearing, the ALJ
will provide the enrollee or representa-
tive with an opportunity to submit
written statements and affidavits in
lieu of testimony and/or argument at
the hearing, and the enrollee or rep-
resentative may request a recording of
the hearing in accordance with
§423.2042 and respond in writing to any
statements made by participants and/
or testimony of the witnesses at the
hearing. The written statements and
affidavits must be submitted within
the time frame designated by the ALJ.

(c) Missing evidence. The ALJ may
also stop the hearing temporarily and
continue it at a later date if he or she
believes that there is material evidence
missing at the hearing.

(d) Effect of new evidence on adjudica-
tion period. If an enrollee, other than an
unrepresented enrollee in a standard

§423.2032

appeal, submits evidence pursuant to
paragraph (b) or (¢) of this section, and
an adjudication period applies to the
appeal, the adjudication period speci-
fied in §423.2016 is extended in accord-
ance with §423.2018(b) or (c), as applica-
ble.

(e) Continued hearing. (1) A hearing
may be continued to a later date. No-
tice of the continued hearing must be
sent in accordance with §423.2022, ex-
cept that a waiver of notice of the
hearing may be made in writing or on
the record, and the notice is sent to the
enrollee and participants who attended
the hearing, and any additional poten-
tial participants the ALJ determines
are appropriate.

(2) If the enrollee requests the con-
tinuance and an adjudication time
frame applies to the appeal in accord-
ance with §423.2016, the adjudication
period is extended by the period be-
tween the initial hearing date and the
continued hearing date.

(f) Supplemental hearing. (1) The ALJ
may conduct a supplemental hearing at
any time before he or she mails a no-
tice of the decision in order to receive
new and material evidence, obtain ad-
ditional testimony, or address a proce-
dural matter. The ALJ determines
whether a supplemental hearing is nec-
essary and if one is held, the scope of
the hearing, including when evidence is
presented and what issues are dis-
cussed. Notice of the supplemental
hearing must be sent in accordance
with §423.2022, except that the notice is
sent to the enrollee and participants
who attended the hearing, and any ad-
ditional potential participants the ALJ
determines are appropriate.

(2) If the enrollee requests the supple-
mental hearing and an adjudication pe-
riod applies to the appeal in accord-
ance with §423.2016, the adjudication
period is extended by the period be-
tween the initial hearing date and the
supplemental hearing date.

[82 FR 5132, Jan. 17, 2017]

§423.2032 Issues before an ALJ or at-
torney adjudicator.

(a) General rule. The issues before the
ALJ or attorney adjudicator include
all the issues for the appealed matter
specified in the request for hearing
that were brought out in the coverage
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determination or at-risk determina-
tion, redetermination, or reconsider-
ation that were not decided entirely in
an enrollee’s favor.

(b) New issues—(1) When a new issue
may be considered. A new issue may in-
clude issues resulting from the partici-
pation of CMS, the IRE, or the Part D
plan sponsor at the OMHA level of ad-
judication and from any evidence and
position papers submitted by CMS, the
IRE, or the Part D plan sponsor for the
first time to the ALJ. The ALJ or the
enrollee may raise a new issue; how-
ever, the ALJ may only consider a new
issue relating to a determination or ap-
pealed matter specified in the request
for hearing, including a favorable por-
tion of a determination or appealed
matter specified in the request for
hearing, if its resolution could have a
material impact on the appealed mat-
ter and—

(i) There is new and material evi-
dence that was not available or known
at the time of the determination and
that may result in a different conclu-
sion; or

(ii) The evidence that was considered
in making the determination clearly
shows on its face that an obvious error
was made at the time of the determina-
tion.

(2) Notice of the new issue. The ALJ
may consider a new issue at the hear-
ing if he or she notifies the enrollee
about the new issue before the start of
the hearing.

(3) Opportunity to submit evidence. If
notice of the new issue is sent after the
notice of hearing, the enrollee will
have at least 10 calendar days in stand-
ard appeals or 2 calendar days in expe-
dited appeals after receiving notice of
the new issue to submit evidence re-
garding the issue, and without affect-
ing any applicable adjudication period.
If a hearing is conducted before the
time to submit evidence regarding the
issue expires, the record will remain
open until the opportunity to submit
evidence expires.

(c) Adding coverage determinations to a
pending appeal. A coverage determina-
tion on a drug that was not specified in
a request for hearing may only be
added to a pending appeal if the cov-
erage determination was adjudicated in
the same reconsideration that is ap-

42 CFR Ch. IV (10-1-25 Edition)

pealed, and the period to request an
ALJ hearing for that reconsideration
has not expired, or an ALJ or attorney
adjudicator extends the time to request
an ALJ hearing on the reconsideration
in accordance with §423.2014(e).

[82 FR 5132, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018; 84 FR 19873, May 7,
2019]

§423.2034 Requesting
from the IRE.

(a) If an ALJ or attorney adjudicator
believes that the written record is
missing information that is essential
to resolving the issues on appeal and
that information can be provided only
by CMS, the IRE, and/or the Part D
plan sponsor, the information may be
requested from the IRE that conducted
the reconsideration or its successor.

(1) Official copies of redeterminations
and reconsiderations that were con-
ducted on the appealed issues, and offi-
cial copies of dismissals of a request
for redetermination or reconsideration,
can be provided only by CMS, the IRE,
and/or the Part D plan sponsor. Prior
to issuing a request for information to
the IRE, OMHA will confirm whether
an electronic copy of the missing rede-
termination, reconsideration, or dis-
missal is available in the official sys-
tem of record, and if so will accept the
electronic copy as an official copy.

(2) ‘“Can be provided only by CMS,
the IRE, and/or the Part D plan spon-
sor’”’ means the information is not pub-
licly available, is not in the possession
of the enrollee, and cannot be re-
quested and obtained by the enrollee.
Information that is publicly available
is information that is available to the
general public via the Internet or in a
printed publication. Information that
is publicly available includes, but is
not limited to, information available
on a CMS, IRE or Part D Plan sponsor
Web site or information in an official
CMS or HHS publication.

(b) The ALJ or attorney adjudicator
retains jurisdiction of the case, and the
case remains pending at OMHA.

(c) The IRE has 15 calendar days for
standard appeals, or 2 calendar days for
expedited appeals, after receiving the
request for information to furnish the
information or otherwise respond to
the information request directly or

information
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through CMS or the Part D plan spon-
sor.

(d) If an adjudication period applies
to the appeal in accordance with
§423.2016, the adjudication period is ex-
tended by the period between the date
of the request for information and the
date the IRE responds to the request or
20 calendar days after the date of the
request for standard appeals, or 3 cal-
endar days after the date of the request
for expedited appeals, whichever occurs
first.

[82 FR 5133, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2036 Description of an ALJ hear-
ing process.

(a) The right to appear and present evi-
dence. (1) An enrollee has the right to
appear at the hearing before the ALJ
to present evidence and to state his or
her position. An enrollee may appear
by video-teleconferencing, telephone,
or in person as determined under
§423.2020.

(2) An enrollee may also make his or
her appearance by means of a rep-
resentative, who may make his or her
appearance by video-teleconferencing,
telephone, or in person, as determined
under §423.2020.

(3) Witness testimony may be given
and CMS, IRE, and Part D plan sponsor
participation may also be accom-
plished by video-teleconferencing, tele-
phone, or in person, as determined
under §423.2020.

(b) Waiver of the right to appear. (1) An
enrollee may submit to OMHA a writ-
ten statement indicating that he or she
does not wish to appear at the hearing.

(i) For expedited hearings, an en-
rollee may indicate in writing or orally
that he or she does not wish to appear
at the hearing.

(ii) The OMHA hearing office must
document all oral waivers in writing
and maintain the documentation in the
case files.

(2) The enrollee may subsequently
withdraw his or her waiver in writing
at any time before the notice of the
hearing decision is issued; however, by
withdrawing the waiver the enrollee
agrees to an extension of the adjudica-
tion period as specified in §423.2016,
that may be necessary to schedule and
hold the hearing.

§423.2036

(3) Even if the enrollee waives his or
her right to appear at a hearing, the
ALJ may require him or her to attend
an oral hearing if the ALJ believes
that a personal appearance and testi-
mony by the enrollee is necessary to
decide the case.

(c) Presenting written statements and
oral arguments. An enrollee or an en-
rollee’s representative, as defined at
§423.560, may appear before the ALJ to
state the enrollee’s case, to present a
written summary of the case, or to
enter written statements about the
facts and law material to the case in
the record.

(d) Witnesses at a hearing. Witnesses
may appear at a hearing. They testify
under oath or affirmation, unless the
ALJ finds an important reason to ex-
cuse them from taking an oath or affir-
mation. The ALJ may ask the wit-
nesses any questions relevant to the
issues and allow the enrollee or his or
her representative, as defined at
§423.560, to do so.

(e) What evidence is admissible at a
hearing. The ALJ may receive evidence
at the hearing even though the evi-
dence is not admissible in court under
the rules of evidence used by the court.
However, the ALJ may not consider
evidence on any change in condition of
an enrollee after a coverage determina-
tion or at-risk determination. If the
enrollee wishes for the evidence to be
considered, the ALJ must remand the
case to the Part D IRE as set forth in
§423.2056(e).

(H)(1) Subpoenas. When it is reason-
ably necessary for the full presentation
of a case, an ALJ may, on his or her
own initiative, issue subpoenas for the
appearance and testimony of witnesses
and for the enrollee and/or the Part D
plan sponsor to make books, records,
correspondence, papers, or other docu-
ments that are material to an issue at
the hearing available for inspection
and copying. An ALJ may not issue a
subpoena to CMS, or the IRE to compel
an appearance, testimony, or the pro-
duction of evidence, or to the Part D
plan sponsor to compel an appearance
or testimony.

(2) Reviewability of an ALJ Subpoena.
A subpoena issued by an ALJ is not
subject to immediate review by the
Council. The subpoena may be reviewed
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solely during the Council’s review spec-
ified in §423.2102 and §423.2110.

(3) Ezxception. To the extent a sub-
poena compels disclosure of a matter
which an objection based on privilege,
or other protection from disclosure
such as case preparation, confiden-
tiality, or undue burden, was made be-
fore an ALJ, the Council may review
immediately the ruling of the ALJ on
the objections to the subpoena or that
portion of the subpoena as applicable.

(i) Upon notice to the ALJ that the
enrollee or a non-party, as applicable,
intends to seek Council review of the
ALJ’s ruling on the subpoena, the ALJ
must stay all proceedings affected by
the subpoena.

(ii) The proceedings are stayed for 15
calendar days or until the Council
issues a written decision that affirms,
reverses, or modifies the ALJ’s sub-
poena, whichever comes first.

(iii) If the Council does not take ac-
tion within the 15 calendar days, then
the stay is lifted and the enrollee or
non-party must comply with the ALJ’s
subpoena.

(4) Enforcement. (i) If the ALJ deter-
mines that an enrollee or person other
than the enrollee subject to a subpoena
issued under this section has refused to
comply with the subpoena, the ALJ
may request that the Secretary seek
enforcement of the subpoena in accord-
ance with section 205(e) of the Act, 42
U.S.C. 405(e).

(ii) After submitting the enforcement
request, the time period for the ALJ to
issue a decision, dismissal or remand a
case in response to a request for hear-
ing is stayed for 15 calendar days or
until the Secretary makes a decision
with respect to the enforcement re-
quest, whichever occurs first.

(iii) Any enforcement request by an
ALJ must consist of a written notice
to the Secretary describing in detail
the ALJ’s findings of noncompliance
and his or her specific request for en-
forcement, and providing a copy of the
subpoena and evidence of its receipt by
certified mail by the enrollee or person
other than the enrollee subject to the
subpoena.

(iv) The ALJ must promptly mail a
copy of the notice and related docu-
ments to the individual or entity sub-
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ject to the subpoena, to the enrollee,
and to any other affected person.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5133, Jan. 17, 2017; 83 FR 16754, Apr. 16,
2018; 84 FR 19873, May 7, 2019; 86 FR 6121, Jan.
19, 2021]

§423.2038 Deciding a case without a
hearing before an ALJ.

(a) Decision fully favorable. If the evi-
dence in the administrative record sup-
ports a finding fully in favor of the en-
rollee(s) on every issue, the ALJ or at-
torney adjudicator may issue a deci-
sion without giving the enrollee(s)
prior notice and without an ALJ con-
ducting a hearing. The notice of the de-
cision informs the enrollee(s) that he
or she has the right to a hearing and a
right to examine the evidence on which
the decision is based.

(b) Enrollee does not wish to appear. (1)
The ALJ or attorney adjudicator may
decide a case on the record and without
an ALJ conducting a hearing if—

(i) The enrollee indicates in writing
or, for expedited hearings orally or in
writing, that he or she does not wish to
appear before an ALJ at a hearing, in-
cluding a hearing conducted by tele-
phone or video-teleconferencing, if
available. OMHA must document all
oral requests not to appear at a hear-
ing in writing and maintain the docu-
mentation in the case files; or

(ii) The enrollee lives outside the
United States and does not inform
OMHA that he or she wants to appear
at a hearing before an ALJ.

(2) When a hearing is not held, the
decision of the ALJ or attorney adjudi-
cator must refer to the evidence in the
record on which the decision was based.

(c) Stipulated decision. If CMS, the
IRE, and/or the Part D plan sponsor
submits a written statement or makes
an oral statement at a hearing indi-
cating the drug should be covered or
payment may be made, or an enrollee’s
at-risk determination should be re-
versed, and the written or oral state-
ment agrees to the amount of payment
the parties believe should be made if
the amount of payment is an issue be-
fore the ALJ or attorney adjudicator,
an ALJ or attorney adjudicator may
issue a stipulated decision finding in
favor of the enrollee on the basis of the
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statement, and without making find-
ings of fact, conclusions of law, or fur-
ther explaining the reasons for the de-
cision.

[82 FR 5133, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018]

§423.2040 Prehearing and posthearing
conferences.

(a) The ALJ may decide on his or her
own, or at the request of the enrollee
to the hearing, to hold a prehearing or
posthearing conference to facilitate
the hearing or the hearing decision.

(b) For non-expedited hearings, the
ALJ informs the enrollee, and CMS,
the IRE, and/or the Part D plan sponsor
if the ALJ has granted their request(s)
to be a participant to the hearing at
the time the notice of conference is
sent, of the time, place, and purpose of
the conference at least 7 calendar days
before the conference date, unless the
enrollee indicates in writing that he or
she does not wish to receive a written
notice of the conference.

(c) For expedited hearings, the ALJ
informs the enrollee, and CMS, the
IRE, and/or the Part D plan sponsor if
the ALJ has granted their request(s) to
be a participant to the hearing, of the
time, place, and purpose of the con-
ference at least 2 calendar days before
the conference date, unless the enrollee
indicates orally or in writing that he
or she does not wish to receive a writ-
ten notice of the conference.

(d) All oral requests not to receive
written notice of the conference must
be documented in writing and the docu-
mentation must be made part of the
administrative record.

(e) At the conference—

(1) The ALJ or an OMHA attorney
designated by the ALJ conducts the
conference, but only the ALJ con-
ducting a conference may consider
matters in addition to those stated in
the conference notice, if the enrollee
consents to consideration of the addi-
tional matters in writing.

(2) An audio recording of the con-
ference is made.

(f) The ALJ issues an order to the en-
rollee and all participants who at-
tended the conference stating all
agreements and actions resulting from
the conference. If the enrollee does not
object within 10 calendar days of re-

§423.2042

ceiving the order for non-expedited
hearings or 1 calendar day for expe-
dited hearings, or any additional time
granted by the ALJ, the agreements
and actions become part of the admin-
istrative record and are binding on the
enrollee.

[82 FR 5133, Jan. 17, 2017]

§423.2042 The administrative record.

(a) Creating the record. (1) OMHA
makes a complete record of the evi-
dence and administrative proceedings
on the appealed matter, including any
prehearing and posthearing conference
and hearing proceedings that were con-
ducted.

(2) The record will include marked as
exhibits, the appealed determinations
and documents and other evidence used
in making the appealed determinations
and the ALJ’s or attorney adjudica-
tor’s decision, including, but not lim-
ited to, medical records, written state-
ments, certificates, reports, affidavits,
and any other evidence the ALJ or at-
torney adjudicator admits. The record
will also include any evidence excluded
or not considered by the ALJ or attor-
ney adjudicator, including but not lim-
ited to duplicative evidence submitted
by the enrollee.

(3) An enrollee may request and re-
ceive a copy of the record prior to or at
the hearing, or, if a hearing is not held,
at any time before the notice of deci-
sion is issued.

(4) If a request for review is filed, the
complete record, including any pre-
hearing and posthearing conference
and hearing recordings, is forwarded to
the Council.

(5) A typed transcription of the hear-
ing is prepared if an enrollee seeks ju-
dicial review of the case in a Federal
district court within the stated time
period and all other jurisdictional cri-
teria are met, unless, upon the Sec-
retary’s motion prior to the filing of an
answer, the court remands the case.

(b) Requesting and receiving copies of
the record. (1) While an appeal is pend-
ing at OMHA, an enrollee may request
and receive a copy of all or part of the
record from OMHA, including any
index of the administrative record,
documentary evidence, and a copy of
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the audio recording of the oral pro-
ceedings. The enrollee may be asked to
pay the costs of providing these items.

(2) If an enrollee requests a copy of
all or part of the record from OMHA or
the ALJ or attorney adjudicator and an
opportunity to comment on the record,
any adjudication period that applies in
accordance with §423.2016 is extended
by the time beginning with the receipt
of the request through the expiration
of the time granted for the enrollee’s
response.

(3) If the enrollee requests a copy of
all or part of the record and the record,
including any audio recordings, con-
tains information pertaining to an in-
dividual that the enrollee is not enti-
tled to receive, such as personally iden-
tifiable information or protected
health information, such portions of
the record will not be furnished unless
the enrollee obtains consent from the
individual.

[82 FR 5134, Jan. 17, 2017]

§423.2044 Consolidated proceedings.

(a) Consolidated hearing. (1) A consoli-
dated hearing may be held if one or
more of the issues to be considered at
the hearing are the same issues that
are involved in one or more other ap-
peals pending before the same ALJ.

(2) It is within the discretion of the
ALJ to grant or deny an enrollee’s re-
quest for consolidation. In considering
an enrollee’s request, the ALJ may
consider factors such as whether the
issue(s) may be more efficiently de-
cided if the appeals are consolidated
for hearing. In considering the enroll-
ee’s request for consolidation, the ALJ
must take into account any adjudica-
tion deadlines for each appeal and may
require an enrollee to waive the adju-
dication deadline associated with one
or more appeals if consolidation other-
wise prevents the ALJ from deciding
all of the appeals at issue within their
respective deadlines.

(3) The ALJ may also propose on his
or her own motion to consolidate two
or more appeals in one hearing for ad-
ministrative efficiency, but may not
require an enrollee to waive the adju-
dication deadline for any of the con-
solidated cases.

(4) Notice of a consolidated hearing
must be included in the notice of hear-
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ing issued in accordance with §§423.2020
and 423.2022.

(b) Consolidated decision and record. (1)
If the ALJ decides to hold a consoli-
dated hearing, he or she may make ei-
ther—

i A
record; or

(ii) A separate decision and record on
each appeal.

(2) If a separate decision and record
on each appeal is made, the ALJ is re-
sponsible for making sure that any evi-
dence that is common to all appeals
and material to the common issue to
be decided, and audio recordings of any
conferences that were conducted and
the consolidated hearing are included
in each individual administrative
record, as applicable.

(3) If a hearing will not be conducted
for multiple appeals that are before the
same ALJ or attorney adjudicator, and
the appeals involve one or more of the
same issues, the ALJ or attorney adju-
dicator may make a consolidated deci-
sion and record at the request of the
enrollee or on the ALJ’s or attorney
adjudicator’s own motion.

(c) Limitation on consolidated pro-
ceedings. Consolidated proceedings may
only be conducted for appeals filed by
the same enrollee, unless multiple en-
rollees aggregated appeals to meet the
amount in controversy requirement in
accordance with §423.2006 and the en-
rollees have all authorized disclosure
of information to the other enrollees.

consolidated decision and

[82 FR 5134, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2046 Notice of an ALJ or attorney
adjudicator decision.

(a) Decisions on requests for hearing—
(1) General rule. Unless the ALJ or at-
torney adjudicator dismisses or re-
mands the request for hearing, the ALJ
or attorney adjudicator will issue a
written decision that gives the findings
of fact, conclusions of law, and the rea-
sons for the decision.

(i) The decision must be based on evi-
dence offered at the hearing or other-
wise admitted into the record, and
shall include independent findings and
conclusions.

(ii) A copy of the decision should be
mailed or otherwise transmitted to the
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enrollee at his or her last known ad-
dress.

(iii) A copy of the written decision
should also be provided to the IRE that
issued the reconsideration determina-
tion, and to the Part D plan sponsor
that issued the coverage determination
or at-risk determination.

(2) Content of the notice. The decision
must be provided in a manner cal-
culated to be understood by an enrollee
and must include—

(i) The specific reasons for the deter-
mination, including, to the extent ap-
propriate, a summary of any clinical or
scientific evidence used in making the
determination;

(ii) The procedures for obtaining ad-
ditional information concerning the
decision; and

(iii) Notification of the right to ap-
peal the decision to the Council, in-
cluding instructions on how to initiate
an appeal under this section.

(3) Limitation on decision. When the
amount of payment for the Part D drug
is an issue before the ALJ or attorney
adjudicator, the ALJ or attorney adju-
dicator may make a finding as to the
amount of payment due. If the ALJ or
attorney adjudicator makes a finding
concerning payment when the amount
of payment was not an issue before the
ALJ or attorney adjudicator, the Part
D plan sponsor may independently de-
termine the payment amount. In either
of the aforementioned situations, an
ALJ’s or attorney adjudicator’s deci-
sion is not binding on the Part D plan
sponsor for purposes of determining the
amount of payment due. The amount of
payment determined by the Part D
plan sponsor in effectuating the ALJ’s
or attorney adjudicator’s decision is a
new coverage determination under
§423.566.

(b) Decisions on requests for review of
an IRE dismissal—(1) General rule. Un-
less the ALJ or attorney adjudicator
dismisses the request for review of an
IRE dismissal, or the dismissal is va-
cated and remanded, the ALJ or attor-
ney adjudicator will issue a written de-
cision affirming the IRE’s dismissal.
OMHA mails or otherwise transmits a
copy of the decision to the enrollee.

(2) Content of the notice. The decision
must be written in a manner calculated

§423.2048

to be understood by an enrollee and
must include—

(i) The specific reasons for the deter-
mination, including a summary of the
evidence considered and applicable au-
thorities;

(ii) The procedures for obtaining ad-
ditional information concerning the
decision; and

(iii) Notification that the decision is
binding and is not subject to further
review, unless reopened and revised by
the ALJ or attorney adjudicator.

(c) Recommended decision. An ALJ or
attorney adjudicator issues a rec-
ommended decision if he or she is di-
rected to do so in the Council’s remand
order. An ALJ or attorney adjudicator
may not issue a recommended decision
on his or her own motion. The ALJ or
attorney adjudicator mails a copy of
the recommended decision to the en-
rollee at his or her last known address.

[82 FR 5134, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018]

§423.2048 The effect of an ALJ’s or at-
torney adjudicator’s decision.

(a) The decision of the ALJ or attor-
ney adjudicator on a request for hear-
ing is binding unless—

(1) An enrollee requests a review of
the decision by the Council within the
stated time period or the Council re-
views the decision issued by an ALJ or
attorney adjudicator under the proce-
dures set forth in §423.2110, and the
Council issues a final decision or re-
mand order;

(2) The decision is reopened and re-
vised by an ALJ or attorney adjudi-
cator or the Council under the proce-
dures explained in §423.1980;

(3) The expedited access to judicial
review process at §423.1990 is used;

(4) The ALJ’s or attorney adjudica-
tor’s decision is a recommended deci-
sion directed to the Council and the
Council issues a decision; or

(5) In a case remanded by a Federal
district court, the Council assumes ju-
risdiction under the procedures in
§423.2138 and the Council issues a deci-
sion.

(b) The decision of the ALJ or attor-
ney adjudicator on a request for review
of an IRE dismissal is binding on the
enrollee unless the decision is reopened
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and revised by the ALJ or attorney ad-
judicator under the procedures ex-
plained in §423.1980.

[82 FR 5135, Jan. 17, 2017]

§423.2050 Removal of a hearing re-
quest from OMHA to the Council.

If a request for hearing is pending be-
fore OMHA, the Council may assume
responsibility for holding a hearing by
requesting that OMHA send the hear-
ing request. If the Council holds a hear-
ing, it conducts the hearing according
to the rules for hearings before an ALJ.
Notice is mailed to the enrollee at his
or her last known address informing
him or her that the Council has as-
sumed responsibility for the case.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5135, Jan. 17, 2017]

§423.2052 Dismissal of a request for a
hearing before an ALJ or request
for review of an IRE dismissal.

(a) Dismissal of request for hearing. An
ALJ dismisses a request for a hearing
under any of the following conditions:

(1) Neither the enrollee that re-
quested the hearing nor the enrollee’s
representative appears at the time and
place set for the hearing, if—

(i) The enrollee was notified before
the time set for the hearing that the
request for hearing might be dismissed
for failure to appear, the record con-
tains documentation that the enrollee
acknowledged the notice of hearing,
and the enrollee does not contact the
ALJ within 10 calendar days after the
hearing for non-expedited hearings and
2 calendar days after the hearing for
expedited hearings, or does contact the
ALJ but the ALJ determines the en-
rollee did not demonstrate good cause
for not appearing; or

(ii) The record does not contain docu-
mentation that the enrollee acknowl-
edged the notice of hearing, the ALJ
sends a notice to the enrollee at his or
her last known address asking why the
enrollee did not appear, and the en-
rollee does not respond to the ALJ’s
notice within 10 calendar days for non-
expedited hearings or within 2 calendar
days for expedited hearings after re-
ceiving the notice, or does contact the
ALJ but the ALJ determines the en-
rollee did not demonstrate good cause
for not appearing. For expedited hear-
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ings, an enrollee may submit his or her
response orally to the ALJ.

(iii) In determining whether good
cause exists under paragraphs (a)(1)(d)
and (ii) of this section, the ALJ con-
siders any physical, mental, edu-
cational, or linguistic limitations (in-
cluding any lack of facility with the
English language) the enrollee may
have.

(2) The person requesting a hearing
has no right to it under §423.2002.

(3) The enrollee did not request a
hearing within the stated time period
and the ALJ has not found good cause
for extending the deadline, as provided
in §423.2014(e).

(4) The enrollee died while the re-
quest for hearing is pending and the re-
quest for hearing was filed by the en-
rollee or the enrollee’s representative,
and the enrollee’s surviving spouse or
estate has no remaining financial in-
terest in the case and the enrollee’s
representative, if any, does not wish to
continue the appeal.

(6) The ALJ dismisses a hearing re-
quest entirely or refuses to consider
any one or more of the issues because
an IRE, an ALJ or attorney adjudi-
cator, or the Council has made a pre-
vious determination or decision under
this subpart about the enrollee’s rights
on the same facts and on the same
issue(s), and this previous determina-
tion or decision has become binding by
either administrative or judicial ac-
tion.

(6) The enrollee abandons the request
for hearing. An ALJ may conclude that
an enrollee has abandoned a request for
hearing when OMHA attempts to
schedule a hearing and is unable to
contact the enrollee after making rea-
sonable efforts to do so.

(7) The enrollee’s request is not com-
plete in accordance with §423.2014(a)(1),
even after the enrollee is provided with
an opportunity to complete the re-
quest.

(b) Dismissal of request for review of
IRE dismissal. An ALJ or attorney adju-
dicator dismisses a request for review
of an IRE dismissal under any of the
following conditions:

(1) The enrollee has no right to a re-
view of the IRE dismissal under
§423.2004.
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(2) The enrollee did not request a re-
view within the stated time period and
the ALJ or attorney adjudicator has
not found good cause for extending the
deadline, as provided in §423.2014(e).

(3) The enrollee died while the re-
quest for review was pending and the
request was filed by the enrollee or the
enrollee’s representative, and the en-
rollee’s surviving spouse or estate has
no remaining financial interest in the
case and the enrollee’s representative,
if any, does not wish to continue the
appeal.

(4) The enrollee’s request is not com-
plete in accordance with §423.2014(a)(1),
even after the enrollee is provided with
an opportunity to complete the re-
quest.

(c) Withdrawal of request. At any time
before notice of the decision, dismissal,
or remand is mailed, if the enrollee
asks to withdraw the request, an ALJ
or attorney adjudicator may dismiss
the request for hearing or request for
review of an IRE dismissal. This re-
quest for withdrawal may be submitted
in writing, or a request to withdraw a
request for hearing may be made orally
at a hearing before the ALJ. The re-
quest for withdrawal must include a
clear statement that the enrollee is
withdrawing the request for hearing or
review of the IRE dismissal and does
not intend to further proceed with the
appeal. If an attorney or other legal
professional on behalf of an enrollee
files the request for withdrawal, the
ALJ or attorney adjudicator may pre-
sume that the representative has ad-
vised the enrollee of the consequences
of the withdrawal and dismissal.

(d) Notice of dismissal. OMHA mails or
otherwise transmits a written notice of
the dismissal of the hearing or review
request to the enrollee at his or her
last known address. The written notice
provides that there is a right to re-
quest that the ALJ or attorney adjudi-
cator vacate the dismissal action.

(e) Vacating a dismissal. If good and
sufficient cause is established, the ALJ
or attorney adjudicator may vacate his
or her dismissal of a request for hear-
ing or review within 180 calendar days
of the date of the notice of dismissal.

[82 FR 5135, Jan. 17, 2017, as amended at 84
FR 19873, May 7, 2019]

§423.2056

§423.2054 Effect of dismissal of a re-
quest for a hearing or request for
review of an IRE’s dismissal.

(a) The dismissal of a request for a
hearing is binding, unless it is vacated
by the Council under §423.2108(b), or va-
cated by the ALJ or attorney adjudi-
cator under §423.2052(e).

(b) The dismissal of a request for re-
view of an IRE dismissal of a request
for reconsideration is binding and not
subject to further review unless va-
cated by the ALJ or attorney adjudi-
cator under §423.2052(e).

[82 FR 5136, Jan. 17, 2017]

§423.2056 Remands of requests for
hearing and requests for review.

(a) Missing appeal determination or
case record. (1) If an ALJ or attorney
adjudicator requests an official copy of
a missing redetermination or reconsid-
eration for an appealed coverage deter-
mination or at-risk determination in
accordance with §423.2034, and the IRE,
CMS, or Part D plan sponsor does not
furnish the copy within the time frame
specified in §423.2034, an ALJ or attor-
ney adjudicator may issue a remand di-
recting the IRE or Part D plan sponsor
to reconstruct the record or, if it is not
able to do so, initiate a new appeal ad-
judication.

(2) If the IRE does not furnish the
case file for an appealed reconsider-
ation, an ALJ or attorney adjudicator
may issue a remand directing the IRE
to reconstruct the record or, if it is not
able to do so, initiate a new appeal ad-
judication.

(3) If the IRE or Part D plan sponsor
is able to reconstruct the record for a
remanded case and returns the case to
OMHA, the case is no longer remanded
and the reconsideration is no longer
vacated, and any adjudication period
that applies to the appeal in accord-
ance with §423.2016 is extended by the
period between the date of the remand
and the date that case is returned to
OMHA.

(b) No redetermination. If an ALJ or
attorney adjudicator finds that the
IRE issued a reconsideration and no re-
determination was made with respect
to the issue under appeal or the request
for redetermination was dismissed, the
reconsideration will be remanded to
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the IRE, or its successor, to readjudi-
cate the request for reconsideration,
unless the request for redetermination
was forwarded to the IRE in accord-
ance with §423.590(c) or (e) without a
redetermination having been con-
ducted.

(c) Requested remand—(1) Request con-
tents and timing. At any time prior to
an ALJ or attorney adjudicator issuing
a decision or dismissal, the enrollee
and CMS, the IRE, or the Part D plan
sponsor may jointly request a remand
of the appeal to the IRE. The request
must include the reasons why the ap-
peal should be remanded, and indicate
whether remanding the case will likely
resolve the matter in dispute.

(2) Granting the request. An ALJ or at-
torney adjudicator may grant the re-
quest and issue a remand if he or she
determines that remanding the case
will likely resolve the matter in dis-
pute.

(d) Remanding an IRE’s dismissal of a
request for reconsideration. (1) Con-
sistent with §423.2004(b), an ALJ or at-
torney adjudicator will remand a case
to the appropriate IRE if the ALJ or
attorney adjudicator determines that
an IRE’s dismissal of a request for re-
consideration was in error.

(2) If an official copy of the notice of
dismissal or case file cannot be ob-
tained from the IRE, an ALJ or attor-
ney adjudicator may also remand a re-
quest for review of a dismissal in ac-
cordance with the procedures in para-
graph (a) of this section.

(e) Comsideration of change in condi-
tion. The ALJ or attorney adjudicator
will remand a case to the appropriate
IRE if the ALJ or attorney adjudicator
determines that the enrollee wants evi-
dence on his or her change in condition
after the coverage determination or at-
risk determination to be considered in
the appeal.

(f) Notice of a remand. OMHA mails or
otherwise transmits a written notice of
the remand of the request for hearing
or request for review to the enrollee at
his or her last known address, and
CMS, the IRE, and/or the Part D plan
sponsor if a request to be a participant
was granted by the ALJ or attorney ad-
judicator. The notice states that there
is a right to request that the Chief ALJ
or a designee review the remand, unless

42 CFR Ch. IV (10-1-25 Edition)

the remand was issued under paragraph
(d)(1) of this section.

(g8) Review of remand. Upon a request
by the enrollee or CMS, the IRE, or the
Part D plan sponsor filed within 30 cal-
endar days of receiving a notice of re-
mand, the Chief ALJ or designee will
review the remand, and if the remand
is not authorized by this section, va-
cate the remand order. The determina-
tion on a request to review a remand
order is binding and not subject to fur-
ther review. The review of remand pro-
cedures provided for in this paragraph
(g) are not available for and do not
apply to remands that are issued in
paragraph (d)(1) of this section.

[82 FR 5136, Jan. 17, 2017, as amended at 83
FR 16754, Apr. 16, 2018; 84 FR 19873, May 7,
2019]

§423.2058 Effect of a remand.

A remand of a request for hearing or
request for review is binding unless va-
cated by the Chief ALJ or a designee in
accordance with §423.2056(g).

[82 FR 5137, Jan. 17, 2017]

§423.2062 Applicability of policies not
binding on the ALJ and Council.

(a) ALJs or attorney adjudicators
and the Council are not bound by CMS
program guidance, such as program
memoranda and manual instructions,
but will give substantial deference to
these policies if they are applicable to
a particular case.

(b) If an ALJ or attorney adjudicator
or Council declines to follow a policy
in a particular case, the ALJ or attor-
ney adjudicator or Council decision
must explain the reasons why the pol-
icy was not followed. An ALJ or attor-
ney adjudicator or Council decision to
disregard a policy applies only to the
specific coverage determination or at-
risk determination being considered
and does not have precedential effect.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5137, Jan. 17, 2017; 83 FR 16754, Apr. 16,
2018]

§423.2063 Applicability of laws, regu-
lations, CMS Rulings, and preceden-
tial decisions.

(a) All laws and regulations per-
taining to the Medicare program, in-

cluding, but not limited to Titles XI,
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XVIII, and XIX of the Social Security
Act and applicable implementing regu-
lations, are binding on ALJs and attor-
ney adjudicators, and the Council.

(b) CMS Rulings are published under
the authority of the CMS Adminis-
trator. Consistent with §401.108 of this
chapter, rulings are binding on all CMS
components, and on all HHS compo-
nents that adjudicate matters under
the jurisdiction of CMS.

(c) Precedential decisions designated
by the Chair of the Departmental Ap-
peals Board in accordance with §401.109
of this chapter are binding on all CMS
components, and all HHS components
that adjudicate matters under the ju-
risdiction of CMS.

[82 FR 5137, Jan. 17, 2017]

§423.2100 Medicare Appeals Council
review: general.

(a) An enrollee who is dissatisfied
with an ALJ’s or attorney adjudica-
tor’s decision or dismissal may request
that the Council review the ALJ’s or
attorney adjudicator’s decision or dis-
missal.

(b) When the Council reviews an
ALJ’s or attorney adjudicator’s writ-
ten decision, it undertakes a de novo
review.

(c) The Council issues a final deci-
sion, dismissal order, or remands a case
to the ALJ or attorney adjudicator no
later than the end of the 90 calendar
day period beginning on the date the
request for review is received (by the
entity specified in the ALJ’s or attor-
ney adjudicator’s written notice of de-
cision), unless the 90 calendar day pe-
riod is extended as provided in this sub-
part or the enrollee requests expedited
Council review.

(d) If an enrollee requests expedited
Council review, the Council issues a
final decision, dismissal order or re-
mand as expeditiously as the enrollee’s
health condition requires, but no later
than the end of the 10 calendar day pe-
riod beginning on the date the request
for review is received (by the entity
specified in the ALJ’s or attorney adju-
dicator’s written notice of decision),
unless the 10 calendar day period is ex-
tended as provided in this subpart.

[82 FR 5137, Jan. 17, 2017, as amended at 84
FR 19874, May 7, 2019]

§423.2102

§423.2102 Request for Council review
when or attorney adjudicator
issues decision or dismissal.

(a)(1) An enrollee may request Coun-
cil review of a decision or dismissal
issued by an ALJ or attorney adjudi-
cator if the enrollee files a written re-
quest for a Council review within 60
calendar days after receipt of the
ALJ’s or attorney adjudicator’s writ-
ten decision or dismissal.

(2) An enrollee may request that
Council review be expedited if the ap-
peal involves an issue specified in
§423.566(b) but does not include solely a
request for payment of Part D drugs al-
ready furnished.

(i) If an enrollee is requesting that
the Council review be expedited, the
enrollee submits an oral or written re-
quest within 60 calendar days after the
receipt of the ALJ’s or attorney adju-
dicator’s written decision or dismissal.
A prescribing physician or other pre-
scriber may provide oral or written
support for an enrollee’s request for ex-
pedited review.

(ii) The Council must document all
oral requests for expedited review in
writing and maintain the documenta-
tion in the case files.

(3) For purposes of this section, the
date of receipt of the ALJ’s or attorney
adjudicator’s written decision or dis-
missal is presumed to be 5 calendar
days after the date of the notice of the
decision or dismissal, unless there is
evidence to the contrary.

(4) The request is considered as filed
on the date it is received by the entity
specified in the notice of the ALJ’s or
attorney adjudicator’s action.

(b) An enrollee requesting a review
may ask that the time for filing a re-
quest for Council review be extended
if—

(1) The request for an extension of
time is in writing or, for expedited re-
views, in writing or oral. The Council
must document all oral requests in
writing and maintain the documenta-
tion in the case file.

(2) The request explains why the re-
quest for review was not filed within
the stated time period. If the Council
finds that there is good cause for miss-
ing the deadline, the time period will
be extended. To determine whether
good cause exists, the Council uses the
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standards outlined at §405.942(b)(2) and
(3) of this chapter.

(c) An enrollee does not have the
right to seek Council review of an
ALJ’s or attorney adjudicator’s re-
mand to an IRE, or an ALJ’s or attor-
ney adjudicator’s affirmation of an
IRE’s dismissal of a request for recon-
sideration, or dismissal of a request to
review an IRE dismissal.

[82 FR 5137, Jan. 17, 2017]

§423.2106 Where a request for review
may be filed.

When a request for a Council review
is filed after an ALJ or attorney adju-
dicator has issued a written decision or
dismissal, the request for review must
be submitted to the entity specified in
the notice of the ALJ’s or attorney ad-
judicator’s action. If the request for re-
view is timely filed with an entity
other than the entity specified in the
notice of the ALJ’s or attorney adju-
dicator’s action, the Council’s adju-
dication period to conduct a review be-
gins on the date the request for review
is received by the entity specified in
the notice of the ALJ’s or attorney ad-
judicator’s action. Upon receipt of a re-
quest for review from an entity other
than the entity specified in the notice
of the ALJ’s or attorney adjudicator’s
action, the Council sends written no-
tice to the enrollee of the date of re-
ceipt of the request and commence-
ment of the adjudication timeframe.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5137, Jan. 17, 2017]

§423.2108 Council Actions when re-
quest for review is filed.

(a) General. Except as specified in
paragraph (c) of this section, when an
enrollee requests that the Council re-
view an ALJ’s or attorney adjudica-
tor’s decision, the Council will review
the ALJ’s or attorney adjudicator’s de-
cision de novo. The enrollee requesting
review does not have a right to a hear-
ing before the Council. The Council
will consider all of the evidence admit-
ted into the administrative record.
Upon completion of its review, the
Council may adopt, modify, or reverse
the ALJ’s or attorney adjudicator’s de-
cision or remand the case to the ALJ
or attorney adjudicator for further pro-

42 CFR Ch. IV (10-1-25 Edition)

ceedings. Unless the Council’s review is
expedited as provided in paragraph (d)
of this section, the Council must issue
its action no later than 90 calendar
days after receiving the request for re-
view, unless the 90 calendar day period
has been extended as provided in this
subpart.

(b) Review of ALJ’s or attorney adju-
dicator’s dismissal of a request for a hear-
ing. When an enrollee requests that the
Council review an ALJ’s or attorney
adjudicator’s dismissal of a request for
a hearing, the Council may deny review
or vacate the dismissal and remand the
case to the ALJ or attorney adjudi-
cator for further proceedings.

(c) Council dismissal of request for re-
view. The Council will dismiss a re-
quest for review when the individual or
entity requesting review does not have
a right to a review by the MAC, or will
dismiss the request for a hearing for
any reason that the ALJ or attorney
adjudicator could have dismissed the
request for hearing.

(d) Ezxpedited reviews. (1) Standard for
expedited reviews. The Council must
provide an expedited review if the ap-
peal involves an issue specified in
§423.566(b), but does not include solely
a request for payment of Part D drugs
already furnished, enrollee’s pre-
scribing physician or other prescriber
indicates, or the Council determines
that applying the standard timeframe
for making a decision may seriously
jeopardize the enrollee’s life or health
or ability to regain maximum function.
The Council may consider this stand-
ard as met if a lower level adjudicator
has granted a request for an expedited
appeal.

(2) Grant of a request. If the Council
grants a request for expedited review,
the Council must:

(i) Make this decision within 5 cal-
endar days of receipt of the request for
expedited review;

(ii) Give the enrollee prompt oral no-
tice of this decision; and

(iii) Issue a decision, dismissal order
or remand, as expeditiously as the en-
rollee’s health condition requires, but
no later than the end of the 10 calendar
day period beginning on the date the
request for review is received by the
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entity specified in the ALJ’s or attor-
ney adjudicator’s written notice of de-
cision.

(3) Denial of a request. If the Council
denies a request for expedited review,
the Council must:

(i) Make this decision within 5 cal-
endar days of receipt of the request for
expedited review;

(ii) Give the enrollee and Part D plan
sponsor within 5 calendar days of re-
ceiving the request written notice of
the denial. The written notice must in-
form the enrollee of the denial and ex-
plain that the Council will process the
enrollee’s request using the 90 calendar
day timeframe for non-expedited re-
views.

(4) Decision on a request. A decision on
a request for expedited review may not
be appealed.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5137 Jan. 17, 2017]

§423.2110 Council reviews on its own
motion.

(a) General rule. The Council may de-
cide on its own motion to review a de-
cision or dismissal issued by an ALJ or
attorney adjudicator. CMS or the IRE
may refer a case to the Council for it
to consider reviewing under this au-
thority any time within 60 calendar
days of receipt of an ALJ’s or attorney
adjudicator’s written decision or dis-
missal.

(b) Referral of cases. (1) CMS or the
IRE may refer a case to the Council if,
in the view of CMS or the IRE, the de-
cision or dismissal contains an error of
law material to the outcome of the ap-
peal or presents a broad policy or pro-
cedural issue that may affect the pub-
lic interest. CMS or the IRE may also
request that the Council take own mo-
tion review of a case if—

(i) CMS or the IRE participated or re-
quested to participate in the appeal at
the OMHA level; and

(ii) In CMS’ or the IRE’s view, the
ALJ’s or attorney adjudicator’s deci-
sion or dismissal is not supported by
the preponderance of evidence in the
record or the ALJ or attorney adjudi-
cator abused his or her discretion.

(2) CMS’ or the IRE’s referral to the
Council is made in writing and must be
filed with the Council no later than 60
calendar days after the ALJ’s or attor-

§423.2110

ney adjudicator’s written decision or
dismissal is received.

(i) The written referral will state the
reasons why CMS or the IRE believes
that the Council should review the case
on its own motion.

(ii) CMS or the IRE will send a copy
of its referral to the enrollee and to the
OMHA Chief ALJ.

(iii) The enrollee may file exceptions
to the referral by submitting written
comments to the Council within 20 cal-
endar days of the referral notice.

(iv) An enrollee submitting com-
ments to the Council must send the
comments to CMS or the IRE.

(c) Standard of review—(1) Referral by
CMS or the IRE when CMS or the IRE
participated or requested to participate in
the OMHA level. If CMS or the IRE par-
ticipated or requested to participate in
an appeal at the OMHA level, the Coun-
cil exercises its own motion authority
if there is an error of law material to
the outcome of the case, an abuse of
discretion by the ALJ or attorney ad-
judicator, the decision is not con-
sistent with the preponderance of the
evidence of record, or there is a broad
policy or procedural issue that may af-
fect the general public interest. In de-
ciding whether to accept review under
this standard, the Council will limit its
consideration of the ALJ’s or attorney
adjudicator’s action to those excep-
tions raised by CMS or the IRE.

(2) Referral by CMS or the IRE when
CMS or the IRE did not participate or re-
quest to participate in the OMHA pro-
ceedings. The Council will accept re-
view if the decision or dismissal con-
tains an error of law material to the
outcome of the case or presents a broad
policy or procedural issue that may af-
fect the general public interest. In de-
ciding whether to accept review, the
Council will limit its consideration of
the ALJ’s or attorney adjudicator’s ac-
tion to those exceptions raised by CMS
or the IRE.

(d) Council’s action. (1) If the Council
decides to review a decision or dis-
missal on its own motion, it will mail
the results of its action to the enrollee
and to CMS or the IRE, as appropriate.

(2) The Council may adopt, modify,
or reverse the decision or dismissal,
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may remand the case to an ALJ or at-
torney adjudicator for further pro-
ceedings, or may dismiss a hearing re-
quest.

(3) The Council must issue its action
no later than 90 calendar days after re-
ceipt of the CMS or the IRE referral,
unless the 90 calendar day period has
been extended as provided in this sub-
part.

(4) The Council may not issue its ac-
tion before the 20 calendar day com-
ment period has expired, unless it de-
termines that the agency’s referral
does not provide a basis for reviewing
the case.

(5) If the Council declines to review a
decision or dismissal on its own mo-
tion, the ALJ’s or attorney adjudica-
tor’s decision or dismissal is binding.

(e) Referral timeframe. For purposes of
this section, the date of receipt of the
ALJ’s or attorney adjudicator’s deci-
sion or dismissal is presumed to be 5
calendar days after the date of the no-
tice of the decision or dismissal, unless
there is evidence to the contrary.

[82 FR 5137, Jan. 17, 2017, as amended at 84
FR 19874, May 7, 2019]

§423.2112

view.

(a)(1) The request for Council review
must be filed with the entity specified
in the notice of the ALJ’s or attorney
adjudicator’s action.

(2) The request for review must be in
writing and may be made on a standard
form, except for requests for expedited
reviews which may be made orally.

(3) The Council must document all
oral requests in writing and maintain
the documentation in the case file.

(4) A written request that is not
made on a standard form or, for expe-
dited requests, an oral request, is ac-
cepted if it includes the enrollee’s
name and telephone number, the plan
name; Medicare number; the ALJ ap-
peal number; the specific Part D
drug(s) for which the review is re-
quested; a statement that the enrollee
is requesting an expedited review, if
applicable; and the name of the en-
rollee or the representative of the en-
rollee.

(b) The request for review must iden-
tify the parts of the ALJ or attorney
adjudicator action with which the en-

Content of request for re-

42 CFR Ch. IV (10-1-25 Edition)

rollee requesting review disagrees and
explain why he or she disagrees with
the ALJ’s or attorney adjudicator’s de-
cision, dismissal, or other determina-
tion being appealed.

(c) The Council will limit its review
of an ALJ’s or attorney adjudicator’s
actions to those exceptions raised by
the enrollee in the request for review,
unless the enrollee is unrepresented.
For purposes of this section only, a
representative is either anyone with a
valid appointment as the enrollee’s
representative or is a member of the
enrollee’s family, a legal guardian or
an individual who routinely acts on be-
half of the enrollee, such as a family
member or friend who has a power of
attorney.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017; 84 FR 19874, May 7,
2019]

§423.2114 Dismissal of request for re-
view.

The Council dismisses a request for
review if the enrollee requesting review
did not file the request within the stat-
ed period of time and the time for fil-
ing has not been extended. The Council
also dismisses the request for review
if—

(a) The enrollee asks to withdraw the
request for review;

(b) The individual or entity does not
have a right to request Council review;
or

(c) The enrollee died while the re-
quest for review is pending and the en-
rollee’s estate or representative, if any,
either has no remaining financial in-
terest in the case or does not want to
continue the appeal.

[74 FR 656363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017]

§423.2116 Effect of dismissal of re-
quest for Council review or request
for hearing.

The dismissal of a request for Council
review or denial of a request for review
of a dismissal issued by an ALJ or at-
torney adjudicator is binding and not
subject to further review unless re-
opened and vacated by the Council. The
Council’s dismissal of a request for
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hearing is also binding and not subject
to judicial review.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017]

§423.2118 Obtaining evidence from the
Council.

An enrollee may request and receive
a copy of all or part of the record of the
ALJ’s or attorney adjudicator’s action,
including any index of the administra-
tive record, documentary evidence, and
a copy of the audio recording of the
oral proceedings. However, the enrollee
may be asked to pay the costs of pro-
viding these items. If an enrollee re-
quests evidence from the Council and
an opportunity to comment on that
evidence, the time beginning with the
Council’s receipt of the request for evi-
dence through the expiration of the
time granted for the enrollee’s re-
sponse will not be counted toward the
adjudication deadline.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017]

§423.2120 Filing briefs with the Coun-
cil.

Upon request, the Council will give
the enrollee requesting review a rea-
sonable opportunity to file a brief or
other written statement about the
facts and law relevant to the case. Un-
less the enrollee requesting review files
the brief or other statement with the
request for review, the time beginning
with the date of receipt of the request
to submit the brief and ending with the
date the brief is received by the Coun-
cil will not be counted toward the adju-
dication timeframe set forth in
§423.2100. The Council may also re-
quest, but not require, CMS, the IRE,
and/or the Part D plan sponsor to file a
brief or position paper if the Council
determines that it is necessary to re-
solve the issues in the case. The Coun-
cil cannot draw any adverse inference
if CMS, the IRE, and/or the Part D plan
sponsor either participates, or decides
not to participate in Council review.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017]

§423.2122

§423.2122 What evidence may be sub-
mitted to the Council.

(a) Appeal before the Council on request
for review of ALJ’s or attorney adjudica-
tor’s decision. (1) If the Council is re-
viewing an ALJ’s or attorney adjudica-
tor’s decision, the Council will consider
the evidence contained in the record of
the proceedings before the ALJ or at-
torney adjudicator, and any new evi-
dence that relates to the period before
the coverage determination or at-risk
determination. If the ALJ’s or attor-
ney adjudicator’s decision decides a
new issue that the enrollee was not af-
forded an opportunity to address at the
OMHA 1level, the Council considers any
evidence related to that issue that is
submitted with the request for review.

(2) If the Council determines that ad-
ditional evidence is needed to resolve
the issues in the case and the adminis-
trative record indicates that the pre-
vious decision-makers have not at-
tempted to obtain the evidence, the
Council may remand the case to an
ALJ or attorney adjudicator to obtain
the evidence and issue a new decision.

(3) The Council will not consider any
new evidence submitted regarding a
change in condition of an enrollee after
a coverage determination or at-risk de-
termination is made. The Council will
remand a case to the Part D IRE if the
Council determines that the enrollee
wishes to have evidence on his or her
change in condition after the coverage
determination or at-risk determination
considered.

(b) Subpoenas. When it is reasonably
necessary for the full presentation of a
case, the Council may, on its own ini-
tiative, issue subpoenas requiring an
enrollee or Part D plan sponsor to
make books, records, correspondence,
papers, or other documents that are
material to an issue at the hearing
available for inspection and copying.
The Council may not issue a subpoena
to CMS, or the IRE to compel the pro-
duction of evidence.

(1) To the extent a subpoena compels
disclosure of a matter for which an ob-
jection based on privilege, or other pro-
tection from disclosure such as case
preparation, confidentiality or undue
burden, was made before the Council,
the Secretary may review immediately
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that subpoena or a portion of the sub-
poena.

(2) Upon notice to the Council that
an enrollee or Part D plan sponsor in-
tends to seek the Secretary review of
the subpoena, the Council must stay
all proceedings affected by the sub-
poena, tolling the time period for the
Council to issue a final action or re-
mand a case in response to a request
for review for 15 calendar days or until
the Secretary makes a decision with
respect to the review request, which-
ever occurs first.

(3) If the Secretary does not grant re-
view within the time allotted for the
stay, the stay is lifted and the sub-
poena stands.

(c) Enforcement. (1) If the CouncilC
determines that an enrollee or other
person or entity subject to a subpoena
issued under this section has refused to
comply with the subpoena, the Council
may request the Secretary to seek en-
forcement of the subpoena in accord-
ance with section 205(e) of the Act, 42
U.S.C. 405(e).

(2) After submitting the enforcement
request, the time period for the Council
to issue a final action or remand a case
in response to a request for review is
stayed for 15 calendar days or until the
Secretary makes a decision with re-
spect to the enforcement request,
whichever occurs first.

(3) Any enforcement request by the
Council must consist of a written no-
tice to the Secretary describing in de-
tail the Council’s findings of non-
compliance and its specific request for
enforcement, and providing a copy of
the subpoena and evidence of its re-
ceipt by certified mail by the enrollee
or other person or entity subject to the
subpoena.

(4) The Council must promptly mail a
copy of the notice and related docu-
ments to the enrollee or other person
or entity subject to the subpoena, and
to any other affected person.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017; 83 FR 16754, Apr. 16,
2018]

§423.2124 Oral argument.

An enrollee may request to appear
before the Council to present oral argu-
ment.

42 CFR Ch. IV (10-1-25 Edition)

(a) The Council grants a request for
oral argument if it decides that the
case raises an important question of
law, policy, or fact that cannot be
readily decided based on written sub-
missions alone.

(b) The Council may decide on its
own that oral argument is necessary to
decide the issues in the case. If the
Council decides to hear oral argument,
it informs the enrollee of the time and
place of the oral argument at least 10
calendar days before the scheduled date
or, in the case of an expedited review,
at least 2 calendar days before the
scheduled date.

(¢c) In case of a previously unrepre-
sented enrollee, a newly hired rep-
resentative may request an extension
of time for preparation of the oral ar-
gument and the Council must consider
whether the extension is reasonable.

(d) The Council may also request, but
not require, CMS, the IRE, and/or the
Part D plan sponsor to appear before it
if the Council determines that it may
be helpful in resolving the issues in the
case.

(e) The Council cannot draw any ad-
verse inference if CMS, the IRE, and/or
the Part D plan sponsor decide not to
participate in the oral argument.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5138, Jan. 17, 2017]

§423.2126 Case
Council.

(a) When the Council may remand a
case to the ALJ or attorney adjudicator.
(1) The Council may remand a case in
which additional evidence is needed or
additional action by the ALJ or attor-
ney adjudicator is required. The Coun-
cil will designate in its remand order
whether the ALJ or attorney adjudi-
cator will issue a decision or a rec-
ommended decision on remand.

(2) Action by ALJ or attorney adjudi-
cator on remand. The ALJ or attorney
adjudicator will take any action that is
ordered by the Council and may take
any additional action that is not incon-
sistent with the Council’s remand
order.

(3) Notice when case is returned with a
recommended decision. When the ALJ or
attorney adjudicator sends a case to
the Council with a recommended deci-
sion, a notice is mailed to the enrollee

remanded by the
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at his or her last known address. The
notice tells the enrollee that the case
was sent to the Council, explains the
rules for filing briefs or other written
statements with the Council, and in-
cludes a copy of the recommended deci-
sion.

(4) Filing briefs with the Council when
ALJ or attorney adjudicator issues rec-
ommended decision. (i) An enrollee may
file with the Council briefs or other
written statements about the facts and
law relevant to the case within 20 cal-
endar days of the date on the rec-
ommended decision or with the request
for review for expedited appeals. An en-
rollee may ask the Council for addi-
tional time to file a brief or written
statement. The Council will extend
this period, as appropriate, if the en-
rollee shows that he or she has good
cause for requesting the extension.

(ii) All other rules for filing briefs
with and obtaining evidence from the
Council follow the procedures ex-
plained in this subpart.

(6) Procedures before the Council. (i)
The Council, after receiving a rec-
ommended decision, will conduct pro-
ceedings and issue its decision or dis-
missal according to the procedures ex-
plained in this subpart.

(ii) If the Council determines that
more evidence is required, it may again
remand the case to an ALJ or attorney
adjudicator for further inquiry into the
issues, rehearing if applicable, receipt
of evidence, and another decision or
recommended decision. However, if the
Council decides that it can get the ad-
ditional evidence more quickly, it will
take appropriate action.

(b) When the Council must remand a
case to the Part D IRE. The Council will
remand a case to the appropriate Part
D IRE if the Council determines that
the enrollee wishes evidence on his or
her change in condition after the cov-
erage determination or at-risk deter-
mination to be considered in the ap-
peal.

[74 FR 65363, Dec. 9, 2009, as amended at 82

FR 5138, Jan. 17, 2017; 83 FR 16754, Apr. 16,
2018]

§423.2128 Action of the Council.

(a) After it has reviewed all the evi-
dence in the administrative record and
any additional evidence received, sub-

§423.2136

ject to the limitations on Council con-
sideration of additional evidence in
§423.2122, the Council will make a deci-
sion or remand the case to an ALJ or
attorney adjudicator.

(b) The Council may adopt, modify,
or reverse the ALJ or attorney adjudi-
cator decision or recommended deci-
sion.

(c) The Council mails a copy of its
decision to the enrollee at his or her
last known address, to CMS, to the
IRE, and to the Part D plan sponsor.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5139, Jan. 17, 2017]

§423.2130 Effect of the Council’s deci-
sion.

The Council’s decision is final and
binding unless a Federal District Court
issues a decision modifying the Coun-
cil’s decision or the decision is revised
as the result of a reopening in accord-
ance with §423.1980. An enrollee may
file an action in a Federal District
Court within 60 calendar days after the
date the enrollee receives written no-
tice of the Council’s decision.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5139, Jan. 17, 2017]

§423.2134 Extension of time to file ac-
tion in Federal District Court.

(a) An enrollee may request that the
time for filing an action in a Federal
District Court be extended.

(b) The request must:

(1) Be in writing.

(2) Give the reasons why the action
was not filed within the stated time pe-
riod.

(3) Be filed with the Council.

(c) If the enrollee shows that he or
she had good cause for missing the
deadline, the time period will be ex-
tended. To determine whether good
cause exists, the Council uses the
standards specified in §§405.942(b)(2) or
(b)(3) of this chapter.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5139, Jan. 17, 2017]

§423.2136 Judicial review.

(a) General rule—(1) Review of Council
decision. To the extent authorized by
sections 1876(c)(5)(B) and 1860D-4(h) of
the Act, an enrollee may obtain a court
review of a Council decision if—
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(i) It is a final decision of the Sec-
retary; and

(ii) The amount in controversy meets
the threshold requirements of §423.2006.

(2) Review of ALJ’s or attorney adju-
dicator’s decision. To the extent author-
ized by sections 1876(c)(5)(B) and 1860D-
4(h) of the Act, the enrollee may re-
quest judicial review of an ALJ’s or at-
torney adjudicator’s decision if—

(i) The Council denied the enrollee’s
request for review; and

(ii) The amount in controversy meets
the threshold requirements of §423.2006.

(b) Court in which to file civil action.
(1) Any civil action described in para-
graph (a) of this section must be filed
in the District Court of the United
States for the judicial district in which
the enrollee resides.

(2) If the enrollee does not reside
within any judicial district, the civil
action must be filed in the District
Court of the United States for the Dis-
trict of Columbia.

(c) Time for filing civil action. (1) Any
civil action described in paragraph (a)
of this section must be filed within the
time periods specified in §423.2130 or
§423.2134, as applicable.

(2) For purposes of this section, the
date of receipt of the notice of the
Council’s decision shall be presumed to
be 5 calendar days after the date of the
notice, unless there is a reasonable
showing to the contrary.

(3) Where a case is certified for judi-
cial review in accordance with the ex-
pedited access to judicial review proc-
ess in §423.1990, the civil action must
be filed within 60 calendar days after
receipt of the review entity’s certifi-
cation, except where the time is ex-
tended by the ALJ or attorney adjudi-
cator or Council, as applicable, upon a
showing of good cause.

(d) Proper defendant. (1) In any civil
action described in paragraph (a) of
this section, the Secretary of HHS, in
his or her official capacity, is the prop-
er defendant. Any civil action properly
filed shall survive notwithstanding any
change of the person holding the Office
of the Secretary of HHS or any va-
cancy in such office.

(2) If the complaint is erroneously
filed against the United States or
against any agency, officer, or em-
ployee of the United States other than

42 CFR Ch. IV (10-1-25 Edition)

the Secretary, the plaintiff enrollee
will be notified that he or she has
named an incorrect defendant and is
granted 60 calendar days from the date
of receipt of the notice in which to
commence the action against the cor-
rect defendant, the Secretary.

(e) Standard of review. (1) Under sec-
tion 205(g) of the Act, the findings of
the Secretary of HHS as to any fact, if
supported by substantial evidence, are
conclusive.

(2) When the Secretary’s decision is
adverse to an enrollee due to an enroll-
ee’s failure to submit proof in con-
formity with a regulation prescribed
under section 205(a) of the Act per-
taining to the type of proof an enrollee
must offer to establish entitlement to
payment, the court will review only
whether the proof conforms with the
regulation and the validity of the regu-
lation.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5139, Jan. 17, 2017; 84 FR 19874, May T,
2019]

§423.2138 Case remanded by a Federal
District Court.

When a Federal District Court re-
mands a case to the Secretary for fur-
ther consideration, unless the court
order specifies otherwise, the Council,
acting on behalf of the Secretary, may
make a decision, or it may remand the
case to an ALJ or attorney adjudicator
with instructions to take action and ei-
ther issue a decision, take other ac-
tion, or return the case to the Council
with a recommended decision. If the
Council remands a case, the procedures
specified in §423.2140 will be followed.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5139, Jan. 17, 2017]

§423.2140 Council Review of ALJ or
attorney adjudicator decision in a
case remanded by a Federal Dis-
trict Court.

(a) General rules. (1) In accordance
with §423.2138, when a case is remanded
by a Federal District Court for further
consideration and the Council remands
the case to an ALJ or attorney adjudi-
cator, a decision subsequently issued
by the ALJ or attorney adjudicator be-
comes the final decision of the Sec-
retary unless the Council assumes ju-
risdiction.
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(2) The Council may assume jurisdic-
tion based on written exceptions to the
decision of the ALJ or attorney adjudi-
cator that an enrollee files with the
Council or based on its authority under
paragraph (c) of this section.

(3) The Council either makes a new,
independent decision based on the en-
tire record that will be the final deci-
sion of the Secretary after remand, or
remands the case to an ALJ or attor-
ney adjudicator for further pro-
ceedings.

(b) An enrollee files exceptions dis-
agreeing with the decision of the ALJ or
attorney adjudicator. (1) If an enrollee
disagrees with an ALJ or attorney ad-
judicator decision described in para-
graph (a) of this section, in whole or in
part, he or she may file exceptions to
the decision with the Council Council .

(2) Exceptions may be filed by sub-
mitting a written statement to the
Council setting forth the reasons for
disagreeing with the decision of the
ALJ or attorney adjudicator.

(i) The enrollee must file exceptions
within 30 calendar days of the date the
enrollee receives the decision of the
ALJ or attorney adjudicator or submit
a written request for an extension
within the 30 calendar day period.

(ii) The Council will grant a timely
request for a 30 calendar day extension.
A request for an extension of more
than 30 calendar days must include a
statement of reasons as to why the en-
rollee needs the additional time and
may be granted if the Council finds
good cause under the standard estab-
lished in §§405.942(b)(2) or (b)(3) of this
chapter.

(3) If written exceptions are timely
filed, the Council considers the enroll-
ee’s reasons for disagreeing with the
decision of the ALJ or attorney adjudi-
cator. If the Council concludes that
there is no reason to change the deci-
sion of the ALJ or attorney adjudi-
cator, it will issue a notice addressing
the exceptions and explaining why no
change in the decision of the ALJ or
attorney adjudicator is warranted. In
this instance, the decision of the ALJ
or attorney adjudicator is the final de-
cision of the Secretary after remand.

(4) When an enrollee files written ex-
ceptions to the decision of the ALJ, the
Council may assume jurisdiction at

§423.2140

any time. If the Council assumes juris-
diction, it makes a new, independent
decision based on its consideration of
the entire record adopting, modifying,
or reversing the decision of the ALJ or
attorney adjudicator or remanding the
case to an ALJ or attorney adjudicator
for further proceedings, including a
new decision. The new decision of the
Council is the final decision of the Sec-
retary after remand.

(c) Council assumes jurisdiction without
exceptions being filed. (1) Any time with-
in 60 calendar days after the date of the
written decision of the ALJ or attor-
ney adjudicator, the Council may de-
cide to assume jurisdiction of the case
even though no written exceptions
have been filed.

(2) Notice of this action is mailed to
the enrollee at his or her last known
address.

(3) The enrollee will be provided with
the opportunity to file a brief or other
written statement with the Council
about the facts and law relevant to the
case.

(4) After the brief or other written
statement is received or the time al-
lowed (usually 30 calendar days) for
submitting them has expired, the
Council will either issue a final deci-
sion of the Secretary affirming, modi-
fying, or reversing the decision of the
ALJ, or remand the case to an ALJ or
attorney adjudicator for further pro-
ceedings, including a new decision.

(d) Ezxceptions are not filed and the
Council does mot otherwise assume juris-
diction. If no exceptions are filed and
the Council does not assume jurisdic-
tion over the case within 60 calendar
days after the date of the ALJ’s or at-
torney adjudicator’s written decision,
the decision of the ALJ or attorney ad-
judicator becomes the final decision of
the Secretary after remand.

[74 FR 65363, Dec. 9, 2009, as amended at 82
FR 5139, Jan. 17, 2017]

Subpart V—Part D Communication
Requirements

SOURCE: 73 FR 54222, Sept. 18, 2008, unless
otherwise noted.

1029



§423.2260

§423.2260 Definitions.

The definitions in this section apply
for this subpart unless the context in-
dicates otherwise.

Advertisement (Ad) means a read, writ-
ten, visual, oral, watched, or heard bid
for, or call to attention. Advertise-
ments can be considered communica-
tion or marketing based on the intent
and content of the message.

Alternate format means used to con-
vey information to individuals with
visual, speech, physical, hearing, and
intellectual disabilities (for example,
braille, large print, audio).

Banner means a type of advertise-
ment feature typically used in tele-
vision ads that is intended to be brief,
and flashes limited information across
a screen for the sole purpose of entic-
ing a prospective enrollee to contact
the Part D sponsor (for example, obtain
more information) or to alert the view-
er that information is forthcoming.

Banner-like advertisement is an adver-
tisement that uses a banner-like fea-
ture, that is typically found in some
media other than television (for exam-
ple, outdoors and on the internet).

Communications means activities and
use of materials created or adminis-
tered by the Part D sponsor or any
downstream entity to provide informa-
tion to current and prospective enroll-
ees. Marketing is a subset of commu-
nications.

Marketing means communications
materials and activities that meet both
the following standards for intent and
content:

(1) Intended, as determined under
paragraph (1)(ii) of this definition, to
do any of the following:

(i)(A) Draw a beneficiary’s attention
to a Part D plan or plans.

(B) Influence a beneficiary’s decision
making process when making a Part D
plan selection.

(C) Influence a beneficiary’s decision
to stay enrolled in a Part D plan (that
is, retention-based marketing).

(ii) In evaluating the intent of an ac-
tivity or material, CMS will consider
objective information including, but
not limited to, the audience of the ac-
tivity or material, other information
communicated by the activity or mate-
rial, timing, and other context of the

42 CFR Ch. IV (10-1-25 Edition)

activity or material and is not limited
to the Part D sponsor’s stated intent.

(2) Include or address content regard-
ing any of the following:

(i) The plan’s benefits, benefits struc-
ture, premiums or cost sharing.

(ii) Measuring or ranking standards
(for example, Star Ratings or plan
comparisons).

Outdoor advertising (ODA) means out-
door material intended to capture the
attention of a passing audience (for ex-
ample, billboards, signs attached to
transportation vehicles). ODA may be a
communication or marketing material.

Third-party  marketing organization
(TPMOQO) are organizations and individ-
uals, including independent agents and
brokers, who are compensated to per-
form lead generation, marketing, sales,
and enrollment related functions as a
part of the chain of enrollment (the
steps taken by a beneficiary from be-
coming aware of a Part D plan or plans
to making an enrollment decision).
TPMOs may be a first tier, downstream
or related entity (FDRs), as defined
under §423.4, but may also be entities
that are not FDRs but provide services
to a Part D sponsor or a Part D spon-
sor’s FDR.

[86 FR 6121, Jan. 19, 2021, as amended at 87
FR 27901, May 9, 2022]

§423.2261 Submission, review, and dis-
tribution of materials.

(a) General requirements. Part D spon-
sors must submit all marketing mate-
rials, all election forms, and certain
designated communications materials
for CMS review.

(1) The Health Plan Management
System (HPMS) Marketing Module is
the primary system of record for the
collection, review, and storage of mate-
rials that must be submitted for re-
view.

(2) Materials must be submitted to
the HPMS Marketing Module by the
Part D sponsor or, where materials
have been developed by a Third Party
Marketing Organization for multiple
Part D sponsors or plans, by a Third
Party Marketing Organization with
prior review of each Part D sponsor on
whose behalf the materials were cre-
ated or will be used.

(b) CMS review of marketing materials
and election forms. Part D sponsors may
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not distribute or otherwise make avail-
able any marketing materials or elec-
tion forms unless one of the following
occurs:

(1) CMS has reviewed and approved
the material.

(2) The material has been deemed ap-
proved; that is, CMS has not rendered a
disposition for the material within 45
days (or 10 days if using CMS model or
standardized marketing materials as
outlined in §422.2267(e) of this chapter)
of submission to CMS.

(3) The material has been accepted
under File and Use, as follows:

(i) The Part D sponsor may distribute
certain types of marketing materials,
designated by CMS based on the mate-
rial’s content, audience, and intended
use, as they apply to potential risk to
the beneficiary, 5 days following the
submission.

(ii) The Part D sponsor must certify
that the material meets all applicable
CMS communications and marketing
requirements in §§423.2260 through
423.226'7.

(c) CMS review of mon-marketing com-
munications materials. CMS does not re-
quire submission, or submission and
approval, of communications materials
prior to use, other than the following
exceptions.

(1) Certain designated communica-
tions materials that are critical to
beneficiaries understanding or access-
ing their benefits (for example, the
Evidence of Coverage (EOC).

(2) Communications materials that,
based on feedback such as complaints
or data gathered through reviews, war-
rant additional oversight as deter-
mined by CMS, to ensure the informa-
tion being received by beneficiaries is
accurate.

(d) Standards for CMS review. CMS re-
views materials to ensure the fol-
lowing:

(1) Compliance with all applicable re-
quirements under §§423.2260 through
423.226'7.

(2) Benefit and cost information is an
accurate reflection of what is con-
tained in the Part D sponsor’s bid.

(3) CMS may determine, upon review
of such materials, that the materials
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must be modified, or may no longer be
used.

[86 FR 6122, Jan. 19, 2021, as amended at 88
FR 22340, Apr. 12, 2023]

§423.2262 General communications
materials and activity require-
ments.

Part D sponsors may not mislead,
confuse, or provide materially inac-
curate information to current or poten-
tial enrollees.

(a) General rules. Part D sponsors
must ensure their statements and the
terminology used in communications
activities and materials adhere to the
following requirements:

(1) Part D sponsors may not do any of
the following:

(i) Provide information that is inac-
curate or misleading.

(ii) Use of superlatives, unless
sources of documentation or data sup-
portive of the superlative is also ref-
erenced in the material. Such sup-
portive documentation or data must
reflect data, reports, studies, or other
documentation that applies to the cur-
rent contract year or prior contract
year.

(A) Including data older than the
prior contract year is permitted pro-
vided the current and prior contract
yvear data are specifically identified.

(B) [Reserved]

(iii) Engage in activities that could
mislead or confuse Medicare bene-
ficiaries, or misrepresent the Part D
Sponsor.

(iv) Engage in any discriminatory ac-
tivity such as attempting to recruit
Medicare beneficiaries from higher in-
come areas without making com-
parable efforts to enroll Medicare bene-
ficiaries from lower income areas, or
vice versa.

(v) Target potential enrollees based
on higher or lower income levels.

(vi) Target potential enrollees based
on health status.

(vii) State or imply plans are only
available to seniors rather than to all
Medicare beneficiaries.

(viii) Employ Part D plan names that
suggest that a plan is not available to
all Medicare beneficiaries.

(ix) Display the names or logos or
both of co-branded network pharmacies
on the sponsor’s member identification
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card, unless the pharmacy names or
logos or both are related to the mem-
ber selection of specific pharmacies.

(x) Use a plan name that does not in-
clude the plan type. The plan type
should be included at the end of the
plan name, for example, ‘‘Super Medi-
care Drug Plan (PDP)”’. Part D spon-
sors are not required to repeat the plan
type when the plan name is used mul-
tiple times in the same material.

(xi) Claim they are recommended or
endorsed by CMS, Medicare, the Sec-
retary, or HHS.

(xii) Convey that a failure to pay pre-
mium will not result in disenrollment
except for factually accurate descrip-
tions of the PDP sponsor’s policies
adopted in accordance with §423.44(b)(1)
and (d)(1) of this chapter.

(xiii) Use the term ‘‘free’’ to describe
a $0 premium, any type of reduction in
premium, reduction in deductibles or
cost sharing, low-income subsidy, or
cost sharing pertaining to dual eligible
individuals.

(xiv) State or imply a plan is avail-
able only to or is designed for Medicaid
beneficiaries.

(xv) Market a Part D plan not de-
signed to serve dual eligible bene-
ficiaries as if it were a plan designed to
serve dual eligible beneficiaries.

(xvi) Target marketing efforts pri-
marily to dual eligible individuals.

(xvii) Claim a relationship with the
state Medicaid agency, unless a con-
tract to coordinate Medicaid services
for enrollees in that plan is in place.

(xviii) Use of the Medicare name,
CMS logo, and products or information
issued by the Federal Government, in-
cluding the Medicare card in a mis-
leading way. Use of the Medicare card
image is permitted only with author-
ization from CMS.

(2) Part D sponsors may do the fol-
lowing:

(i) State that the Part D sponsor is
approved to participate in Medicare
programs or is contracted to admin-
ister Medicare benefits or both.

(ii) Use the term ‘‘Medicare-ap-
proved” to describe benefits or services
in materials or both.

(b) Product endorsements and
testimonials. (1) Product endorsements
and testimonials may take any of the
following forms:
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(i) Television or video ads.

(ii) Radio ads.

(iii) Print ads.

(iv) Social media ads. In cases of so-
cial media, the use of a previous post,
whether or not associated with or
originated by the Part D sponsor, is
considered a product endorsement or
testimonial.

(v) Other types of ads.

(2) Part D sponsors may use individ-
uals to endorse the Part D sponsor’s
product provided the endorsement or
testimonial adheres to the following
requirements:

(i) The speaker must identify the
Part D sponsor’s product or company
by name.

(ii) Medicare beneficiaries endorsing
or promoting the Part D sponsor must
have been an enrollee at the time the
endorsement or testimonial was cre-
ated.

(iii) The endorsement or testimonial
must clearly state that the individual
was paid for the endorsement or testi-
monial, if applicable.

(iv) If an individual is used (for exam-
ple, an actor) to portray a real or ficti-
tious situation, the advertisement
must state that it is an actor por-
trayal.

(c) Requirements when including cer-
tain telephone numbers in materials. (1)
Part D sponsors must adhere to the fol-
lowing requirements for including cer-
tain telephone numbers in materials:

(i) When a Part D sponsor includes
its customer service number, the hours
of operation must be prominently in-
cluded at least once.

(ii) When a Part D sponsor includes
its customer service number, it must
provide a toll-free TTY number in con-
junction with the customer service
number in the same font size.

(iii) On every material where 1-800-
MEDICARE or Medicare TTY appears,
the Part D sponsor must prominently
include, at least once, the hours and
days of operation for 1-800-MEDICARE
(that is, 24 hours a day/7 days a week).

(2) The following advertisement types
are exempt from these requirements:

(i) Outdoor advertising.

(ii) Banners or banner-like ads.

(iii) Radio advertisements and spon-
sorships.
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(d) Standardized material identification
(SMID). (1) Part D sponsors must use a
standardized method of identification
for oversight and tracking of materials
received by beneficiaries.

(2) The SMID consists of the fol-
lowing three parts:

(i) The Part D sponsor’s contract or
Multi-Contract Entity (MCE) number,
(that is, ‘S’ for PDPs, or *“Y” for MCE,
a means of identification available for
Plans/Part D sponsors that have mul-
tiple PDP contracts) followed by an un-
derscore, except that the SMID for
multi-plan marketing materials must
begin with the word ‘“‘MULTI-PLAN”
instead of the Part D sponsor’s con-
tract number (for example,
S1234 abcl23 C or MULTI-
PLAN efg456 M).

(ii) A series of alpha numeric char-
acters (at the Part D sponsor’s discre-
tion) unique to the material followed
by an underscore.

(iii) An uppercase ‘“‘C”’ for commu-
nication materials or an uppercase
“M” for marketing materials (for ex-
ample, S1234 abcl23 C or
S5678 efg4b56 M).

(3) The SMID is required on all mate-
rials except the following:

(i) Membership ID card.

(ii) Envelopes, radio ads, outdoor ad-
vertisements, banners, banner-like ads,
and social media comments and posts.

(iii) OMB-approved forms/documents,
except those materials specified in
§423.226'7.

(iv) Corporate notices or forms (that
is, not Part D-specific) meeting the
definition of communications such as
privacy notices and authorization to
disclose protected health information
(PHI).

(v) Agent-developed communications
materials that are not marketing.

(4) Non-English and alternate format
materials, based on previously created
materials, may have the same SMID as
the material on which they are based.

[86 FR 6122, Jan. 19, 2021, as amended at 88
FR 22340, Apr. 12, 2023]

§423.2263 General marketing require-
ments.

Marketing is a subset of communica-
tions and therefore must follow the re-
quirements outlined in §423.2262 as well
as this section. Marketing (as defined

§423.2263

in §423.2260) must additionally meet
the following requirements:

(a) Part D sponsors may begin mar-
keting prospective plan year offerings
on October 1 of each year for the fol-
lowing contract year. Part D sponsors
may market the current and prospec-
tive year simultaneously provided ma-
terials clearly indicate what year is
being discussed.

(b) In marketing, Part D sponsors
may not do any of the following:

(1) Provide cash or other monetary
rebates as an inducement for enroll-
ment or otherwise.

(2) Offer gifts to beneficiaries, unless
the gifts are of nominal value (as gov-
erned by guidance published by the
HHS OIG), are offered to similarly situ-
ated beneficiaries without regard to
whether or not the beneficiary enrolls,
and are not in the form of cash or other
monetary rebates.

(3) Provide meals to potential enroll-
ees regardless of value.

(4) Market non-health care related
products to prospective enrollees dur-
ing any Part D sales activity or presen-
tation. This is considered cross-selling
and is prohibited.

(5) Compare their plan to other plans,
unless the information is accurate, not
misleading, and can be supported by
the Part D sponsor making the com-
parison.

(6) Display the names or logos or
both of pharmacy co-branding partners
on marketing materials, unless the ma-
terials clearly indicate via a disclaimer
or in the body that ‘“Other pharmacies
are available in the network.”

(7) Knowingly target or send unsolic-
ited marketing materials to any Part
D enrollee during the Open Enrollment
Period (OEP).

(i) During the OEP, a Part D sponsors
may do any of the following:

(A) Conduct marketing activities
that focus on other enrollment oppor-
tunities, including but not limited to
marketing to age-ins (who have not yet
made an enrollment decision), mar-
keting by 5-star plans regarding their
continuous enrollment special election
period (SEP), and marketing to dual-
eligible and LIS beneficiaries who, in
general, may make changes once per
calendar quarter during the first nine
months of the year;
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(B) Send marketing materials when a
beneficiary makes a proactive request;

(C) At the beneficiary’s request, have
one-on-one meetings with a sales
agent;

(D) At the beneficiary’s request, pro-
vide information on the OEP through
the call center; and

(BE) Include educational information,
excluding marketing, on the Part D
sponsor’s website about the existence
of OEP.

(ii) During the OEP, a Part D spon-
sors may not:

(A) Send unsolicited materials adver-
tising the ability or opportunity to
make an additional enrollment change
or referencing the OEP;

(B) Specifically target beneficiaries
who are in the OEP because they made
a choice during Annual Enrollment Pe-
riod (AEP) by purchase of mailing lists
or other means of identification;

(C) Engage in or promote agent or
broker activities that intend to target
the OEP as an opportunity to make
further sales; or

(D) Call or otherwise contact former
enrollees who have selected a new plan
during the AEP.

(8) Advertise benefits that are not
available to beneficiaries in the service
area(s) where the marketing appears,
unless the advertisement is in local
media that serves the service area(s)
where the benefits are available and
reaching beneficiaries who reside in
other service areas is unavoidable.

(9) Market any products or plans,
benefits, or costs, unless the Part D
sponsor or marketing name(s) as listed
in HPMS of the entities offering the
referenced products or plans, benefits,
or costs are identified in the marketing
material.

(i) Part D sponsor or marketing
names must be in 12-point font in print
and may not be in the form of a dis-
claimer or in fine print.

(ii) For television, online, or social
media, the Part D sponsor or mar-
keting name(s) must be either read at
the same pace as the phone number or
must be displayed throughout the en-
tire advertisement in a font size equiv-
alent to the advertised phone number,
contact information or benefits.

(iii) For radio or other voice-based
advertisements, Part D sponsor or mar-
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keting names must be read at the same
pace as phone numbers or contact in-
formation.

(10) Part D sponsors may not include
information about savings available to
potential enrollees that are based on a
comparison of typical expenses borne
by uninsured individuals, unpaid costs
of dually eligible beneficiaries, or other
unrealized costs of a Medicare bene-
ficiary.

(c) The following requirements apply
to how Part D sponsors must display
CMS-issued Star Ratings:

(1) References to individual Star Rat-
ing measure(s) must also include ref-
erences to the overall Star Rating for
MA-PDs and the summary rating for
PDP plans.

(2) May not use an individual under-
lying category, domain, or measure
rating to imply overall higher Star
Ratings.

(3) Must be clear that the rating is
out of 5 stars.

(4) Must clearly identify the Star
Ratings contract year.

(5) May only market the Star Rat-
ings in the service area(s) for which the
Star Rating is applicable unless using
Star Ratings to convey overall Part D
sponsor performance (for example,
“Plan X has achieved 4.5 stars in Mont-
gomery, Chester, and Delaware Coun-
ties), in which case the Part D sponsor
must do so in a way that is not con-
fusing or misleading.

(6) The following requirements apply
to all 5 Star PDP contracts:

(i) May not market the 5-star special
enrollment period, as defined in
§423.38(¢c)(20), after November 30 of each
year if the contract has not received an
overall 5 star for the next contract
year.

(ii) May use CMS’ 5- star icon or may
create their own icon.

(7) The following requirements apply
to all Low Performing MA contracts:

(i) The Low Performing Icon must be
included on all materials about or ref-
erencing the specific contract’s Star
Ratings.

(ii) Must state the Low Performing
Icon means that the Part D sponsor’s
contract received a summary rating of
2.5 stars or below in Part D for the last
3 years.
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(iii) May not attempt to refute or
minimize Low Performing Status.

[86 FR 6123, Jan. 19, 2021, as amended at 88
FR 22340, Apr. 12, 2023]

§423.2264 Beneficiary contact.

For the purpose of this section, bene-
ficiary contact means any outreach ac-
tivities to a beneficiary or a bene-
ficiary’s caregivers by the Part D spon-
sor or its agents and brokers.

(a) Unsolicited contact. Subject to the
rules for contact for plan business in
paragraph (b) of this section, the fol-
lowing rules apply when materials or
activities are given or supplied to a
beneficiary or their caregiver without
prior request:

(1) Part D sponsors may make unso-
licited direct contact by conventional
mail and other print media (for exam-
ple, advertisements and direct mail) or
email (provided every email contains
an opt-out option).

(2) Part D sponsors may not do any of
the following if unsolicited:

(i) Use door to door solicitation, in-
cluding leaving information of any
kind, except that information may be
left when an appointment is pre-sched-
uled but the beneficiary is not home.

(A) Contact is unsolicited door-to-
door contact unless an appointment, at
the beneficiary’s home at the applica-
ble time and date, was previously
scheduled.

(B) [Reserved]

(ii) Approach enrollees in common
areas such as parking lots, hallways,
lobbies.

(iii) Send direct messages from social
media platforms.

(iv) Use telephone solicitation (that
is, cold calling), robocalls, text mes-
sages, or voicemail messages, includ-
ing, but not limited to, the following:

(A) Calls based on referrals.

(B) Calls to former enrollees who
have disenrolled or those in the process
of disenrolling, except to conduct
disenrollment surveys for quality im-
provement purposes.

(C) Calls to beneficiaries who at-
tended a sales event, unless the bene-
ficiary gave express permission to be
contacted.

(D) Calls to prospective enrollees to
confirm receipt of mailed information.

§423.2264

(3) Calls are not considered unsolic-
ited if the beneficiary provides consent
or initiates contact with the plan. For
example, returning phone calls or call-
ing an individual who has completed a
business reply card requesting contact
is not considered unsolicited.

(b) Contact for plan business. Part D
sponsors may contact current, and to a
more limited extent, former members,
including those enrolled in other prod-
ucts offered by the parent organiza-
tion, to discuss plan business, in ac-
cordance with the following require-
ments:

(1) A Part D sponsor may conduct the
following activities as plan business:

(i) Call current enrollees, including
those in non-Medicare products, to dis-
cuss Medicare products. Examples of
such calls include, but are not limited
to the following:

(A) Enrollees aging into Medicare
from commercial products.

(B) Existing enrollees, including
Medicaid enrollees, to discuss other
Medicare products or plan benefits.

(C) Members in an MA or cost plan to
discuss other Medicare products.

(ii) Call beneficiaries who submit en-
rollment applications to conduct busi-
ness related to enrollment.

(iii) With prior CMS approval, call
LIS enrollees that a plan is prospec-
tively losing due to reassignment. CMS
decisions to approve calls are for lim-
ited circumstances based on the fol-
lowing:

(A) The proximity of cost of the los-
ing plan as compared to the national
benchmark; and

(B) The selection of plans in the serv-
ice area that are below the benchmark.

(iv) Agents/brokers calling clients
who are enrolled in other products they
may sell, such as automotive or home
insurance.

(v) Part D sponsors may not make
unsolicited calls about other lines of
business as a means of generating leads
for Medicare plans.

(2) If the Part D sponsor reaches out
to beneficiaries regarding plan busi-
ness, as outlined in this section, the
Part D sponsor must provide notice to
all beneficiaries whom the plan con-
tacts as least once annually, in writ-
ing, of the individual’s ability to opt
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out of future calls regarding plan busi-
ness.

(c) Events with beneficiaries. Part D
sponsors and their agent or brokers
may hold educational events, mar-
keting or sales events, and personal
marketing appointments to meet with
Medicare beneficiaries, either face-to-
face or virtually. The requirements for
each type of event are as follows:

(1) Educational events must be adver-
tised as such and be designed to gen-
erally inform beneficiaries about Medi-
care, including Medicare Advantage,
Prescription Drug programs, or any
other Medicare program.

(i) At educational events, Part D
sponsors and agents/brokers may not
market specific Part D sponsors or ben-
efits.

(ii) Part D sponsors holding or par-
ticipating in educational events may
do any of the following:

(A) Distribute communication mate-
rials.

(B) Answer beneficiary initiated
questions pertaining to Part D plans.

(C) Distribute business cards.

(D) Make available and receive bene-
ficiary contact information, including
Business Reply Cards, but not includ-
ing Scope of Appointment forms.

(iii) Part D sponsors holding or par-
ticipating in educational events may
not conduct sales or marketing presen-
tations or distribute or accept plan ap-
plications.

(iv) Part D sponsors may schedule ap-
pointments with residents of long-term
care facilities (for example, nursing
homes, assisted living facilities, board
and care homes) upon a resident’s re-
quest. If a resident did not request an
appointment, any visit by an agent or
broker is prohibited as unsolicited
door-to-door marketing.

(2) Marketing or sales events are
group events that fall within the defi-
nition of marketing at §423.2260.

(i) Marketing events are prohibited
from taking place within 12 hours of an
educational event, in the same loca-
tion. The same location is defined as
the entire building or adjacent build-
ings.

(ii) Part D sponsors holding or par-
ticipating in marketing events may do
any of the following:

(A) Provide marketing materials.
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(B) Distribute and accept plan appli-
cations.

(C) Collect Scope of Appointment
forms for future personal marketing
appointments.

(D) Conduct
tations.

(iii) Part D sponsors holding or par-
ticipating in marketing events may
not do any of the following:

(A) Require sign in sheets or require
attendees to provide contact informa-
tion as a prerequisite for attending an
event.

(B) Conduct activities, including
health screenings, health surveys, or
other activities that are used for or
could be viewed as being used to target
a subset of members (that is ‘‘cherry-
picking’’).

(C) Use information collected for raf-
fles or drawings for any purpose other
than raffles or drawings.

(3) Personal marketing appointments
are those appointments that are tai-
lored to an individual or small group
(for example, a married couple). Per-
sonal marketing appointments are not
defined by the location.

(i) At least 48 hours prior to the
scheduled personal marketing appoint-
ment, the Part D plan (or agent or
broker, as applicable) must agree upon
and record the Scope of Appointment
with the beneficiary(ies), except for:

(A) SOAs that are completed during
the last four days prior to a valid elec-
tion period for the beneficiary.

(B) Unscheduled in person visits
(walk-ins) initiated by the beneficiary.

(ii) Part D sponsors holding a per-
sonal marketing appointment may do
any of the following:

(A) Provide marketing materials.

(B) Distribute and accept plan appli-
cations.

(C) Conduct marketing presentations.

(D) Review the individual needs of
the beneficiary including, but not lim-
ited to, health care needs and history,
commonly used medications, and fi-
nancial concerns.

(iii) Part D sponsors holding a per-
sonal marketing appointment may not
do any of the following:

(A) Market any health care related
product during a marketing appoint-
ment beyond the scope agreed upon by
the beneficiary, and documented by the

marketing presen-
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plan in a Scope of Appointment, busi-
ness reply card, or request to receive
additional information, which is valid
for 12 months following the date of
beneficiary’s signature date or the date
of the beneficiary’s initial request for
information.

(B) Market additional health related
lines of plan business not identified
prior to an individual appointment
without a separate Scope of Appoint-
ment, identifying the additional lines
of business to be discussed; such Scope
of Appointment is valid for 12 months
following the beneficiary’s signature
date.

(C) Market non-health related prod-
ucts such as annuities.

[86 FR 6124, Jan. 19, 2021, as amended at 88
FR 22340, Apr. 12, 2023; 88 FR 34780, May 31,
2023]

§423.2265 Websites.

As required under §423.128(d)(2), Part
D sponsors must have a website.

(a) General website requirements. (1)
Part D sponsor websites must meet all
of the following requirements:

(i) Maintain current year contract
content through December 31 of each
year.

(ii) Notify users when they will leave
the Part D sponsor’s Medicare site.

(iii) Include or provide access to (for
example, through a hyperlink) applica-
ble notices, statements, disclosures, or
disclaimers with corresponding con-
tent. Overarching disclaimers, such as
the Federal Contracting Statement,
are not required on every page.

(iv) Reflect the most current infor-
mation within 30 days of any material
change

(v) Keep PDP content separate and
distinct from other lines of business,
including Medicare Supplemental
Plans.

(2) Part D sponsor websites may not
do any of the following:

(i) Require beneficiaries to enter any
information other than zip code, coun-
ty, or state for access to non-bene-
ficiary-specific website content.

(ii) Provide links to foreign drug
sales, including advertising links.

(iii) State that the Part D sponsor is
not responsible for the content of their
social media pages or the website of
any first tier, downstream, or related
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entity that provides information on be-
half of the Part D sponsor.

(b) Required content. A Part D spon-
sor’s websites must include the fol-
lowing content:

(1) A toll-free customer service num-
ber, TTY number, and days and hours
of operation.

(2) A physical or Post Office Box ad-
dress.

(3) A PDF or copy of a printable
pharmacy directory.

(4) A searchable pharmacy directory.

(5) A searchable formulary.

(6) Information on enrollees’ and
Part D sponsors’ rights and responsibil-
ities upon disenrollment. Part D spon-
sors may either post this information
or provide specific information on
where it is located in the Evidence of
Coverage together with a link to that
document.

(7) A description of and information
on how to file a grievance, request an
organization determination, and an ap-
peal.

(8) Prominently displayed link to the
Medicare.gov electronic complaint.

(9) A Notice of Privacy Practices as
required under the HIPAA Privacy
Rule (45 CFR 164.520).

(10) Prescription Drug Transition
Policy.

(11) LIS Premium Summary Chart.

(12) Prescription Drug Transition
Policy.

(13) A separate section or page about
MTM programs providing the fol-
lowing:

(i) Explanation of MTM program, in-
cluding eligibility requirements, the
purpose and benefits of MTM, how to
obtain MTM service documents includ-
ing the Medication list, that the serv-
ice is free, and a summary of services.

(ii) Information on how to obtain in-
formation about the MTM program, in-
cluding how the member will know
they are eligible and enrolled into the
MTM program, the comprehensive
medication review and targeted medi-
cation reviews, a description of how re-
views are conducted and delivered, in-
cluding time commitments and mate-
rials beneficiaries will receive.

(14) Instructions on how to appoint a
representative including a link to the
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downloadable version of the CMS Ap-

pointment of Representative Form
(CMS Form-1696).

(156) Enrollment instructions and
forms.

(16) Information about the Medicare
Prescription Payment Plan as de-
scribed in §423.137(m)(2).

(c) Required posted materials. A Part D
sponsor’s website must provide access
to the following materials, in a print-
able format, within the timeframes
specified in paragraphs (c¢)(1) and (2) of
this section.

(1) The following materials for each
plan year must be posted on the
website by October 15 prior to the be-
ginning of the plan year:

(i) Evidence of Coverage.

(ii) Annual Notice of Change (for re-
newing plans).

(iii) Summary of Benefits.

(iv) Pharmacy Directory.

(v) Formulary.

(vi) Utilization Management Forms
for physicians and enrollees.

(2) The following materials must be
posted on the website throughout the
year and be updated as required:

(i) Prior Authorization Forms for
Physicians and Enrollees.

(ii) Part D Model Coverage Deter-
mination and Redetermination Request
Forms.

(iii) Exception request forms for phy-
sicians (which must be posted by Janu-
ary 1 for new plans).

(iv) CMS Star Ratings document,
which must be posted within 21 days
after its release on the Medicare Plan
Finder.

[86 FR 6125, Jan. 19, 2021, as amended at 87
FR 27901, May 9, 2022; 90 FR 15920, Apr. 15,
2025]

§423.2266 Activities with healthcare
providers or in the healthcare set-
ting.

(a) Where marketing is prohibited. The
requirements in paragraphs (c) through
(e) of this section apply to activities in
the health care setting. Marketing ac-
tivities and materials are not per-
mitted in areas where care is being ad-
ministered, including but not limited
to the following:

(1) Exam rooms.

(2) Hospital patient rooms.
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(3) Treatment areas where patients
interact with a provider and his/her
clinical team and receive treatment
(including such areas in dialysis treat-
ment facilities).

(4) Pharmacy counter areas.

(b) Where marketing is permitted. Mar-
keting activities and materials are per-
mitted in common areas within the
health care setting, including the fol-
lowing:

(1) Common entryways.

(2) Vestibules.

(3) Waiting rooms.

(4) Hospital or nursing home cafe-
terias.

(56) Community, recreational, or con-
ference rooms.

(c) Provider-initiated activities. Pro-
vider-initiated activities are activities
conducted by a provider at the request
of the patient, or as a matter of a
course of treatment, and occur when
meeting with the patient as part of the
professional relationship between the
provider and patient. Provider-initi-
ated activities do not include activities
conducted at the request of the Part D
sponsor or pursuant to the network
participation agreement between the
Part D sponsor and the provider. Pro-
vider-initiated activities that meet
this definition in this paragraph (c) fall
outside of the definition of marketing
in §423.2260. Permissible provider-initi-
ated activities include:

(1) Distributing unaltered, printed
materials created by CMS, such as re-
ports from Medicare Plan Finder, the
“Medicare & You”’ handbook, or
‘““Medicare Options Compare” (from
https://www.medicare.gov) including in
areas where care is delivered.

(2) Providing the names of Part D
sponsors with which they contract or
participate or both.

(3) Answering questions or discussing
the merits of a Part D plan or plans,
including cost sharing and benefit in-
formation including in areas where
care is delivered.

(4) Referring patients to other
sources of information, such as State
Health Insurance Assistance Program
(SHIP) representatives, plan marketing
representatives, State Medicaid Office,
local Social Security Offices, CMS’
website at https:/www.medicare.gov, or
1-800-MEDICARE.
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(5) Referring patients to Part D mar-
keting materials available in common
areas.

(6) Providing information and assist-
ance in applying for the LIS.

(7) Announcing new or continuing af-
filiations with Part D sponsors, once a
contractual agreement is signed. An-
nouncements may be made through
any means of distribution.

(d) Plan-initiated provider activities.
Plan-initiated provider activities are
those activities conducted by a pro-
vider at the request of a Part D spon-
sor. During a plan-initiated provider
activity, the provider is acting on be-
half of the Part D sponsor. For the pur-
pose of plan-initiated activities, the
Part D sponsor is responsible for com-
pliance with all applicable regulatory
requirements.

(1) During plan-initiated provider ac-
tivities, Part D sponsors must ensure
that the provider does not:

(i) Accept/collect scope of appoint-
ment forms.

(ii) Accept Medicare enrollment ap-
plications.

(iii) Make phone calls or direct, urge,
or attempt to persuade their patients
to enroll in a specific plan based on fi-
nancial or any other interests of the
provider.

(iv) Mail marketing materials on be-
half of a Part D sponsor.

(v) Offer inducements to persuade pa-
tients to enroll with a particular Part
D plan or sponsor.

(vi) Conduct health screenings as a
marketing activity.

(vii) Distribute marketing materials
or enrollment forms in areas where
care is being delivered.

(viii) Offer anything of value to in-
duce enrollees to select the provider.

(ix) Accept compensation from the
Part D sponsor for any marketing or
enrollment activities performed on be-
half of the Part D sponsor.

(2) During plan-initiated provider ac-
tivities, the provider may do any of the
following:

(i) Make available, distribute, and
display communications materials, in-
cluding in areas where care is being de-
livered.

(ii) Provide or make available mar-
keting materials and enrollment forms
in common areas.

§423.2267

(e) Part D sponsor activities in the
healthcare setting. Part D sponsor ac-
tivities in the health care setting are
those activities, including marketing
activities that are conducted by Part D
sponsor or on behalf of the Part D
sponsor, or by any downstream entity,
but not by a provider. All marketing
must comply with the requirements in
paragraphs (a) and (b) of this section.
However, during Part D sponsor activi-
ties, the following is permitted:

(1) Accepting and collect Scope of
Appointment forms.

(2) Accepting enrollment forms.

(3) Making available, distributing,
and displaying communications mate-
rials, including in areas where care is
being delivered.

[86 FR 6125, Jan. 19, 2021]
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tent.

Required materials and con-

For information CMS deems to be
vital to the beneficiary, including in-
formation related to enrollment, bene-
fits, health, and rights, the agency may
develop materials or content that are
either standardized or provided in a
model form. Such materials and con-
tent are collectively referred to as re-
quired.

(a) Standards for required materials and
content. All required materials and con-
tent, regardless of categorization as
standardized in paragraph (b) of this
section or model in paragraph (c) of
this section, must meet the following:

(1) Be in a 12pt font, Times New
Roman or equivalent.

(2) For markets with a significant
non-English speaking population, be in
the language of these individuals. Spe-
cifically, Part D sponsors must trans-
late required materials into any non-
English language that is the primary
language of at least b percent of the in-
dividuals in a plan benefit package
(PBP) service area.

(3) Be provided to enrollees on a
standing basis in any non-English lan-
guage identified in paragraphs (a)(2)
and (4) of this section and/or accessible
format using auxiliary aids and serv-
ices upon receiving a request for the
materials in a non-English language or
accessible format or when otherwise
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learning of the enrollee’s primary lan-
guage and/or need for an accessible for-
mat. This requirement also applies to
the individualized plans of care de-
scribed in §422.101(f)(1)(ii) of this chap-
ter for special needs plan enrollees.

(4) For any fully integrated dual eli-
gible special needs plan or highly inte-
grated dual eligible special needs plan
as defined at §422.2 of this chapter, or
applicable integrated plan as defined at
§422.561 of this chapter, be translated
into the language(s) required by the
Medicaid translation standard as speci-
fied through their capitated Medicaid
managed care contract in addition to
the language(s) required by the Medi-
care translation standard in paragraph
(a)(2) of this section.

(6) Be provided to the beneficiary
within CMS’s specified timeframes.

(b) Standardiced materials. Standard-
ized materials and content are required
materials and content that must be
used in the form and manner provided
by CMS.

(1) When CMS issues standardized
material or content, a Part D sponsor
must use the document without alter-
ation except for the following:

(i) Populating variable fields.

(ii) Correcting grammatical errors.

(iii) Adding customer service phone
numbers.

(iv) Adding plan name, logo, or both.

(v) Deleting content that does not
pertain to the plan type (for example,
removing MA language for a Part D
plan).

(vi) Adding the SMID.

(vii) A Notice of Privacy Practices as
required under the HIPAA Privacy
Rule (45 CFR 164.520).

(2) When CMS issues standardized
content, Part D sponsors—

(3) The Part D sponsor may develop
accompanying language for standard-
ized material or content, provided that
language does not conflict with the
standardized material or content. For
example, CMS may issue standardized
content associated with an appeal noti-
fication and Part D sponsor may draft
a letter that includes the standardized
content in the body of the letter; the
remaining language in the letter is at
the sponsor’s discretion, provided it
does not conflict with the standardized
content or other regulatory standards.
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(c) Model materials. Model materials
and content are those required mate-
rials and content created by CMS as an
example of how to convey beneficiary
information. When drafting required
materials or content based on CMS
models, Part D sponsors:

(1) Must accurately convey the vital
information in the required material or
content to the beneficiary, although
the Part D sponsor is not required to
use CMS model materials or content
verbatim; and

(2) Must follow CMS’s specified order
of content, when specified.

(d) Delivery of required materials. Part
D sponsors must mail required mate-
rials in hard copy or provide them elec-
tronically, following the requirements
in paragraphs (d)(1) and (2) of this sec-
tion.

(1) For hard copy mailed materials,
each enrollee must receive his or her
own copy, except in cases of non-bene-
ficiary-specific material(s) where the
Part D sponsor has determined mul-
tiple enrollees are living in the same
household and it has reason to believe
the enrollees are related. In that case,
the Part D sponsor may mail one copy
to the household. The Part D sponsor
must provide all enrollees an opt-out
process so the enrollees can each re-
ceive his or her own copy, instead of a
copy to the household. Materials spe-
cific to an individual beneficiary must
always be mailed to that individual.

(2) Materials may be delivered elec-
tronically following the requirements
in paragraphs (d)(2)(i) and (ii) of this
section.

(i) Without prior authorization from
the enrollee, Part D sponsors may mail
new and current enrollees a notice in-
forming enrollees how to electronically
access the following required mate-
rials: the Evidence of Coverage, Pro-
vider and Pharmacy Directories, and
Formulary. The following require-
ments apply:

(A) The Part D sponsor may mail one
notice for all materials or multiple no-
tices.

(B) Notices for prospective year ma-
terials may not be mailed prior to Sep-
tember 1 of each year, but must be sent
in time for an enrollee to access the
specified materials by October 15 of
each year.
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(C) The Part D sponsor may send the
notice throughout the year to new en-
rollees.

(D) The notice must include the
website address to access the mate-
rials, the date the materials will be
available if not currently available,
and a phone number to request that
hard copy materials be mailed.

(E) The notice must provide the en-
rollee with the option to request
hardcopy materials. Requests may be
material specific, and must have the
option of a one-time request or a per-
manent request that must stay in place
until the enrollee chooses to receive
electronic materials again.

(F) Hard copies of requested mate-
rials must be sent within three busi-
ness days of the request.

(ii) With prior authorization from the
enrollee, the Part D sponsor may pro-
vide any required material or content
electronically. To do so, the Part D
sponsor must do all of the following:

(A) Obtain prior consent from the en-
rollee. The consent must specify both
the media type and the specific mate-
rials being provided in that media type.

(B) Provide instructions on how and
when enrollees can access the mate-
rials.

(C) Have a process through which an
enrollee can request hard copies be
mailed, providing the beneficiary with
the option of a one-time request or a
permanent request (which must stay in
place until the enrollee chooses to re-
ceive electronic materials again), and
with the option of requesting hard cop-
ies for all or a subset of materials.
Hard copies must be mailed within
three business days of the request.

(D) Have a process for automatic
mailing of hard copies when electronic
versions or the chosen media type is
undeliverable.

(e) CMS required materials and content.
The following are required materials
that must be provided to current and
prospective enrollees, as applicable, in
the form and manner outlined in this
section. Unless otherwise noted or in-
structed by CMS and subject to
§423.2263(a) of this chapter, required
materials may be sent once a fully exe-
cuted contract is in place, but no later
than the due dates listed for each ma-
terial in this section.

§423.2267

(1) Evidence of Coverage (EOC). The
EOC is a standardized communications
material through which certain re-
quired information (under §423.128(b))
must be provided annually and must be
provided:

(i) To current enrollees of plan by Oc-
tober 15, prior to the year to which the
EOC applies.

(ii) To new enrollees within 10 cal-
endar days from receipt of CMS con-
firmation of enrollment or by last day
of month prior to effective date, which-
ever is later.

(2) Part D explanation of benefits
(EOB). The EOB is a model commu-
nications material through which plans
must provide the information required
under §423.128(e). Part D sponsors must
provide enrollees with an EOB no later
than the end of the month following
any month in which the enrollee uti-
lized their prescription drug benefit.

(38) Annual Notice of Change (ANOC).
The ANOC is a standardized marketing
material through which plans must
provide the information required under
§423.128(g)(2) annually.

(i) Must send for enrollee receipt no
later than September 30 of each year.

(ii) Enrollees with an October 1, No-
vember 1, or December 1 effective date
must receive within 10 calendar days
from receipt of CMS confirmation of
enrollment or by last day of month
prior to effective date, whichever is
later.

(4) Pre-enrollment checklist (PECL).
The PECL is a standardized commu-
nications material that plans must
provide to prospective enrollees with
the enrollment form, so that the en-
rollees understand important plan ben-
efits and rules. For telephonic enroll-
ments the contents of the PECL must
be reviewed with the prospective en-
rollee prior to the completion of the
enrollment. It references information
on the following:

(i) The EOC.

(ii) Provider directory.

(iii) Pharmacy directory.

(iv) Formulary.

(v) Premiums/copayments/coinsur-
ance.

(vi) Emergency/urgent coverage.

(vii) Plan-type rules.

(viii) Effect on current coverage.
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(5) Summary of Benefits (SB). Part D
sponsors must disseminate a summary
of highly utilized coverage that include
benefits and cost sharing to prospec-
tive enrollees, known as the SB. The
SB is a model marketing material. It
must be in a clear and accurate format.

(i) The SB must be provided with an
enrollment form as follows:

(A) In hardcopy with a paper enroll-
ment form.

(B) For online enrollment, the SB
must be made available electronically
(for example, via a link) prior to the
completion and submission of enroll-
ment request.

(C) For telephonic enrollment, the
beneficiary must be verbally told
where the SB can be accessed.

(ii) The SB must include the fol-
lowing information:

(A) Information on prescription drug
expenses, including:

(1) Monthly plan premium

(2) Deductible, the initial coverage
phase, coverage gap, and catastrophic
coverage.

(3) A statement that costs may differ
based on pharmacy type or status (for
example, preferred/non-preferred, mail
order, long-term care (LTC) or home
infusion, and 30- or 90-day supply),
when applicable.

(4) For dual eligible enrollees with
differing levels of cost must state how
cost sharing and benefits differ depend-
ing on the level of Medicaid eligibility.

(B) Plan sponsors may describe or
identify other health related benefits
in the SB.

(6) Enrollment/Election form. This is
the model communications material
through which plans must provide the
information required under §423.32(b).

(7T) Enrollment Notice. This is a model
communications material through
which plans must provide the informa-
tion required under §423.32(d).

(8) Disenrollment Notice. This is a
model communications material
through which plans must provide the
information required under
§423.36(b)(2).

(9) Formulary. This is a model com-
munications material through which
Part D sponsors must provide informa-
tion required under §423.128(b)(4).
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(i) Must be provided to current en-
rollees of plan by October 15 of each
year.

(ii) Must also provide to new enroll-
ees within 10 calendar days from re-
ceipt of CMS confirmation of enroll-
ment or by last day of month prior to
effective date, whichever is later.

(10) Low Income Subsidy (LIS) Notice.
This is a model communications con-
tent through which Part D sponsors
must notify potential enrollees of what
their plan premium will be once they
are eligible for Extra Help and receive
the low-income subsidy.

(11) Low Income Subsidy (LIS) Rider.
This is a model communications mate-
rial provided to all enrollees who qual-
ify for Extra Help. In the LIS Rider,
the Part D sponsors must convey how
much help the beneficiary will receive
in the benefit year toward their Part D
premium, deductible, and copayments
provide to all beneficiaries who qualify
for Extra Help.

(i) The LIS Rider must be provided at
least once per year by September 30.

(ii) The LIS Rider must be sent to en-
rollees who qualify for Extra Help or
have a change in LIS levels within 30
days of receiving notification from
CMS.

(12) Midyear Change Notification. This
is a model communications material
through which plans must provide a
notice to enrollees when there is a mid-
year change in benefits or plan rules,
under the following timelines:

(i) Notices of changes in plan rules,
unless otherwise addressed elsewhere
in the regulation, must be provided 30
days in advance.

(ii) National Coverage Determination
(NCD) changes announced or finalized
less than 30 days before effective date,
a notification is required as soon as
possible.

(iii) Midyear NCD or legislative
changes must be provided no later than
30 days after the NCD is announced or
the legislative change is effective.

(A) Plans may include the change in
next plan mass mailing (for example,
newsletter), provided it is within 30
days.

(B) The notice must also appear on
the MA organization’s website.

(13) Non-remewal mnotice. This is a
standardized communications material
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through which plans must provide the
information required under §423.507.

(i) The Non-renewal Notice must be
provided at least 90 calendar days be-
fore the date on which the nonrenewal
is effective. For contracts ending on
December 31, the notice must be dated
October 2 to ensure national consist-
ency in the application of Medigap
Guaranteed Issue (GI) rights to all en-
rollees, except for those enrollees in
Medicare-Medicaid Plans (MMPs) and
special needs plans (SNPs). Informa-
tion about non-renewals or service area
reductions may not be released to the
public, including the Non-renewal No-
tice in this section, until CMS provides
notification to the plan.

(ii) The Non-renewal Notice must do
all of the following:

(A) Inform the enrollee that the plan
will no longer be offered and the date
the plan will end.

(B) Provide information about any
applicable open enrollment periods or
special election periods or both (for ex-
ample, Medicare open enrollment, non-
renewal special election period), in-
cluding the last day the enrollee has to
make a Medicare prescription drug
plan selection.

(C) Explain what the enrollee must
do to continue receiving Medicare cov-
erage and what will happen if the en-
rollee chooses to do nothing.

(D) As required under
§423.507(a)(2)(ii)(A), provide a CMS-ap-
proved written description of alter-
native MA plan, MA-PD plan, and PDP
options available for obtaining quali-
fied Medicare services within the bene-
ficiary’s region in the enrollee’s notice.

(BE) Specify when coverage will start
after a new Medicare plan is chosen.

(F) List 1-800-MEDICARE contact in-
formation together with other organi-
zations that may be able to assist with
comparing plans (for example, SHIPs).

(G) Include the Part D sponsor’s call
center telephone number, TTY number,
and hours and days of operation.

(14) Part D Transition Letter. This is a
model communications material that
must be provided to the beneficiary
when they receive a transition fill for a
nonformulary drug. The Part D Transi-
tion Letter must be sent within three
days of adjudication of temporary tran-
sition fill.

§423.2267

(15) Pharmacy Directory. This is a
model communications material
through which Part D sponsors must
provide the information required under
§423.128. The pharmacy directory must
meet all of the following:

(i) Be provided to current enrollees
by October 15 of the year prior to the
applicable year.

(ii) Be provided to new enrollees
within 10 calendars days from receipt
of CMS confirmation of enrollment or
by last day of month prior to effective
date, whichever is later.

(iii) Be provided to current enrollees
upon request, within three business
days of the request.

(iv) Be updated any time the Part D
sponsor becomes aware of changes.

(A) All updates to the online phar-
macy directories must be completed
within 30 days of receiving information
requiring update.

(B)(I) Updates to hardcopy provider
directories must be completed within
30 days.

(2) Hardcopy directories that include
separate updates via addenda are con-
sidered up-to-date.

(16) Prescription transfer letter. This is
a model communications material that
must be sent when a Part D sponsor re-
quests permission from an enrollee to
fill a prescription at a different net-
work pharmacy than the one currently
being used by enrollee.

(17) Star Ratings Document. This is a
standardized marketing material
through which Star Ratings informa-
tion is conveyed to prospective enroll-
ees.

(i) The Star Ratings Document is
generated through HPMS.

(ii) The Star Ratings Document must
be provided with an enrollment form as
follows:

(A) In hardcopy with a paper enroll-
ment form.

(B) For online enrollment, made
available electronically (for example,
via a link) prior to the completion and
submission of enrollment request.

(C) For telephonic enrollment, the
beneficiary must be verbally told
where they can access the Star Ratings
Document.

(iii) New Part D sponsors that have
no Star Ratings are not required to
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provide the Star Ratings Document
until the following contract year.

(iv) Updated Star Ratings must be
used within 21 calendar days of release
of updated information on Medicare
Plan Finder.

(v) Updated Star Ratings must not be
used until CMS releases Star Ratings
on Medicare Plan Finder.

(18) Coverage Determination Notices.
This is a model communications mate-
rial through which plans must provide
the information under §423.568.

(19) Ezxcluded Provider Notices. This is
a model communications material
through which plans must notify en-
rollees when a provider they use has
been excluded from participating in the
Medicare program based on an OIG ex-
clusion or the CMS preclusion list.

(20) Notice of Denial of Medicare Pre-
scription Drug Coverage. This is a stand-
ardized material used to convey de-
tailed descriptions of denied drug cov-
erage and appeal rights.

(21) Medicare Prescription Drug Cov-
erage and Your Rights. This is a stand-
ardized communications material used
to convey a beneficiary’s appeal rights
when a drug cannot be filled at point-
of-sale.

(22) Medicare Part D Coverage Deter-
mination Request Form. This is a model
communications material used to col-
lect additional information from a pre-
scriber.

(23) Request for Additional Information.
This is a standardized communications
material used by the Part D sponsor to
request a beneficiary obtain additional
information from the prescriber re-
garding a beneficiary’s exception re-
quest.

(24) Notice of Right to an Expedited
Grievance. This is a model communica-
tions material used to convey a Medi-
care beneficiary’s rights to request
that a decision be made on a grievance
or appeal within a shorter timeframe.

(25) Notice of Inquiry. This is a model
communications material from a pre-
scription drug plan informing a bene-
ficiary if a drug is covered by the for-
mulary.

(26) Notice of Case Status. This is a
model communications material used
to inform a beneficiary of the denial of
an appeal and additional appeal rights.
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(27) Request for Reconsideration of
Medicare Prescription Drug Denial. This
is a model communications material
used to inform the beneficiary of rights
to an independent review of a Part D
sponsor’s decision.

(28) Notice of Redetermination. This is
a model communications material used
to convey instructions for requesting
an appeal of an adverse coverage deter-
mination.

(29) LEP Reconsideration Request Form.
This is a model communication used to
request an appeal of a decision on an
LEP by the independent review entity.

(30) Request for Administrative Law
Judge (ALJ) Hearing or Review of Dis-
missal. This is a model communication
used by an enrollee to request a hear-
ing by the ALJ or a review of the IRE
dismissal.

(381) Appointment of Representative
(AOR). This is a standardized material
used to assign an individual to act on
behalf of a beneficiary for the purpose
of an appeal, grievance, or coverage de-
termination.

(32) Member ID card. The member ID
card is a model communications mate-
rial that plans must provide to enroll-
ees as required under §423.128(d)(2). The
member ID card—

(i) Must be provided to new enrollees
within 10 calendars days from receipt
of CMS confirmation of enrollment or
by the last day of month prior to the
plan effective date, whichever is later;

(ii) Must include the Part D spon-
sor’s—

(A) Website address;

(B) Customer service number (the
member ID card is excluded from the
hours of operations requirement under
§423.2262(c)(1)(i)); and

(C) Contract/PBP number;

(iii) Must include, if issued for a pre-
ferred provider organization (PPO) and
PFFS plan, the phrase ‘‘Medicare lim-
iting charges apply.’’;

(iv) May not use a member’s Social
Security number (SSN), in whole or in
part;

(v) Must be updated whenever infor-
mation on a member’s existing card
changes; in such cases an updated card
must be provided to the member;

(vi) Is excluded from the translation
requirement under paragraphs (a)(2)
through (4) of this section;
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(vii) Is excluded from the 12-point
font size requirement under paragraph
(a)(1) of this section; and

(viii) For dual eligible special needs
plans that are applicable integrated
plans, as defined in §422.561 of this
chapter, must be an integrated member
ID card that serves as the ID card for
both the Medicare and Medicaid plans
in which the enrollee is enrolled, begin-
ning no later than contract year 2027.

(33) Notice of availability of language
assistance services and auxiliary aids and
services (Notice of Availability).

(i) Prior to contract year 2026 mar-
keting on September 30, 2025, the no-
tice is referred to as the Multi-language
insert (MLI). This is a standardized
communications material which
states, “We have free interpreter serv-
ices to answer any questions you may
have about our health or drug plan. To
get an interpreter, just call us at [1-
XXX-XXX-XXXX]. Someone who speaks
[language] can help you. This is a free
service.” in the following languages:
Spanish, Chinese, Tagalog, French, Vi-
etnamese, German, Korean, Russian,
Arabic, Italian, Portuguese, French
Creole, Polish, Hindi, and Japanese.

(A) Additional languages that meet
the 5-percent service area threshold, as
required under paragraph (a)(2) of this
section, must be added to the MLI used
in that service area. A plan may also
opt to include in the MLI any addi-
tional language that do not meet the 5
percent service area threshold, where it
determines that this inclusion would
be appropriate.

(B) Except where otherwise provided
in paragraph (e)(33)(1)(G) of this sec-
tion, the MLI must be provided with all
required materials under paragraph (e)
of this section.

(C) The MLI may be included as a
part of the required material or as a
standalone material in conjunction
with the required material.

(D) When used as a standalone mate-
rial, the MLI may include organization
name and logo.

(E) When mailing multiple required
materials together, only one MLI is re-
quired.

(F) The MLI may be provided elec-
tronically when a required material is
provided electronically as permitted
under paragraph (d)(2) of this section.
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(G) At plan option for CY 2025 mar-
keting and communications beginning
September 30, 2024, the plan may use
the model notice described in
§423.2267(e)(33)(ii) to satisfy the MLI re-
quirements set forth in paragraph
(e)(33)(1) of this section.

(ii) For CY 2026 marketing and com-
munications beginning September 30,
2025, the required notice is referred to
as the Notice of availability of language
assistance services and auxiliary aids and
services (Notice of Availability). This is a
model communications material
through which MA organizations must
provide a notice of availability of lan-
guage assistance services and auxiliary
aids and services that, at a minimum,
states that the MA organization pro-
vides language assistance services and
appropriate auxiliary aids and services
free of charge.

(A) This notice of availability of lan-
guage assistance services and auxiliary
aids and services must be provided in
English and at least the 15 languages
most commonly spoken by individuals
with limited English proficiency of the
relevant State or States associated
with the plan’s service area and must
be provided in alternate formats for in-
dividuals with disabilities who require
auxiliary aids and services to ensure ef-
fective communication.

(B) If there are additional languages
in a particular service area that meet
the 5 percent service area threshold,
described in paragraph (a)(2) of this
section, beyond the languages de-
scribed in paragraph (e)(33)(i) of this
section, the notice of availability of
language assistance services and auxil-
iary aids and services must also be
translated into those languages. MA
organizations may also opt to translate
the notice in any additional languages
that do not meet the 5-percent service
area threshold, where the MA organiza-
tion determines that this inclusion
would be appropriate.

(C) The notice must be provided with
all required materials under paragraph
(e) of this section.

(D) The notice may be included as a
part of the required material or as a
standalone material in conjunction
with the required material.
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(E) When used as a standalone mate-
rial, the notice may include organiza-
tion name and logo.

(F) When mailing multiple required
materials together, only one notice is
required.

(G) The notice may be provided elec-
tronically when a required material is
provided electronically as permitted
under paragraph (d)(2) of this section.

(34) Federal Contracting Statement.
This is model content through which
plans must convey that they have a
contract with Medicare and that en-
rollment in the plan depends on con-
tract renewal.

(i) The Federal Contracting State-
ment must include all of the following:

(A) Legal or marketing name of the
organization.

(B) Type of plan (for example PDP).

(C) A statement that the organiza-
tion has a contract with Medicare
(when applicable, Part D sponsors may
incorporate a statement that the orga-
nization has a contract with the State/
Medicaid program).

(D) A statement that enrollment de-
pends on contract renewal.

(ii) Part D sponsors must include the
Federal Contracting Statement on all
marketing materials with the excep-
tion of the following:

(A) Banner and banner-like advertise-
ments.

(B) Outdoor advertisements.

(C) Text messages.

(D) Social media.

(E) Envelopes

(35) Star Ratings Disclaimer. This is
model content through which plans
must:

(i) Convey that plan sponsors are
evaluated yearly by Medicare

(i1) Convey that the ratings are based
on a b-star rating system

(iii) Include the model content in dis-
claimer form or within the material
whenever Star Ratings are mentioned
in marketing materials, with the ex-
ception of when Star Ratings are pub-
lished on small objects (that is, a give-
away items such as a pens or rulers).

(36) Accommodations Disclaimer. This
is model content through which plans
must:

(i) Convey that accommodations for
persons with special needs is available
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(ii) Provide a telephone number and
TTY number

(iii) Include the model content in dis-
claimer form or within the body of the
material on any advertisement of invi-
tation to all events as described under
§423.2264(c).

(87) Mailing Statements. This is stand-
ardized content. It consists of state-
ments on envelopes that Part D spon-
sor must include when mailing infor-
mation to current members, as follows:

(i) Part D sponsors must include the
following statement when mailing in-
formation about the enrollee’s current
plan: “Important [Insert Plan Name]
information.”

(ii) Part D sponsors must include the
following statement when mailing
health and wellness information
‘““Health and wellness or prevention in-
formation.”

(iii) The Part D sponsor must include
the plan name; however, if the plan
name is elsewhere on the envelope, the
plan name does not need to be repeated
in the disclaimer.

(iv) Delegated or sub-contracted enti-
ties and downstream entities that con-
duct mailings on behalf of a multiple
Part D sponsors must also comply with
this requirement, however, they do not
have to include a plan name.

(38) Promotional Give-Away Disclaimer.
This is model content. The disclaimer
consists of a statement that must
make clear that there is no obligation
to enroll in a plan, and must be in-
cluded when offering a promotional
give-away such as a drawing, prizes, or
a free gift.

(39) Provider Co-Branded Material Dis-
claimer. This is model content through
which Part D sponsors must:

(i) Convey, as applicable, that other
pharmacies, physicians or providers are
available in the plan’s network.

(ii) Include the model content in dis-
claimer form or within the material
whenever co-branding relationships
with network provider are mentioned.

(40) Limited access to preferred cost-
sharing pharmacies. This is standardized
content that must—

(i) Be used on all materials men-
tioning preferred pharmacies when
there is limited access to preferred
pharmacies; and
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(ii) Include the following language:
‘“‘<insert organization/plan name>’s
pharmacy network includes Ilimited
lower-cost, preferred pharmacies in
<insert geographic area type(s) and
state(s) for which plan is an outlier)>.
The lower costs advertised in our plan
materials for these pharmacies may
not be available at the pharmacy you
use. For up-to-date information about
our network pharmacies, including
whether there are any lower-cost pre-
ferred pharmacies in your area, please
call <insert Member Services phone
number and TTY> or consult the on-
line pharmacy directory at <insert
website>.”

(41) Third-party marketing organization
disclaimer. This is standardized content.
If a TPMO does not sell for all Part D
sponsors in the service area the dis-
claimer consists of the statement: “We
do not offer every plan available in
your area. Currently we represent [in-
sert number of organizations] organiza-
tions which offer [insert number of
plans] products in your area. Please
contact Medicare.gov, 1-800-MEDI-
CARE, or your local State Health In-
surance Program to get information on
all of your options.”” If the TPMO sells
for all Part D sponsors in the service
area the disclaimer consists of the
statement: ‘‘Currently we represent
[insert number of organizations] orga-
nizations which offer [insert number of
plans] products in your area. You can
always contact Medicare.gov, 1-800-
MEDICARE, or your local State Health
Insurance Program for help with plan
choices.” The Part D sponsor must en-
sure that the disclaimer is as follows:

(i) Used by any TPMO, as defined
under §422.2260, that sells plans on be-
half of more than one Part D sponsor.

(ii) Verbally conveyed within the
first minute of a sales call.

(iii) Electronically conveyed when
communicating with a beneficiary
through email, online chat, or other
electronic means of communication.

(iv) Prominently displayed on TPMO
websites.

(v) Included in any marketing mate-
rials, including print materials and tel-
evision advertisements, developed,
used or distributed by the TPMO.

(42) [Reserved]
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(43) Comprehensive medication review—
written summary. This is the standard-
ized communications material Part D
sponsors must provide to all MTM pro-
gram enrollees who receive a com-
prehensive medication review, as re-
quired under §423.153(d)(1)(vii)(B).

(44) Safe disposal information. This is
model communications material Part
D sponsors must provide to all enroll-
ees targeted for its MTM program, as
required under §423.153(d)(1)(vii)(E).

(45) Election request form. This is a
model communications material that
Part D sponsors must provide to allow
enrollees to request to opt into the
Medicare Prescription Payment Plan,
as required under §423.137(d)(10)(i).

(46) Notice of election approval. This is
a model communications material that
Part D sponsors must provide upon ac-
cepting a Medicare Prescription Pay-
ment Plan election request, as required
under §423.137(d)(10)(ii).

(47) Medicare Prescription Payment
Plan Likely to Benefit Notice. This is a
standardized communications material
that Part D sponsors must provide to
enrollees identified as being likely to
benefit from opting into the Medicare
Prescription Payment Plan, as re-
quired under §423.137(e)(4).

(48) Notice of failure to pay. This is a
model communications material that
Part D sponsors must provide to Medi-
care Prescription Payment Plan par-
ticipants who fail to pay a program
bill, as required under
§423.137(£)(2)(i1)(C).

(49) Imvoluntary termination notice.
This is a model communications mate-
rial that Part D sponsors must provide
to Medicare Prescription Payment
Plan participants who are being invol-
untarily terminated from the program
due to failure to pay, as required under
§423.137(£)(2)(ii)(D).

(60) Voluntary termination notice. This
is a model communications material
that Part D sponsors must provide to
Medicare Prescription Payment Plan
participants who request to voluntarily
leave the program, as required under
§423.137(£)(2)()(A)(2).

(61) Renewal notice. This is a model
communications material that Part D
sponsors must send to Medicare Pre-
scription Payment Plan participants
alerting them that their participation
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in the program will automatically
renew for the subsequent plan year, as
required under §423.137(d)(10)(iv).

[86 FR 6126, Jan. 19, 2021, as amended at 86
FR 29528, June 2, 2021; 87 FR 27901, May 9,
2022; 88 FR 22341, Apr. 12, 2023; 88 FR 34780,
May 31, 2023; 89 FR 30842, Apr. 23, 2024; 90 FR
15920, Apr. 15, 2025]

§423.2272 Licensing of marketing rep-
resentatives and confirmation of
marketing resources.

In its marketing, the Part D organi-
zation must—

(a) Demonstrate to CMS’s satisfac-
tion that marketing resources are allo-
cated to marketing to the disabled
Medicare population as well as bene-
ficiaries age 65 and over.

(b) Establish and maintain a system
for confirming that enrolled bene-
ficiaries have in fact enrolled in the
PDP and understand the rules applica-
ble under the plan.

(c) Employ as marketing representa-
tives only individuals who are licensed
by the State to conduct direct mar-
keting activities (as defined in the
Medicare Marketing Guidelines) in
that State, and whom the sponsor has
informed that State it has appointed,
consistent with the appointment proc-
ess provided for under State law.

(d) Report to the State in which the
MAO appoints an agent or broker, the
termination of any such agent or
broker, including the reasons for such
termination if State law requires that
the reasons for the termination be re-
ported.

(e) Establish and implement an over-
sight plan that monitors agent and
broker activities, identifies non-com-
pliance with CMS requirements, and
reports non-compliance to CMS.

[73 FR 54222, Sept. 18, 2008, as amended at 73
FR 54253, Sept. 18, 2008; 76 FR 21577, Apr. 15,
2011; 83 FR 16755, Apr. 16, 2018; 88 FR 22341,
Apr. 12, 2023]

§423.2274 Agent, broker, and other
third-party requirements.

If a Part D sponsor uses agents and
brokers to sell its Medicare Part D
plans, the requirements in paragraphs
(a) through (e) of this section are appli-
cable. If a Part D sponsor makes pay-
ments to third parties, the require-

42 CFR Ch. IV (10-1-25 Edition)

ments in paragraph (f) of this section
are applicable.

(a) Definitions. For purposes of this
section, the following definitions are
applicable:

Compensation. (i) Includes monetary
or non-monetary remuneration of any
kind relating to the sale, renewal, or
services related to a plan or product of-
fered by a Part D sponsor including,
but not limited to the following:

(A) Commissions.

(B) Bonuses.

(C) Gifts.

(D) Prizes or Awards.

(E) Beginning with contract year
2025, payment of fees to comply with
state appointment laws, training, cer-
tification, and testing costs.

(F) Beginning with contract year
2025, reimbursement for mileage to,
and from, appointments with bene-
ficiaries.

(G) Beginning with contract year
2025, reimbursement for actual costs
associated with beneficiary sales ap-
pointments such as venue rent, snacks,
and materials.

(H) Beginning with contract year
2025, any other payments made to an
agent or broker that are tied to enroll-
ment, related to an enrollment in a
Part D plan or product, or for services
conducted as a part of the relationship
associated with the enrollment into a
Part D plan or product.

(ii) Does not include any of the fol-
lowing:

(A) Payment of fees to comply with
State appointment laws, training, cer-
tification, and testing costs.

(B) Reimbursement for mileage to,
and from, appointments with bene-
ficiaries.

(C) Reimbursement for actual costs
associated with beneficiary sales ap-
pointments such as venue rent, snacks,
and materials.

Fair market value (FMV) means, for
purposes of evaluating agent or broker
compensation under the requirements
of this section only, the amount that
CMS determines could reasonably be
expected to be paid for an enrollment
or continued enrollment into a Part D
plan. Beginning January 1, 2021, the na-
tional FMYV is 81. In contract year 2025,
there will be a one-time increase of $100
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to the FMV to account for administra-
tive payments included under the com-
pensation rate. For subsequent years,
FMYV is calculated by adding the cur-
rent year FMV and the produce of the
current year FMV and Annual Percent-
age Increase for Part D, which is pub-
lished for each year in the rate an-
nouncement issued under §422.312.

Initial enrollment year means the first
yvear that a beneficiary is enrolled in a
plan versus subsequent years (c.f., re-
newal year) that a beneficiary remains
enrolled in a plan.

Like plan type means one of the fol-
lowing:

(i) PDP replaced with another PDP.

(ii) MA or MA-PD replaced with an-
other MA or MA-PD.

(iii) Cost plan replaced with another
cost plan.

Plan year and enrollment year mean
the year beginning January 1 and end-
ing December 31.

Renewal year means all years fol-
lowing the initial enrollment year in
the same plan or in different plan that
is a like plan type.

Unlike plan type means one of the fol-
lowing:

(i) An MA or MA-PD plan to a PDP
or Section 1876 Cost Plan.

(ii) A PDP to a Section 1876 Cost
Plan or an MA or MA-PD plan.

(iii) A Section 1876 Cost Plan to an
MA or MA-PD plan or PDP.

(b) Agent/broker requirements. Agents
and brokers who represent Part D spon-
sors must follow the requirements in
paragraphs (b)(1) through (3) of this
section. Representation includes sell-
ing products (including Medicare Ad-
vantage plans, Medicare Advantage-
Prescription Drug plans, Medicare Pre-
scription Drug plans, and section 1876
Cost plans) as well as outreach to ex-
isting or potential beneficiaries and
answering or potentially answering
questions from existing or potential
beneficiaries.

(1) Be licensed and appointed under
State law (if required under applicable
State law).

(2) Be trained and tested annually as
required under paragraph (c)(4) of this
section, and achieve an 85 percent or
higher on all forms of testing.

§423.2274

(3) Secure and document a Scope of
Appointment prior to meeting with po-
tential enrollees.

(c) Part D sponsor oversight. Part D
sponsors must oversee first tier, down-
stream, and related entities that rep-
resent Part D sponsor to ensure agents
and brokers abide by all applicable
State and Federal laws, regulations,
and requirements. Part D sponsors
must do all of the following:

(1) As required under applicable State
law, employ as marketing representa-
tives only individuals who are licensed
by the State to conduct marketing (as
defined in this subpart) of health insur-
ance in that State, and whom the Part
D sponsor has informed that State it
has appointed, consistent with the ap-
pointment process for agents and bro-
kers provided for under State law.

(2) As required under applicable State
law, report the termination of an agent
or broker to the State and the reason
for termination if required by state
law.

(3) Report to CMS all enrollments
made by unlicensed agents or brokers
and for-cause terminations of agents or
brokers.

(4) On an annual basis, provide train-
ing and testing to agents and brokers
on Medicare rules and regulations, the
plan products that agents and brokers
will sell including any details specific
to each plan product, and relevant
State and Federal requirements.

(5) On an annual basis for plan years
through 2024, by the last Friday in
July, report to CMS whether the MA
organization intends to use employed,
captive, or independent agents or bro-
kers in the upcoming plan year and the
specific rates or range of rates the plan
will pay independent agents and bro-
kers. Following the reporting deadline,
MA organizations may not change
their decisions related to agent or
broker type, or their compensation
rates and ranges, until the next plan
year.

(6) On an annual basis by October 1,
have in place full compensation struc-
tures for the following plan year. The
structure must include details on com-
pensation dissemination, including
specifying payment amounts for initial
enrollment year and renewal year com-
pensation.
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(7) Submit agent or broker mar-
keting materials to CMS through
HPMS prior to use, following the re-
quirements for marketing materials in
this subpart.

(8) Ensure beneficiaries are not
charged marketing consulting fees
when considering enrollment in Part D
plans.

(9) Establish and maintain a system
for confirming that:

(i) Beneficiaries enrolled by agents or
brokers understand the product, in-
cluding the rules applicable under the

plan.
(ii) Agents and brokers appropriately
complete Scope of Appointment

records for all marketing appointments
(including telephonic and walk-in).

(10) Demonstrate that marketing re-
sources are allocated to marketing to
the disabled Medicare population as
well as to Medicare beneficiaries age 65
and over.

(11) Must comply with State requests
for information about the performance
of a licensed agent or broker as part of
a state investigation into the individ-
ual’s conduct. CMS will establish and
maintain a memorandum of under-
standing (MOU) to share compliance
and oversight information with States
that agree to the MOU.

(12) Ensure that, prior to an enroll-
ment CMS’ required questions and top-
ics regarding beneficiary needs in a
health plan choice are fully discussed.
Topics include information regarding
pharmacies (that is, whether or not the
beneficiary’s current pharmacy is in
the plan’s network), prescription drug
coverage and costs (including whether
or not the beneficiary’s current pre-
scriptions are covered), premiums, and
other services or incentives.

(13) Beginning with contract year
2025, ensure that no provision of a con-
tract with an agent, broker, or other
TPMO has a direct or indirect effect of
creating an incentive that would rea-
sonably be expected to inhibit an agent
or broker’s ability to objectively assess
and recommend which plan best fits
the health care needs of a beneficiary.

(d) Compensation requirements. Part D
sponsors must ensure they meet the re-
quirements in paragraphs (@)
through (5) of this section in order to
pay compensation. These compensation

42 CFR Ch. IV (10-1-25 Edition)
requirements only apply to inde-
pendent agents and brokers.

(1) General rules. (i) MA organizations
may only pay agents or brokers who
meet the requirements in paragraph (b)
of this section.

(ii) For contract years through con-
tract year 2024, Part D sponsors may
determine, through their contracts, the
amount of compensation to be paid,
provided it does not exceed limitations
outlined in this section. Beginning
with contract year 2025, Part D spon-
sors are limited to the compensation
amounts outlined in this section.

(iii) Part D sponsors may determine
their payment schedule (for example,
monthly or quarterly). Payments (in-
cluding payments for AEP enroll-
ments) must be made during the year
of the beneficiary’s enrollment.

(iv) Part D sponsors may only pay
compensation for the number of
months a member is enrolled.

(2) Initial enrollment year compensa-
tion. For each enrollment in an initial
enrollment year for contract years
through contract year 2024, Part D
sponsors may pay compensation at or
below FMV.

(i) Part D sponsors may pay either a
full or pro-rated initial enrollment
year compensation for:

(A) A beneficiary’s first year of en-
rollment in any plan; or

(B) A beneficiary’s move from an em-
ployer group plan to a non-employer
group plan (either within the same par-
ent organization or between parent or-
ganizations).

(ii) Part D sponsors must pay pro-
rated initial enrollment year com-
pensation for:

(A) A beneficiary’s plan change(s)
during their initial enrollment year.

(B) A beneficiary’s selection of an
‘“‘unlike plan type’’ change. In that
case, the new plan would only pay the
months that the beneficiary is en-
rolled, and the previous plan would re-
coup the months that the beneficiary
was not in the plan.

(3) Renewal compensation. For each
enrollment in a renewal year for con-
tract years through contract year 2024,
Part D sponsors may pay compensation
at a rate of up to 50 percent of FMV.
For contract years beginning with con-
tract year 2025, for each enrollment in
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a renewal year, MA organizations may
pay compensation at 50 percent of
FMV.

(i) Part D sponsors may pay com-
pensation for a renewal year:

(A) In any year following the initial
enrollment year the beneficiary re-
mains in the same plan; or

(B) When a beneficiary enrolls in a
new ‘‘like plan type’’.

(ii) [Reserved]

(4) Other compensation scenarios. (i)
When a beneficiary enrolls in a PDP,
the Part D sponsor may pay only the
PDP compensation (and not compensa-
tion for MA enrollment under §422.2274
of this chapter).

(ii) When a beneficiary enrolls in
both a section 1876 Cost Plan and a
stand-alone PDP, the 1876 Cost Plan
sponsor may pay compensation for the
cost plan enrollment and the Part D
sponsor must pay compensation for the
Part D enrollment.

(iii) When a beneficiary enrolls in a
MA-only plan and a PDP, the MA plan
may pay for the MA plan enrollment
and the Part D sponsor may pay for the
PDP enrollment.

(5) Additional compensation, payment,
and compensation recovery requirements
(Charge-backs). (i) Part D sponsors
must retroactively pay or recoup funds
for retroactive beneficiary changes for
the current and previous calendar
years. Part D sponsors may choose to
recoup or pay compensation for years
prior to the previous calendar year, but
they must do both (recoup amounts
owed and pay amounts due) during the
same year.

(ii) Compensation recovery
quired when:

(A) A beneficiary makes any plan
change (regardless of the parent orga-
nization) within the first three months
of enrollment (known as rapid
disenrollment), except as provided in
paragraph (d)(5)(iii) of this section.

(B) Any other time period a bene-
ficiary is not enrolled in a plan, but the
plan paid compensation based on that
time period.

(iii) Rapid disenrollment compensa-
tion recovery does not apply when:

(A) A beneficiary enrolls effective Oc-
tober 1, November 1, or December 1 and
subsequently uses the Annual Election

is re-
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Period to change plans for an effective
date of January 1.

(B) A Dbeneficiary’s enrollment
change is not in the best interests of
the Medicare program, including for
the following reasons:

(I) Other creditable coverage (for ex-
ample, an employer plan).

(2) Moving into or out of an institu-
tion.

(3) Gain or loss of employer/union
sponsored coverage.

(4) Plan termination, non-renewal, or
CMS imposed sanction.

(5) To coordinate with Part D enroll-
ment periods or the State Pharma-
ceutical Assistance Program.

(6) Becoming LIS or dually eligible
for Medicare and Medicaid.

(7) Qualifying for another plan based
on special needs.

(8) Due to an auto, facilitated, or pas-
sive enrollment.

(9) Death.

(10) Moving out of the service area.

(11) Non-payment of premium.

(12) Loss of entitlement or retro-
active notice of entitlement.

(13) Moving into a 5-star plan.

(14) Moving from an LPI plan into a
plan with three or more stars.

(iv)(A) When rapid disenrollment
compensation recovery applies, the en-
tire compensation must be recovered.

(B) For other compensation recovery,
plans must recover a pro-rated amount
of compensation (whether paid for an
initial enrollment year or renewal
year) from an agent or broker equal to
the number of months not enrolled.

(1) If a plan has paid full initial com-
pensation, and the enrollee disenrolls
prior to the end of the enrollment year,
the total number of months not en-
rolled (including months prior to the
effective date of enrollment) must be
recovered from the agent or broker.

(2) Example: A beneficiary enrolls
upon turning 65 effective April 1 and
disenrolls September 30 of the same
year. The plan paid full initial enroll-
ment year compensation. Recovery is
equal to 6/12ths of the initial enroll-
ment year compensation (for January
through March and October through
December).

(e) Payments other than compensation
(administrative payments). (1) For con-
tract years through contract year 2024,
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payments for services other than en-
rollment of beneficiaries (for example,
training, customer service, agent re-
cruitment, operational overhead, or as-
sistance with completion of health risk
assessments) must not exceed the value
of those services in the marketplace.

(2) Beginning with contract year 2025,
administrative payments are included
in the calculation of enrollment-based
compensation.

(f) Payments for referrals. Payments
may be made to individuals for the re-
ferral (including a recommendation,
provision, or other means of referring
beneficiaries), recommendation, provi-
sion, or other means of referring bene-
ficiaries to an agent, broker or other
entity for potential enrollment into a
plan. The payment may not exceed $100
for a referral into an MA or MA-PD
plan and $25 for a referral into a PDP
plan.

(g) TPMO oversight. In addition to
any applicable FDR requirements
under §423.505(i), when doing business
with a TPMO, either directly or indi-
rectly through a downstream entity,
Part D sponsor must implement the
following as a part of their oversight of
TPMOs:

(1) When TPMOs is not otherwise an
FDR, the Part D sponsor is responsible
for ensuring that the TPMO adheres to
any requirements that apply to the
Part D sponsor.

(2) Contracts, written arrangements,
and agreements between the TPMO and
a Part D plan, or between a TPMO and
a Part D plan’s FDR, must ensure the
TPMO:

(i) Discloses to the plan any subcon-
tracted relationships used for mar-
keting, lead generation, and enroll-
ment.

(ii) Record all marketing, sales, and
enrollment calls, including the audio
portion of calls occurring via web-
based technology, in their entirety.

(iii) Report to plans monthly any
staff disciplinary actions or violations
of any requirements that apply to the
Part D sponsor associated with bene-
ficiary interaction to the plan.

(iv) Use the TPMO disclaimer as re-
quired under §423.2267(e)(41).

(3) Ensure that the TPMO, when con-
ducting lead generating activities, ei-
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ther directly or indirectly for a Part D
sponsor, must, when applicable:

(i) Disclose to the beneficiary that
his or her information will be provided
to a licensed agent for future contact.
This disclosure must be provided:

(A) Verbally when communicating
with a beneficiary through telephone;

(B) In writing when communicating
with a beneficiary through mail or
other paper; and

(C) Electronically when commu-
nicating with a beneficiary through
email, online chat, or other electronic
messaging platform.

(ii) When applicable, disclose to the
beneficiary that he or she is being
transferred to a licensed agent who can
enroll him or her into a new plan.

(4) Beginning October 1, 2024, per-
sonal beneficiary data collected by a
TPMO for marketing or enrolling them
into a Part D plan may only be shared
with another TPMO when prior express
written consent is given by the bene-
ficiary. Prior express written consent
from the beneficiary to share the infor-
mation and be contacted for marketing
or enrollment purposes must be ob-
tained through a clear and conspicuous
disclosure that lists each entity receiv-
ing the data and allows the beneficiary
to consent or reject to the sharing of
their data with each individual TPMO.

[86 FR 6129, Jan. 19, 2021, as amended at 87
FR 27901, May 9, 2022; 88 FR 22342, Apr. 12,
2023; 89 FR 30842, Apr. 23, 2024]

§423.2276 Employer
marketing.

Part D sponsors may develop mar-
keting materials designed for members
of an employer group who are eligible
for employer-sponsored benefits
through the Part D sponsor, and fur-
nish these materials only to the group
members. These materials are not sub-
ject to CMS prior review and approval.

group retiree

Subpart W—Medicare Coverage
Gap Discount Program

SOURCE: 77 FR 22172, Apr. 12, 2012, unless
otherwise noted.
§423.2300 Scope.

This subpart implements provisions
included in sections 1860D-14A and
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1860D-43 of the Act. This subpart sets
forth requirements regarding the fol-
lowing:

(a) Condition for coverage of applica-
ble drugs under Part D.

(b) The Medicare Coverage Gap Dis-
count Program Agreement.

(c) Coverage gap discount payment
processes for Part D sponsors.

(d) Provision of applicable discounts
on applicable drugs for applicable bene-
ficiaries.

(e) Manufacturer audit and dispute
resolution processes.

(f) Resolution of beneficiary disputes
involving coverage gap discounts.

(g) Compliance monitoring and civil
money penalties.

(h) The termination of the Discount
Program Agreement.

§423.2305 Definitions.

As used in this subpart, unless other-
wise specified—

Applicable discount means 50 percent
or, with respect to a plan year after
plan year 2018, 70 percent of the portion
of the negotiated price (as defined in
this section) of the applicable drug of a
manufacturer that falls within the cov-
erage gap and that remains after such
negotiated price is reduced by any sup-
plemental benefits that are available.

Applicable mumber of calendar days
means, with respect to claims for reim-
bursement submitted electronically, 14
days, and otherwise, 30 days.

Date of dispensing means the date of
service.

Labeler code means the first segment
of the Food and Drug Administration
national drug code (NDC) that identi-
fies a particular manufacturer.

Manufacturer means any entity which
is engaged in the production, prepara-
tion, propagation, compounding, con-
version or processing of prescription
drug products, either directly or indi-
rectly, by extraction from substances
of natural origin, or independently by
means of chemical synthesis, or by a
combination of extraction and chem-
ical synthesis. For purposes of the Dis-
count Program, such term does not in-
clude a wholesale distributor of drugs
or a retail pharmacy licensed under
State law, but includes entities other-
wise engaged in repackaging or chang-
ing the container, wrapper, or labeling

§423.2305

of any applicable drug product in fur-
therance of the distribution of the ap-
plicable drug from the original place of
manufacture to the person who makes
the final delivery or sale to the ulti-
mate consumer or user.

Medicare Coverage Gap Discount Pro-
gram (or Discount Program) means the
Medicare coverage gap discount pro-
gram established under sectionl860D-
14A of the Act.

Medicare Coverage Gap Discount Pro-
gram Agreement (or Discount Program
Agreement) means the agreement de-
scribed in section 1860D-14A(b) of the
Act.

Medicare Part D discount information
means the information sent from CMS
or the TPA to the manufacturer along
with each quarterly invoice that is de-
rived from applicable data elements
available on prescription drug events
as determined by CMS.

National Drug Code (NDC) means the
unique identifying prescription drug
product number that is listed with the
Food and Drug Administration (FDA)
identifying the product and package
size and type.

Negotiated price for purposes of the
Discount Program, means the price for
a covered Part D drug that—

(1) The Part D sponsor (or other
intermediary contracting organization)
and the network dispensing pharmacy
or other network dispensing provider
have negotiated as the lowest possible
reimbursement such network entity
will receive, in total, for a particular
drug;

(i) Includes all price concessions (as
defined in §423.100) from network phar-
macies or other network providers; and

(ii) Excludes additional contingent
amounts, such as incentive fees, if
these amounts increase prices;

(2) Is reduced by those discounts, di-
rect or indirect subsidies, rebates, non-
pharmacy price concessions, and direct
or indirect remuneration that the Part
D sponsor has elected to pass through
to Part D enrollees at the point-of-sale;
and

(3) Excludes any dispensing fee or
vaccine administration fee for the ap-
plicable drug.

(4)In connection with applicable
drugs dispensed by an out-of-network
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provider in accordance with the appli-
cable beneficiary’s Part D plan out-of-
network policies, the negotiated price
means the plan allowance as set forth
in §423.124, less any dispensing fee or
vaccine administration fee.

Other health or prescription drug cov-
erage means any coverage or financial
assistance under other health benefit
plans or programs that provide cov-
erage or financial assistance for the
purchase or provision of prescription
drug coverage on behalf of applicable
beneficiaries, including, in the case of
employer group health or waiver plans,
other than basic prescription drug cov-
erage as defined in §423.100.

Third Party Administrator (TPA)
means the CMS contractor responsible
for administering the requirements es-
tablished by the CMS to carry out sec-
tion 1860D-14A of the Act.

[77 FR 22172, Apr. 12, 2012, as amended at 86
FR 6131, Jan. 19, 2021; 87 FR 27902, May 9,
2022]

§423.2310 Condition for coverage of
drugs under Part D.

(a) Covered Part D drug coverage re-
quirement. Except as specified in para-
graph (b) of this section, in order for
coverage to be available under Medi-
care Part D for applicable drugs of a
manufacturer, the manufacturer must
do all of the following:

(1) Participate in the Discount Pro-
gram.

(2) Have entered into and have in ef-
fect an agreement described in
§423.2315(b).

(3) Have entered into and have in ef-
fect, under terms and conditions speci-
fied by CMS, a contract with the TPA.

(b) Exception to covered drug coverage
requirement. Paragraph (a) of this sec-
tion does not apply to an applicable
drug if CMS has made a determination
that the availability of the applicable
drug is essential to the health of bene-
ficiaries enrolled in Medicare Part D.

§423.2315 Medicare Coverage Gap Dis-
count Program Agreement.

(a) General rule. The Medicare Cov-
erage Gap Discount Program Agree-
ment (or Discount Program Agree-
ment) between the manufacturer and
CMS must contain the provisions speci-
fied in paragraph (b) of this section,

42 CFR Ch. IV (10-1-25 Edition)

and may contain such other provisions
as are established in a model agree-
ment consistent with section 1860D-14A
(a)(1) of the Act.

(b) Agreement requirements. The manu-
facturer agrees to the following:

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

(2) Reimburse all applicable dis-
counts provided by Part D sponsors on
behalf of the manufacturer for all ap-
plicable drugs having NDCs with the
manufacturer’s FDA-assigned labeler
code(s) invoiced to the manufacturer
within a maximum of 3 years of the
date of dispensing based upon informa-
tion reported to CMS by Part D spon-
sSors.

(3) Pay each Part D sponsor in the
manner specified by CMS within 38 cal-
endar days of receipt of the invoice and
Medicare Part D Discount Information
for the applicable discounts included
on the invoice, except as specified in
§423.2330(c)(3).

(4) Provide CMS with all labeler
codes for all the manufacturer’s appli-
cable drugs and to promptly update
such list with any additional labeler
codes for applicable drugs no later than
3 business days after learning of a new
code assigned by the FDA.

(5) Collect, have available, and main-
tain appropriate data, including data
related to manufacturer’s labeler
codes, FDA drug approvals, FDA NDC
Directory listings, NDC last lot expira-
tion dates, utilization and pricing in-
formation relied on by the manufac-
turer to dispute quarterly invoices, and
any other data CMS determines are
necessary to carry out the Discount
Program, for a period of not less than
10 years from the date of payment of
the invoice.

(6) Comply with the audit and dispute
resolution requirements in §423.2330.

(7) Electronically list and maintain
up-to-date electronic FDA listings of
all NDCs of the manufacturer, includ-
ing providing timely information about
discontinued drugs to enable the publi-
cation of accurate information regard-
ing what drugs, identified by NDC, are
in current distribution.

(8) Maintain up-to-date NDC listings
with the electronic database vendors

1054



Centers for Medicare & Medicaid Services, HHS

for which the manufacturer provides
NDCs for pharmacy claims processing.

(9) Enter into and have in effect,
under terms and conditions specified
by CMS, an agreement with the TPA
that has a contract with CMS under
section 1860D-14(A)(d)(3) of the Act.

(10) Pay quarterly invoices directly
to accounts established by Part D
sponsors via electronic funds transfer,
or other manner if specified by CMS,
within the time period specified in
paragraph (b)(3) of this section and
within 5 business days of the transfer
to provide the TPA with electronic
documentation of such payment in a
manner specified by CMS.

(11) Use information disclosed to the
manufacturer on the invoice, as part of
the Medicare Part D Discount Informa-
tion, or upon audit or dispute only for
purposes of paying the discount under
the Discount Program.

(c) Timing and length of agreement. (1)
For 2011, a manufacturer must enter
into a Discount Program Agreement
not later than 30 days after the date of
establishment of the model Discount
Program Agreement.

(2) For 2012 and subsequent years, for
a Discount Program Agreement to be
effective for a year, a manufacturer
must enter into a Discount Program
Agreement not later than January 30th
of the preceding year.

(3) Unless terminated in accordance
with §423.2345, the initial period of a
Discount Program Agreement is 24
months and the agreement is auto-
matically renewed for a 1-year period
on January first each year for a period
of 1 year thereafter.

(d) Compliance with requirements for
administration of the Program. REach
manufacturer with an agreement in ef-
fect under this subpart must comply
with the requirements imposed by CMS
or the third party administrator (as de-
fined in §423.2305) for purposes of ad-
ministering the program.

§423.2320 Payment processes for Part
D sponsors.

(a) Interim payments. CMS provides
monthly interim coverage gap discount
program payments as necessary for
Part D sponsors to advance coverage
gap discounts to beneficiaries.

§423.2325

(b) Coverage Gap Discount Reconcili-
ation. CMS reconciles interim pay-
ments with invoiced manufacturer dis-
count amounts made available to each
Part D plan’s enrollee under the Dis-
count Program.

(c) Manufacturer bankruptcy. In the
event that a manufacturer declares
bankruptcy, as described in Title 11 of
the United States Code, and as a result
of the bankruptcy, does not pay the
quarterly invoices described in
§423.2315(b)(10) used for a particular
contract year’s Coverage Gap Discount
Reconciliation described in paragraph
(b) of this section, CMS adjusts the
Coverage Gap Discount Reconciliation
amount of each of the affected Part D
sponsors to account for the total un-
paid quarterly invoiced amount owed
to each of the Part D sponsors for that
particular contract year being rec-
onciled.

[77 FR 22172, Apr. 12, 2012, as amended at 80
FR 7965, Feb. 12, 2015]

§423.2325 Provision of applicable dis-
counts.

(a) General rule. On behalf of the man-
ufacturers, Part D sponsors must pro-
vide applicable beneficiaries with ap-
plicable discounts on applicable drugs
at the point-of-sale.

(b) Discount determination. (1) Part D
sponsors must determine the following:

(i) Whether an enrollee is an applica-
ble beneficiary (as defined in §423.100).

(ii) Whether a Part D drug is an ap-
plicable drug (as defined in §423.100).

(iii) The amount of the applicable
discount (as defined in §423.2305) to be
provided at the point-of-sale.

(2) Part D sponsors must make retro-
active adjustments to the applicable
discount as necessary to reflect
changes to the claim or beneficiary eli-
gibility determined after the date of
dispensing.

(3) Part D sponsors must determine
whether any affected beneficiaries need
to be notified by the Part D sponsor
that an applicable drug is eligible for
Part D coverage whenever CMS speci-
fies a retroactive effective date for a
labeler code and notify such bene-
ficiaries.

(c) Exception to point-of-sale require-
ment. Part D sponsors must provide an
applicable discount for applicable
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drugs submitted by applicable bene-
ficiaries via paper claims, including
out-of-network and in-network paper
claims, if such claims are payable
under the Part D plan.

(d) Collection of data. Part D sponsors
must provide CMS with appropriate
data on the applicable discounts pro-
vided by the Part D sponsors in a man-
ner specified by CMS.

(e) Supplemental benefits. (1) An appli-
cable discount must be applied to bene-
ficiary cost-sharing after supplemental
benefits (as defined in §423.100) have
been applied to the claim for an appli-
cable drug.

(2) No applicable discount is avail-
able if supplemental benefits (as de-
fined in §423.100) eliminate the cov-
erage gap so that a beneficiary has zero
cost-sharing.

(f) Other health or prescription drug
coverage. An applicable discount must
be applied to beneficiary cost-sharing
when Part D is the primary payer be-
fore any other health or prescription
drug coverage is applied.

(g) Pharmacy prompt payment. Part D
sponsors must reimburse a network
pharmacy (as defined in §423.100) the
amount of the applicable discount no
later than the applicable number of
calendar days after the date of dis-
pensing of an applicable drug. For long-
term care and home infusion phar-
macies, the date of dispensing can be
interpreted as the date the pharmacy
submits the discounted claim for reim-
bursement.

(h) Treatment of employer group waiver
plans. As of 2014, Part D sponsors offer-
ing employer group waiver plans must
provide applicable discounts to applica-
ble beneficiaries who are employer
group waiver plan enrollees as deter-
mined consistent with the defined
standard benefit.

[77 FR 22172, Apr. 12, 2012, as amended at 80
FR 7966, Feb. 12, 2015]

§423.2330 Manufacturer discount pay-
ment audit and dispute resolution.

(a) Third-party Administration (TPA)
audits. (1) Manufacturers participating
in the Discount Program may conduct
periodic audits, no more often than an-
nually, directly or through third par-
ties as specified in this section.

42 CFR Ch. IV (10-1-25 Edition)

(2) The manufacturer must provide
the TPA with 60 days notice of the rea-
sonable basis for the audit and a de-
scription of the information required
for the audit.

(3) The manufacturer must have the
right to audit a statistically signifi-
cant sample of data and information
held by the TPA that were used to de-
termine applicable discounts for appli-
cable drugs having NDCs with the man-
ufacturer’s FDA-assigned labeler
code(s). Such data and information will
be made available on-site, and with the
exception of work papers, such infor-
mation cannot be removed from the
audit site.

(4) The auditor for the manufacturer
may release only an opinion of the
audit results and is prohibited from re-
leasing other information obtained
from the audit, including work papers,
to its client, employer, or any other
party.

(b) Manufacturer audits. (1) A manu-
facturer is subject to periodic audit by
CMS no more often than annually, di-
rectly or through third parties, as spec-
ified in this section.

(2) CMS provides the manufacturer
with 60 days notice of the audit and a
description of the information required
for the audit.

(3) CMS has the right to audit appro-
priate data, including data related to a
manufacturer’s FDA-assigned labeler
codes, NDC last lot expiration dates,
utilization, and pricing information re-
lied on by the manufacturer to dispute
quarterly invoices, and any other data
CMS determines are necessary to carry
out the Discount Program.

(c) Dispute resolution. (1) Manufactur-
ers may dispute applicable discounts
invoiced to the manufacturer on quar-
terly invoices by providing notice of
the dispute to the TPA in a manner
specified by CMS within 60 days of re-
ceipt of the information that is the
subject of the dispute.

(2) Such notice must be accompanied
by supporting evidence that is mate-
rial, specific, and related to the dispute
in a manner specified by CMS.

(3) The manufacturer must not with-
hold any invoiced discount payments
pending dispute resolution with the
sole exception of invoiced amounts for
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applicable drugs that do not have label-
er codes provided by the manufacturer
to CMS in accordance with
§423.2315(b)(4). If payment is withheld
in accordance with this paragraph, the
manufacturer must notify the TPA and
applicable Part D sponsors within 38
days of receipt of the applicable in-
voice that payment is being withheld
for this reason.

(4) If the manufacturer receives an
unfavorable determination from the
TPA, or the dispute is not resolved
within 60 calendar days of the TPA’s
receipt of the notice of dispute, the
manufacturer may request review by
the independent review entity con-
tracted by CMS within—

(i) Thirty calendar days of the unfa-
vorable determination; or

(ii) Ninety calendar days after the
TPA’s receipt of the notice of dispute if
dispute is not resolved within 60 days,
whichever is earlier.

(6) The independent review entity
must make a determination within 90
calendar days of receipt of the manu-
facturer’s request for review.

(6)(1) CMS or a manufacturer that re-
ceives an unfavorable determination
from the independent review entity
may request review by the CMS Ad-
ministrator within 30 calendar days of
receipt of the notification of such de-
termination.

(ii) The decision of the CMS Adminis-
trator is final and binding.

(7) CMS adjusts future invoices (or
implements an alternative reimburse-
ment process if determined necessary
by CMS) if the dispute is resolved in
favor of the manufacturer.

[77 FR 22172, Apr. 12, 2012, as amended at 85
FR 72909, Nov. 16, 2020]

§423.2335
tion.

Beneficiary dispute resolu-

The Part D coverage determination
and appeals process as described in
§§423.5568 through 423.638 applies to ben-
eficiary disputes involving the avail-
ability and amount of applicable dis-
counts under the Discount Program.

§423.2340 Compliance monitoring and
civil money penalties.

(a) General rule. CMS monitors com-
pliance by a manufacturer with the

§423.2340

terms of the Discount Program Agree-
ment.

(b) Basis for imposing civil money pen-
alties. CMS imposes a civil money pen-
alty (CMP) on a manufacturer that
fails to provide applicable beneficiaries
applicable discounts for applicable
drugs of the manufacturer in accord-
ance with the Discount Program
Agreement.

(c) Determination of the civil money
penalty amounts. CMS imposes a CMP
for each failure by a manufacturer to
provide an applicable discount in ac-
cordance with the Discount Program
Agreement equal to the sum of the fol-
lowing:

(1) The amount of applicable discount
the manufacturer would have paid
under the Discount Program Agree-
ment, which will then be used to pay
the applicable discount that the manu-
facturer had failed to provide.

(2) Twenty-five percent of
amount.

(d) Procedures for imposing civil money
penalties. If CMS makes a determina-
tion to impose a CMP described in
paragraph (c¢) of this section, CMS
sends a written notice of its decision to
impose a CMP to include the following:

(1) A description of the basis for the
determination.

(2) The basis for the penalty.

(3) The amount of the penalty.

(4) The date the penalty is due.

(6) The manufacturer’s right to a
hearing (as specified in §423.1006).

(6) Information about where to file
the request for hearing.

(e) Collection of civil money penalties
imposed by CMS. (1) When a manufac-
turer does not request a hearing, CMS
initiates the collection of the CMP fol-
lowing the expiration of the timeframe
for requesting an ALJ hearing as speci-
fied in §423.1020.

(2) If a manufacturer requests a hear-
ing and the Administrator upholds
CMS’ decision to impose a CMP, CMS
may initiate collection of the CMP
once the Administrator’s decision is
final.

(f) Other applicable provisions. The
provisions of section 1128A of the Act
(except subsections (a) and (b) of sec-
tion of 1128A of the Act) apply to CMPs
under this section to the same extent

such
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that they apply to a CMP or procedure
under section 1128A(a) of the Act.

§423.2345 Termination
Program Agreement.

(a)(1) CMS may terminate the Dis-
count Program Agreement for a know-
ing and willful violation of the require-
ments of the agreement or other good
cause shown in relation to the manu-
facturer’s participation in the Discount
Program.

(2) The termination must not be ef-
fective earlier than 30 days after the
date of notice to the manufacturer of
such termination and must not be ef-
fective prior to resolution of timely ap-
peal requests received in accordance
with paragraphs (a)(4) and (5) of this
section.

(3)(i) CMS provides the manufacturer
with an opportunity to cure any
ground for termination for cause or to
show the manufacturer is in compli-
ance with the Discount Program
Agreement within 30 calendar days of
receipt of the written termination no-
tice.

(ii) If the manufacturer cures the vio-
lation, or establishes that it was in
compliance within the cure period,
CMS repeals the termination notice by
written notice.

(4) CMS provides upon request a man-
ufacturer with a hearing with the hear-
ing officer concerning such termi-
nation if requested in writing within 15
calendar days of receiving notice of the
termination. The hearing takes place
prior to the effective date of the termi-
nation with sufficient time for such ef-
fective date to be repealed if CMS de-
termines appropriate.

(5)(1) CMS or a manufacturer that has
received an unfavorable determination
from the hearing officer may request
review by the CMS Administrator
within 30 calendar days of receipt of
the notification of such determination.

(ii) The decision of the CMS Adminis-
trator is final and binding.

(b)(1) The manufacturer may termi-
nate the Discount Program Agreement
for any reason.

(2) Such termination is effective as of
the day after the end of the calendar
year if the termination occurs before
January 30 of a calendar year, or as of
the day after the end of the succeeding

of Discount
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calendar year if the termination occurs
on or after January 30 of a calendar
year.

(c) Any termination does not affect
the manufacturer’s responsibility to
reimburse Part D sponsors for applica-
ble discounts incurred before the effec-
tive date of the termination.

(d) Upon the effective date of termi-
nation of the Discount Program Agree-
ment, CMS ceases releasing data to the
manufacturer except as necessary to
ensure that the manufacturer reim-
burses applicable discounts for pre-
vious time periods in which the Dis-
count Program Agreement was in ef-
fect, and notifies the manufacturer to
destroy data files provided by CMS
under the Discount Program Agree-
ment.

(e) Manufacturer reinstatement is
available only upon payment of any
and all outstanding applicable dis-
counts incurred during any previous
period under the Discount Program
Agreement. The timing of any such re-
instatement is consistent with the re-
quirements for entering into a Dis-
count Program Agreement under
§423.2315(c) of this subpart.

Subpart X—Requirements for a
Minimum Medical Loss Ratio

SOURCE: 78 FR 31310, May 23, 2013, unless
otherwise noted.

§423.2400 Basis and scope.

This subpart is based on sections
1857(e)(4), 1860D-12(b)(3)(D), and 1106 of
the Act, and sets forth medical loss
ratio requirements for Part D sponsors,
financial ©penalties and sanctions
against Part D sponsors when min-
imum medical loss ratios are not
achieved by Part D sponsors and re-
lease of medical loss ratio data to enti-
ties outside of CMS.

[81 FR 80558, Nov. 15, 2016]

§423.2401 Definitions.

Non-claims costs means those expenses
for administrative services that are
not—

(1) Incurred claims (as provided in
§423.2420(b)(2) through (b)(4));

(2) Expenditures on quality improv-
ing activities (as provided in §423.2430);
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(3) Licensing and regulatory fees (as
provided in §423.2420(c)(2)(i)); or

(4) State and Federal taxes and as-
sessments (as provided in
§423.2420(c)(2)(ii) and (iii)).

§423.2410 General requirements.

(a) For contracts beginning in 2014 or
subsequent contract years, a Part D
sponsor (defined at §423.4) is required
to report the information required
under §423.2460 for each contract under
this part for each contract year.

(b) If CMS determines for a contract
year that a Part D sponsor has an MLR
for a contract that is less than 0.85, the
Part D sponsor must remit to CMS an
amount equal to the product of the fol-
lowing:

(1) The total revenue of the prescrip-
tion drug plan for the contract year.

(2) The difference between 0.85 and
the MLR for the contract year.

(c) If CMS determines that a Part D
sponsor has an MLR for a contract that
is less than 0.85 for 3 or more consecu-
tive contract years, CMS does not per-
mit the enrollment of new enrollees
under the contract for coverage during
the second succeeding contract year.

(d) If CMS determines that a Part D
sponsor has an MLR for a contract that
is less than 0.85 for 5 consecutive con-
tract years, CMS terminates the con-
tract under the authority at
423.509(b)(1) and (d) effective as of the
second succeeding contract year.

[78 FR 31310, May 23, 2013; 78 FR 43821, July
22, 2013; 83 FR 16756, Apr. 16, 2018]

§423.2420 Calculation of medical loss
ratio.

(a) Determination of the MLR. (1) The
MLR for each contract under this part
is the ratio of the numerator (as de-
fined in paragraph (b) of this section)
to the denominator (as defined in para-
graph (c) of this section). An MLR may
be increased by a credibility adjust-
ment according to the rules at
§423.2440, or subject to an adjustment
determined by CMS to be warranted
based on exceptional circumstances for
areas outside the 50 states and the Dis-
trict of Columbia.

(2) The MLR must reflect costs and
revenues for Dbenefits described at
§423.104(d) through (f). The MLR for
MA-PD plans (defined at §422.2 of this

§423.2420

chapter) must also reflect costs and
revenues for benefits described at
§422.100(c) of this chapter.

(b) Determining the M LR numerator. (1)
For a contract year, the numerator of
the MLR for a Part D prescription drug
contract must equal the sum of para-
graphs (b)(1)(i) through (iii) of this sec-
tion and must be in accordance with
paragraphs (b)(5) and (b)(6) of this sec-
tion.

(i) Incurred claims for all enrollees,
as defined in paragraphs (b)(2) through
(4) of this section.

(ii) The expenditures under the con-
tract for activities that improve health
care quality, as defined in §423.2430;

(2) Incurred claims for prescription drug
costs. Incurred claims must include the
following:

(i) Direct drug costs that are actually
paid (as defined in §423.308, which are
net of prescription drug rebates and
other direct or indirect remuneration
as defined herein) by the Part D spon-
sor.

(ii) Unpaid claims reserves for the
current contract year, including claims
reported in the process of adjustment.

(iii) Percentage withholds from pay-
ments made to contracted providers.

(iv) Claims incurred but not reported
based on past experience, and modified
to reflect current conditions such as
changes in exposure, claim frequency
or severity.

(v) Changes in other claims-related
reserves.

(vi) Claims that are recoverable for
anticipated coordination of benefits.

(vii) Claims payments recoveries re-
ceived as a result of subrogation.

(viii) [Reserved]

(ix) Reserves for contingent benefits
and the Part D claim portion of law-
suits.

(3) Adjustments that must be de-
ducted from incurred claims include
the following:

(i) Overpayment recoveries received
from providers.

(4) Ezxclusions from incurred claims.
The following amounts must not be in-
cluded in incurred claims:

(i) Non-claims costs, as defined in
§423.2401, which include the following:

(A) Amounts paid to third party ven-
dors for secondary network savings.
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(B) Amounts paid to third party ven-
dors for any of the following:

(I) Network development.

(2) Administrative fees.

(3) Claims processing.

(4) Utilization management.

(C) Amounts paid, including amounts
paid to a pharmacy, for professional or
administrative services that do not
represent compensation or reimburse-
ment for covered services provided to
an enrollee, such as the following:

(1) Medical record copying costs.

(2) Attorneys’ fees.

(3) Subrogation vendor fees.

(4) Bona fide service fees.

(5) Compensation to any of the fol-
lowing:

(1) Paraprofessionals.

(i1) Janitors.

(17i1) Quality assurance analysts.

(iv) Administrative supervisors.

(v) Secretaries to medical personnel.

(vi) Medical record clerks.

(D) Unsettled balances from the
Medicare Prescription Payment Plan.

(ii) Amounts paid to CMS as a remit-
tance under §423.2410(b).

(5) Incurred claims under this part
for policies issued by one Part D spon-
sor and later assumed by another enti-
ty must be reported by the assuming
organization for the entire MLR re-
porting year during which the policies
were assumed and no incurred claims
under this part for that contract year
must be reported by the ceding Part D
Sponsor.

(6) Reinsured incurred claims for a
block of business that was subject to
indemnity reinsurance and administra-
tive agreements effective before March
23, 2010, for which the assuming entity
is responsible for 100 percent of the
ceding entity’s financial risk and takes
on all of the administration of the
block, must be reported by the assum-
ing issuer and must not be reported by
the ceding issuer.

(c) Determining the M LR denominator.
For a contract year, the denominator
of the MLR for a Part D prescription
drug contract must equal the total rev-
enue under the contract. Total revenue
under the contract is as described in
paragraph (c)(1) of this section, net of
deductions described in paragraph
(c)(2) of this section, taking into ac-
count the exclusions described in and

42 CFR Ch. IV (10-1-25 Edition)

paragraph (c)(3) of this section, and be
in accordance with paragraphs (c)(4)
and (5b) of this section.

(1) CMS’ payments to the Part D
sponsor for all enrollees under a con-
tract, reported on a direct basis, in-
cluding the following:

(i) Payments under §423.329(a)(1) and
(2).

(ii) Payment adjustments resulting
from reconciliation per
§423.329(c)(2)(ii).

(iii) All premiums paid by or on be-
half of enrollees to the Part D sponsor
as a condition of receiving coverage
under a Part D plan, including CMS’
payments for low income premium sub-
sidies under §422.304(b)(2) of this chap-
ter.

(iv) All unpaid premium amounts
that a Part D sponsor could have col-
lected from enrollees in the Part D
plan(s) under the contract.

(v) All changes in unearned premium
reserves.

(vi) Payments under §423.315(e).

(2) The following amounts must be
deducted from total revenue in calcu-
lating the MLR:

(i) Licensing and regulatory fees. Stat-
utory assessments to defray operating
expenses of any State or Federal de-
partment, such as the ‘‘user fee” de-
scribed in section 1857(e)(2) of the Act,
and examination fees in lieu of pre-
mium taxes as specified by State law.

(ii) Federal tares and assessments. All
Federal taxes and assessments allo-
cated to health insurance coverage.

(iii) State taxes and assessments. State
taxes and assessments, such as the fol-
lowing:

(A) Any industry-wide (or subset) as-
sessments (other than surcharges on
specific claims) paid to the State di-
rectly.

(B) Guaranty fund assessments.

(C) Assessments of State industrial
boards or other boards for operating
expenses or for benefits to sick em-
ployed persons in connection with dis-
ability benefit laws or similar taxes
levied by States.

(D) State income, excise, and busi-
ness taxes other than premium taxes.

(iv) Community benefit expenditures.
Community benefit expenditures are
payments made by a Federal income
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tax-exempt Part D sponsor for commu-
nity benefit expenditures as defined in
paragraph (c)(2)(iii)(A) of this section,
limited to the amount defined in para-
graph (c)(2)(iii)(B) of this section, and
allocated to a contract as required
under paragraph (d)(1) of this section.

(A) Community benefit expenditures
means expenditures for activities or
programs that seek to achieve the ob-
jectives of improving access to health
services, enhancing public health and
relief of government burden.

(B) Such payment may be deducted
up to the limit of either 3 percent of
total revenue under this part or the
highest premium tax rate in the State
for which the Part D sponsor is Ili-
censed, multiplied by the Part D spon-
sor’s earned premium for the contract.

(3) The following amounts must not
be included in total revenue:

(i) The amount of unpaid premiums
for which the Part D sponsor can dem-
onstrate to CMS that it made a reason-
able effort to collect.

(ii) Coverage Gap Discount Program
payments under §423.2320.

(4) Total revenue (as defined at
§423.2420(c)) of this chapter) for policies
issued by one Part D sponsor and later
assumed by another entity must be re-
ported by the assuming entity for the
entire MLR reporting year during
which the policies were assumed and no
revenue under this part for that con-
tract year must be reported by the
ceding Part D sponsor.

(6) Total revenue (as defined at
§423.2420(c) of this chapter) that is rein-
sured for a block of business that was
subject to indemnity reinsurance and
administrative agreements effective
before March 23, 2010, for which the as-
suming entity is responsible for 100
percent of the ceding entity’s financial
risk and takes on all of the administra-
tion of the block, must be reported by
the assuming issuer and must not be
reported by the ceding issuer.

(d) Allocation of expenses—(1) General
requirements. (i) Each expense must be
included under only one type of ex-
pense, unless a portion of the expense
fits under the definition of or criteria
for one type of expense and the remain-
der fits into a different type of expense,
in which case the expense must be pro-
rated between types of expenses.

§423.2430

(ii) Expenditures that benefit mul-
tiple contracts, or contracts other than
those being reported, including but not
limited to those that are for or benefit
self-funded plans, must be reported on
a pro rata share.

(2) Description of the methods used to
allocate expenses. (i) Allocation to each
category must be based on a generally
accepted accounting method that is ex-
pected to yield the most accurate re-
sults. Specific identification of an ex-
pense with an activity that is rep-
resented by one of the categories in
paragraph (b) or (¢) of this section will
generally be the most accurate meth-
od.

(ii) Shared expenses, including ex-
penses under the terms of a manage-
ment contract, must be apportioned
pro rata to the entities incurring the
expense.

(iii)(A) Any basis adopted to appor-
tion expenses must be that which is ex-
pected to yield the most accurate re-
sults and may result from special stud-
ies of employee activities, salary ra-
tios, premium ratios or similar anal-
yses.

(B) Expenses that relate solely to the
operations of a reporting entity, such
as personnel costs associated with the
adjusting and paying of claims, must
be borne solely by the reporting entity
and are not to be apportioned to other
entities within a group.

[78 FR 31310, May 23, 2013; 78 FR 43821, July
22, 2013; 83 FR 16756, Apr. 16, 2018; 90 FR 15920,
Apr. 15, 2025]

§423.2430 Activities
health care quality.

(a) Activity requirements. (1) Activities
conducted by a Part D sponsor to im-
prove quality must either—

(i) Fall into one of the categories in
paragraph (a)(2) of this section and
meet all of the requirements in para-
graph (a)(3) of this section; or

(ii) Be listed in paragraph (a)(4) of
this section.

(2) Categories of quality improving ac-
tivities. The activity must be designed
to achieve one or more of the fol-
lowing:

(i) To improve health outcomes
through the implementation of activi-
ties such as quality reporting, effective
case management, care coordination,

that improve
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chronic disease management, and
medication and care compliance initia-
tives, including through the use of the
medical homes model as defined for
purposes of section 3602 of the Patient
Protection and Affordable Care Act, for
treatment or services under the plan or
coverage.

(ii) To prevent hospital readmissions
through a comprehensive program for
hospital discharge that includes pa-
tient-centered education and coun-
seling, comprehensive discharge plan-
ning, and post-discharge reinforcement
by an appropriate health care profes-
sional.

(iii) To improve patient safety and
reduce medical errors through the ap-
propriate use of best clinical practices,
evidence-based medicine, and health
information technology under the plan
or coverage.

(iv) To promote health and wellness.

(v) To enhance the use of health care
data to improve quality, transparency,
and outcomes and support meaningful
use of health information technology.
Activities, such as Health Information
Technology (HIT) expenses, are re-
quired to accomplish the activities
that improve health care quality and
that are designed for use by health
plans, health care providers, or enroll-
ees for the electronic creation, mainte-
nance, access, or exchange of health in-
formation, and are consistent with
meaningful use requirements, and
which may in whole or in part improve
quality of care, or provide the techno-
logical infrastructure to enhance cur-
rent quality improving activities or
make new quality improvement initia-
tives possible.

(3) The activity must be designed for
all of the following:

(i) To improve health quality.

(ii) To increase the likelihood of de-
sired health outcomes in ways that are
capable of being objectively measured
and of producing verifiable results and
achievements.

(iii) To be directed toward individual
enrollees or incurred for the benefit of
specified segments of enrollees or pro-
vide health improvements to the popu-
lation beyond those enrolled in cov-
erage as long as no additional costs are
incurred due to the non-enrollees.
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(iv) To be grounded in evidence-based
medicine, widely accepted best clinical
practice, or criteria issued by recog-
nized professional medical associa-
tions, accreditation bodies, govern-
ment agencies or other nationally rec-
ognized health care quality organiza-
tions.

(4)(i) Medication Therapy Manage-
ment Programs meeting the require-
ments of §423.153(d).

(ii) Fraud reduction activities, in-
cluding fraud prevention, fraud detec-
tion, and fraud recovery.

(b) Exclusions. Expenditures and ac-
tivities that must not be included in
quality improving activities include,
but are not limited to, the following:

(1) Those that are designed primarily
to control or contain costs other than
those that are related to fraud reduc-
tion.

(2) The pro rata share of expenses
that are for lines of business or prod-
ucts other than those being reported,
including but not limited to, those that
are for or benefit self-funded plans.

(3) Those which otherwise meet the
definitions for quality improving ac-
tivities but which were paid for with
grant money or other funding separate
from premium revenue.

(4) Those activities that can be billed
or allocated by a pharmacy for care de-
livery and that are reimbursed as clin-
ical services.

(5) Hstablishing or maintaining a
claims adjudication system, including
costs directly related to upgrades in
health information technology that are
designed primarily or solely to improve
claims payment capabilities (and that
are not related to fraud reduction ac-
tivities under paragraph (a)(4)(ii) of
this section) or to meet regulatory re-
quirements for processing claims, in-
cluding ICD-10 implementation costs in
excess of 0.3 percent of total revenue
under this part, and maintenance of
ICD-10 code sets adopted in accordance
with the Health Insurance Portability
and Accountability Act (HIPAA), 42
U.S.C. 1320d-2, as amended.

(6) That portion of the activities of
health care professional hotlines that
does not meet the definition of activi-
ties that improve health quality.

(7) All retrospective and concurrent
utilization review.
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(8) [Reserved]

(9) The cost of developing and exe-
cuting pharmacy contracts and fees as-
sociated with establishing or managing
a pharmacy network, including fees
paid to a vendor for the same reason.

(10) Pharmacy network credentialing.

(11) Marketing expenses.

(12) Costs associated with calculating
and administering individual enrollee
or employee incentives.

(13) That portion of prospective utili-
zation review that does not meet the
definition of activities that improve
health quality.

(14) Any function or activity not ex-
pressly permitted by CMS under this
part.

[78 FR 31310, May 23, 2013, as amended at 83
FR 16756, Apr. 16, 2018]

§423.2440 Credibility adjustment.

(a) A Part D sponsor may add the
credibility adjustment specified under
paragraph (e) of this section to a con-
tract’s MLR if the contract’s experi-
ence is partially credible, as defined in
paragraph (d)(1) of this section.

(b) A Part D sponsor may not add a
credibility adjustment to a contract’s
MLR if the contract’s experience is
fully credible, as defined in paragraph
(d)(2) of this section.

(c) For those contract years for
which a contract has non-credible expe-
rience, as defined in paragraph (d)(3) of
this section, sanctions under
§423.2410(b) through (d) will not apply.

(d)(1) A contract’s experience is par-
tially credible if it is based on the ex-
perience of at least 4,800 member
months and fewer than or equal to
360,000 member months.

(2) A contract’s experience is fully
credible if it is based on the experience
of more than 360,000 member months.

(3) A contract’s experience is non-
credible if it is based on the experience
of fewer than 4,800 member months.

(e) The credibility adjustment for
partially credible experience is deter-
mined based on the number of member
months for all enrollees under the con-
tract and the factors shown in Table 1
of this section. When the number of
member months used to determine
credibility exactly matches a member
month category listed in Table 1 of this
section, the value associated with that

§423.2460

number of member months is the credi-
bility adjustment. The credibility ad-
justment for a number of member
months between the values shown in
Table 1 of this section is determined by
linear interpolation.

TABLE 1 TO § 423.2440—CREDIBILITY
ADJUSTMENTS FOR PART D CONTRACTS

Credibility adjustment
(additional
percentage
points)

Member months

N/A (Non-credible).
.| 8.4%.
. | 5.3%.
.. | 8.7%.
.| 2.6%.
1.7%.
1.2%.
.| 1.0%.
0.0% (Fully credible).

48,000 .
120,000
240,000 ...
360,000 ...
>360,000

[85 FR 33911, June 2, 2020]
§423.2450 [Reserved]

§423.2460 Reporting requirements.

(a) Except as provided in paragraph
(b) of this section, for each contract
year, each Part D sponsor must submit
to CMS, in a timeframe and manner
specified by CMS, a report that in-
cludes the data needed by the Part D
sponsor to calculate and verify the
medical loss ratio (MLR) and remit-
tance amount, if any, for each contract
under this part, including the amount
of incurred claims for prescription
drugs, supplemental benefits, total rev-
enue, expenditures on quality improv-
ing activities, non-claims costs, taxes,
licensing and regulatory fees, and any
remittance owed to CMS under
§423.2410.

(b) For contract years 2018 through
2022, each Part D sponsor must submit
to CMS, in a timeframe and manner
specified by CMS, the following infor-
mation:

(1) Fully credible and partially credible
contracts. For each contract under this
part that has fully credible or partially
credible experience, as determined in
accordance with §423.2440(d), the Part
D sponsor must report to CMS the
MLR for the contract and the amount
of any remittance owed to CMS under
§423.2410.

(2) Non-credible contracts. For each
contract under this part that has non-
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credible experience, as determined in
accordance with §423.2440(d), the Part
D sponsor must report to CMS that the
contract is non-credible.

(c) Total revenue included as part of
the MLR calculation must be net of all
projected reconciliations.

(d) Subject to paragraph (e) of this
section, the MLR is reported once, and
is not reopened as a result of any pay-
ment reconciliation processes.

(e) With respect to a Part D sponsor
that has already submitted to CMS the
MLR report or MLR data required
under paragraph (a) or (b) of this sec-
tion, respectively, for a contract for a
contract year, paragraph (d) of this
section does not prohibit resubmission
of the MLR report or MLR data for the
purpose of correcting the prior MLR re-
port or data submission. Such resub-
mission must be authorized or directed
by CMS, and upon receipt and accept-
ance by CMS, is regarded as the con-
tract’s MLR report or data submission
for the contract year for purposes of
this subpart.

[83 FR 16756, Apr. 16, 2018, as amended at 87
FR 27902, May 9, 2022]

§423.2470 Remittance to CMS if the
applicable MLR requirement is not
met.

(a) General requirement. For each con-
tract year, a Part D sponsor must pro-
vide a remittance to CMS if the con-
tract’s MLR does not meet the min-
imum percentage required by
§423.2410(b).

(b) Amount of remittance. For each
contract that does not meet MLR re-
quirement for a contract year, the Part
D sponsor must remit to CMS the
amount by which the MLR require-
ment exceeds the contract’s actual
MLR multiplied by the total revenue of
the contract, as provided in
§423.2420(c), for the contract year.

(c) Timing of remittance. CMS will de-
duct the remittance from plan pay-
ments in a timely manner after the
MLR is reported, on a schedule deter-
mined by CMS.

(d) Treatment of remittance. Payment
to CMS must not be included in the nu-
merator or denominator of any year’s
MLR.
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§423.2480 MLR review and non-com-
pliance.

To ensure the accuracy of MLR re-
porting, CMS conducts selected review
of data submitted under §423.2460 to de-
termine that the MLRs and remittance
amounts under §423.2410(b) and sanc-
tions under §423.2410(c) and (d), were
accurately calculated, reported, and
applied.

(a) The reviews will include a valida-
tion of amounts included in both the
numerator and denominator of the
MLR calculation reported to CMS.

(b) Part D sponsors are required to
maintain evidence of the amounts re-
ported to CMS and to validate all data
necessary to calculate MLRs.

(c)(1) Documents and records must be
maintained for 10 years from the date
such calculations were reported to
CMS with respect to a given contract
year.

(2) Part D sponsors must require any
third party vendor supplying drug cost
contracting and claim adjudication
services to the Part D sponsors to pro-
vide all underlying data associated
with MLR reporting to that Part D
sponsor in a timely manner, when re-
quested by the Part D sponsor, regard-
less of current contractual limitations,
in order to validate the accuracy of
MLR reporting.

(d) Data submitted under §423.2460,
calculations, or any other MLR sub-
mission required by this subpart found
to be materially incorrect or fraudu-
lent—

(1) Are noted by CMS;

(2) Appropriate remittance amounts
are recouped by CMS; and

(3) Sanctions may be imposed by
CMS as provided in §423.752.

[78 FR 31310, May 23, 2013, as amended at 83
FR 16756, Apr. 16, 2018]

§423.2490 Release of Part D MLR data.

(a) Terminology. Subject to the exclu-
sions in paragraph (b) of this section,
Part D MLR data consists of the infor-
mation submitted under §423.2460.

(b) Exclusions from Part D MLR data.
For the purpose of this section, the fol-
lowing items are excluded from Part D
MLR data:

(1) Narrative descriptions that Part
D sponsors submit to support the infor-
mation reported to CMS pursuant to
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the reporting requirements at § 423.2460,
such as descriptions of expense alloca-
tion methods.

(2) Information that is reported at
the plan level, such as the number of
member months associated with each
plan under a contract, including infor-
mation submitted for a contract con-
sisting of only one plan.

(3) Any information that could be
used to identify Medicare beneficiaries
or other individuals.

(4) MLR review correspondence.

(5) Any information for a contract for
those contract years for which the con-
tract is determined to be non-credible,
as defined in accordance with
§423.2440(d).

(¢) Data release. CMS releases to the
public Part D MLR data, for each con-
tract for each contract year, no earlier
than 18 months after the end of the ap-
plicable contract year

[81 FR 80558, Nov. 15, 2016, as amended at 83
FR 16756, Apr. 16, 2018]

Subpart Y—Transitional Coverage
and Retroactive Medicare
Part D Coverage for Certain
Low-Income Beneficiaries
Through the Limited Income
Newly Eligible Transition (LI
NET) Program

SOURCE: 88 FR 22342, Apr. 12, 2023, unless
otherwise noted.

§423.2500 Basis and scope.

(a) Basis. This subpart is based on
section 1860D-14 of the Social Security
Act.

(b) Scope. This subpart sets forth the
requirements for the Limited Income
Newly Eligible Transition (LI NET)
program that begins no later than Jan-
uary 1, 2024. Under this program, eligi-
ble individuals are provided transi-
tional coverage for Part D drugs.

§423.2504 LI NET eligibility and en-
rollment.

(a) Eligibility. An individual is eligible
for LI NET coverage if they satisfy the
criteria at paragraph (a)(1) or (2) of this
section.

(1) LIS-eligible. The individual is a
low-income subsidy eligible individual
as defined at §423.773 and—

§423.2504

(i) Has not yet enrolled in a prescrip-
tion drug plan or an MA-PD plan; or

(ii) Has enrolled in a prescription
drug plan or MA-PD plan but their cov-
erage has not yet taken effect.

(2) Immediate need individuals. An in-
dividual who states their eligibility for
LIS and immediate need for their pre-
scription, but whose eligibility as de-
fined at §423.773 cannot be confirmed at
the point-of-sale, will be granted im-
mediate need LI NET coverage.

(3) Documentation of LIS eligibility. In-
dividuals may provide documentation
to the LI NET sponsor to demonstrate
LIS eligibility. Documentation may in-
clude, but is not limited to:

(i) A copy of the beneficiary’s Med-
icaid card that includes their name and
the eligibility date;

(ii) A copy of a letter from the State
or SSA showing LIS or ‘“‘Extra Help”
status;

(iii) The date that a verification call
was made to the State Medicaid Agen-
cy, the name and telephone number of
the State staff person who verified the
Medicaid period, and the Medicaid eli-
gibility dates confirmed on the call;

(iv) A copy of a State document that
confirms active Medicaid status;

(v) A screen-print from the State’s
Medicaid systems showing Medicaid
status; or

(vi) Evidence at point-of-sale of re-
cent Medicaid billing and payment in
the pharmacy’s patient profile.

(4) Confirmation of LIS eligibility. CMS
uses documentation submitted under
paragraph (a)(3) of this section to con-
firm LIS eligibility.

(6) Inability to confirmation of eligi-
bility. If CMS cannot confirm an imme-
diate need individual’s eligibility dur-
ing the period of LI NET coverage, the
individual will not be auto-enrolled
into a standalone Part D plan in ac-
cordance with §423.34(d) following their
LI NET coverage.

(b) Enroliment. Individuals who are el-
igible for LLI NET as defined in §423.2504
are enrolled into the LI NET program
as follows:

(1) Automatic enrollment. Beneficiaries
who are LIS-eligible and whose auto-
enrollment into a Part D plan (as out-
lined in §423.34(d)(1)) has not taken ef-
fect will be automatically enrolled by
CMS into the LI NET program unless
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the beneficiary has affirmatively de-
clined enrollment in Part D per
§423.34(e);

(2) Point-of-sale enrollment. An indi-
vidual who is not automatically en-
rolled in accordance with paragraph
(b)(1) of this section and whose claim is
submitted at the point-of-sale and ac-
cepted by the LI NET sponsor will be
enrolled into the LI NET program by
the LI NET sponsor; or

(3) Direct reimbursement request. An in-
dividual described in paragraph (a)(1)
of this section who is not automati-
cally enrolled in accordance with para-
graph (b)(1) or at the point-of-sale as
provided in paragraph (b)(2) of this sec-
tion and who submits a direct reim-
bursement request form, receipts for
reimbursement for eligible claims paid
out of pocket (with and optional docu-
mentation of LIS eligibility listed in
paragraph (a)(3) of this section), will be
retroactively enrolled into the LI NET
program by the LI NET sponsor. The LI
NET sponsor has 14 calendar days to
reply with a coverage decision; or

(4) LI NET application form. An indi-
vidual who is not enrolled through one
of the methods in paragraphs (b)(1)
though (3) of this section may submit
an LI NET application form to the LI
NET sponsor (with optional docu-
mentation of LIS eligibility listed in
paragraph (a)(3) of this section). If no
documentation is submitted and ac-
cepted, the LI NET sponsor will peri-
odically check for eligibility and enroll
applicants once LIS eligibility is con-
firmed.

(¢c) Duration of LI NET enrollment. (1)
Enrollment begins on the first day of
the month an individual is identified as
eligible under this section and ends
after 2 months, with a longer LI NET
enrollment for those with retroactive
coverage per paragraph (c)(2) of this
section.

(2) Retroactive LLI NET coverage be-
gins on the date an individual is identi-
fied as eligible for a low-income sub-
sidy as a full-benefit dual eligible or an
SSI benefit recipient, or 36 months
prior to the date such individual en-
rolls in (or opts out of) Part D cov-
erage, whichever is later. LI NET cov-
erage ends with enrollment into a Part
D plan or opting out of Part D cov-
erage.
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(d) Ending LI NET enrollment. An indi-
vidual’s enrollment in the LI NET pro-
gram ends when:

(1) The individual is auto-enrolled
into a standalone Part D plan in ac-
cordance with the guidelines at
§423.34(d) and that coverage has taken
effect.

(2) The individual elects another Part
D plan and that coverage has taken ef-
fect.

3) The individual voluntarily
disenrolls from the LI NET program.

(4) The individual is involuntarily
disenrolled under §423.44(b).

(5) LIS eligibility for an individual in
LI NET due to an immediate need can-
not be confirmed within the period of
LI NET coverage.

§423.2508 LI NET benefits and bene-
ficiary protections.

(a) Formulary. The LI NET program
provides access to all Part D drugs
under an open formulary.

(b) Network. The LI NET sponsor
must allow its network and out-of-net-
work pharmacies that are in good
standing to process claims under the
program. Licensed pharmacies are con-
sidered to be in good standing for the
LI NET program so long as they: are
not revoked from Medicare under
§424.535; do not appear on the Office of
Inspector General’s list of entities ex-
cluded from Federally funded health
care programs pursuant to section 1128
of the Act or from Medicare and State
health care programs under section
1156 of the Act (unless waived by the
OIG); do not appear on the preclusion
list as defined at §423.100; and do not
have a determination by the LI NET
sponsor of a credible allegation of
fraud as defined at §423.4.

(c) Safety. The following provisions
necessary to improve patient safety
and ensure appropriate dispensing of
medication apply to the LI NET pro-
gram and LI NET sponsor, as applica-
ble:

(1) Sections 423.153(b) and (c) for dis-
pensing and point-of-sale safety edits;

(2) Section 423.154 for appropriate dis-
pensing of prescription drugs in long-
term care facilities;

(3) Sections 423.159 and 423.160 for
electronic prescribing, excepting the
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requirements pertaining to formulary
standards in §423.160(b)(5);

(4) Section 423.162 for QIO activities;
and

(5) Section 423.166 for compliance
deemed on the basis of accreditation.

(d) Cost sharing. (1) LI NET bene-
ficiaries under §423.2504(a)(1) will pay
the applicable cost sharing for their
low-income category as established for
each year in the Rate Announcement
publication specified in §422.312 of this
chapter.

(2) LI NET Dbeneficiaries under
§423.2504(a)(2) will pay the cost sharing
associated with the category of non-in-
stitutionalized full-benefit dual eligible
individuals with incomes above 100% of
the Federal poverty level and full-sub-
sidy-non-FBDE individuals. If the bene-
ficiary is later confirmed to belong to a
different LIS category, the LI NET
sponsor must reimburse the beneficiary
for the difference between the cost
sharing they paid versus what they
would have paid in their LIS category.

(e) Appeals. LI NET enrollees have
rights with respect to Part D griev-
ances, coverage determinations, and
appeals processes set out in subpart M
of this part.

§423.2512 LI NET sponsor require-
ments.

The LI NET program is administered
by one or more Part D sponsor(s) that
meet all of the requirements in para-
graphs (a) through (c) of this section.

(a) Pharmacies and access to Part D
drugs. (1) The LI NET sponsor must be
a PDP sponsor that has an established
contracted pharmacy network in all
geographic areas of the United States
in which low-income subsidies are
available.

(2) The LI NET sponsor must meet
the requirements for providing access
to Part D drugs under §423.120(a), (c),
and (d).

(b) Ezxperience. The LI NET sponsor
must have a minimum of two consecu-
tive years contracting with CMS as a
Part D sponsor.

(c) Other LI NET sponsor requirements.
The LI NET sponsor must:

(1) Have the technical capability and
the infrastructure to provide imme-
diate, current, and retroactive cov-
erage for LI NET enrollees;

§423.2516

(2) Have the technical capability to
develop the infrastructure necessary
for verifying Medicaid dual eligibility
status for presumed eligible LI NET en-
rollees.

(3) Identify, develop, and conduct
outreach plans in consultation with
CMS targeting key stakeholders to in-
form them about the LI NET program.

(4) Establish and manage a toll-free
customer call center per §423.128(d)(1)
and fax line that can be accessed by
pharmacy providers and beneficiaries,
or others acting on their behalf, for
purposes that include but are not lim-
ited to: handling inquiries about serv-
ices under the LI NET program, pro-
viding the status of eligibility or
claims, and having the ability to ac-
cept supporting documentation.

(5) Timely respond to beneficiary re-
quests for reimbursement of claims by
issuing reimbursement for eligible
claims submitted by beneficiaries no
later than 30 days after receipt, or, if
the drug is not covered, the LI NET
sponsor has 14 days to send commu-
nication to the beneficiary with a rea-
son for the denial.

(6) Adjudicate claims from out-of-
network pharmacies that are in good
standing (as defined in §423.2508(b)) ac-
cording to the LI NET sponsor’s stand-
ard reimbursement for their network
pharmacies.

§423.2516 Selection of LI NET sponsor
and contracting provisions.

(a) Appointment by CMS. CMS ap-
points a Part D sponsor that meets the
requirements at §423.2512 to serve as
the LI NET sponsor.

(b) Selection criteria. In appointing a
LI NET sponsor, CMS evaluates the fol-
lowing:

(1) Experience covering low-income
beneficiaries, including but not limited
to enrolling and providing coverage to
low-income subsidy individuals as de-
fined in §423.34;

(2) Pharmacy access as outlined in
§423.120;

(3) Past performance, including Star
Ratings (as detailed in §423.186), pre-
vious intermediate sanctions (as de-
tailed in §423.750), and consistent with
past performance in §423.503(b); and
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(4) Ability to meet the requirements
listed in §423.505 that are not waived
under §423.2536.

(c) Term of appointment. The term of
the appointment will be ongoing pro-
vided mutual agreement between CMS
and the selected party, subject to an
annual contracting and bid process (per
§423.2524(b)) to determine payment
rates for the upcoming year.

§423.2518 Intermediate sanctions for
the LI NET sponsor.

In the event it is determined that the
LI NET sponsor violated its contract,
CMS may impose intermediate sanc-
tions as outlined in subpart O of this
part.

§423.2520 Non-renewal or termination
of appointment.

(a) Notice of non-renewal. If the LI
NET sponsor decides for any reason to
non-renew its existing contract, it
must notify CMS by January 1 of the
yvear before the next contract year. Ex-
cept as provided in paragraph (c) of
this section, if CMS decides for any
reason to non-renew the existing con-
tract with the incumbent LLI NET spon-
sor, CMS notifies the LI NET sponsor
by January 1 of the year before the
next contract year.

(b) Selection of successor and transition
period. After a notice of non-renewal or
termination, CMS selects a successor
for the LI NET contract from among
potentially eligible entities (as de-
tailed in §423.2516). The outgoing LI
NET sponsor must coordinate with the
successor for a period of no less than 3
months to ensure seamless transition
of the LI NET program, including time-
ly transfer of any data or files.

(c) Immediate termination for cause. (1)
Notwithstanding paragraph (a) of this
section, CMS may immediately termi-
nate the existing LLI NET contract for
any of the reasons specified at
§423.509(a)(4)(i) and (xii) or §(b)(2)(1)(A)
and (B).

(2) CMS sends notice of an immediate
termination as specified at
§423.509(b)(2)(ii).

(d) Appeal rights. Subpart N of this
part applies to a termination under
paragraph (c) of this section.

42 CFR Ch. IV (10-1-25 Edition)

§423.2524 Bidding and payments to LI
NET sponsor.

(a) Source of payments. CMS payments
under this section are made from the
Medicare Prescription Drug Account.

(b) Submission of bids and related infor-
mation. (1) The submission of LI NET
bids and related information must fol-
low the requirements and limitations
in §423.265(b), (c), (D)D), (M(2)(H), (ii),
(iv), and (v), (d)(4) and (6), and (e).

(2) The review, negotiation, and ap-
proval of the LI NET bid would follow
the provisions in §423.272(a) and (b)(1)
and (4).

(3) Basic rule for bid. The bid must
reflect the LI NET sponsor’s estimate
of its revenue needs for Payment Rates
A and B per paragraph (c) of this sec-
tion.

(¢c) Monthly payments. CMS provides
advance monthly LI NET payments
equal to the sum of Payment Rates A
and B as established in the LI NET
sponsor’s approved bid, as outlined in
paragraph (b) of this section. LI NET
payments are made on a prospective
per-member, per-month basis.

(1) Payment Rate A is an annual rate
of payment for projected administra-
tive costs. An annual percentage-based
cap on Payment Rate A limiting the
year over year increase to Payment
Rate A is set as part of the bid review
and negotiation under §423.272(a).

(i) For the 2024 plan year, the LI NET
sponsor includes in its bid the assump-
tion that Payment Rate A cannot ex-
ceed a 2% increase from the prior
yvear’s Payment A, which is a figure
CMS will provide to the LI NET spon-
sor.

(ii) For the 2025 plan year and subse-
quent plan years, the LI NET sponsor
will specify its assumption for any in-
crease needed to the prior year’s Pay-
ment Rate A, submitting justification
to CMS in their bid if the cap exceeds
2%.

(2) Payment Rate B reflects the pro-
jected net costs of the Part D drugs
dispensed to individuals who receive
the LI NET benefit.

(d) Payment reconciliation and risk cor-
ridors—(1) Reconciliation. CMS conducts
LI NET payment reconciliation each
year for Payment Rates A and B after
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the annual PDE data submission dead-
line has passed and makes the result-
ing payment adjustment consistent
with §423.343(a).

(2) Risk corridors. As part of LI NET
payment reconciliation, CMS will
apply risk corridors to Payment Rate
B as follows:

(i) There will be no risk sharing in
the symmetrical 1% risk corridor
around the target amount as defined in
§423.308.

(ii) There will be symmetrical risk
sharing of 0.1% beyond the 1% risk cor-
ridor.

(iii) To carry out this
§423.336(c) applies to LI NET.

(e) Reopening. The LI NET contract
will be subject to payment reopenings
per §423.346 as applicable.

(f) Payment appeals. The LI NET
sponsor can appeal under §423.350.

(g) Owvwerpayments. The overpayment
provisions at §§423.352 and 423.360 apply
to LI NET.

section,

§423.2536 Waiver of Part D program
requirements.

CMS waives the following Part D pro-
gram requirements for the LI NET pro-
gram:

(a) General information. Paragraphs
(1) and (3)(B) of section 1860D-4(a) of
the Act (relating to dissemination of
general information; availability of in-
formation on changes in formulary
through the internet).

(b) Formularies. Subparagraphs (A)
and (B) of section 1860D-4(b)(3) of the
Act (relating to requirements on devel-
opment and application of formularies;
formulary development) and formulary
requirements in §§423.120(b) and
423.128(e)(b) and (6).

(c) Medicare Prescription Payment
Plan. Section 423.137.

(d) Cost control and quality improve-
ment requirements. Provisions under
subpart D of this part, including re-
quirements about medication therapy
management, are waived except for the
provisions in §423.2508(c)(1) through (5).

(1) Section 423.1563(b) and (c) for dis-
pensing and point-of-sale safety edits;

(2) Section 423.154 for appropriate dis-
pensing of prescription drugs in long-
term care facilities;

(3) Sections 423.159 and 423.160 for
electronic prescribing, excepting the

§423.2605

requirements pertaining to formulary
standards in §423.160(b)(5);

(4) Section 423.162 for QIO activities;
and

(5) Section 423.166 for compliance
deemed on the basis of accreditation.

(e) Out-of-network access. Section
423.124 Special rules for out-of-network
access to Part D drugs at out-of-net-
work pharmacies, except for
§423.124(a)(2), which applies to LI NET.

(f) Medicare contract determinations
and appeals. Subpart N, except for the
provisions that apply to LI NET in
§423.2520(d).

(g) Risk-sharing arrangements. Section
423.336(a), (b), and (d).

(h) Certification of accuracy of data for
price comparison. Section 423.505(k)(6).

(1) Part D communication requirements.
Portions of subpart V of this part re-
lated to Part D communication re-
quirements that are inapplicable to LI
NET, including:

(1) Section 423.2265(b)(4), (5), (11), (13),
and (16);

(2) Section 423.2265(c);

(3) Section 423.2266(a);

(4) Section 423.2267(e)(3) through (5),
(9) through (12), (14) through (17), (25),
(29), (33), and (45) through (51); and

(5) Section 423.2274.

(j) Medicare Coverage Gap Discount
Program. Subpart W of this part.

(K) Requirements for a minimum med-
ical loss ratio. Subpart X of this part.

(1) Recovery audit contractor Part C ap-
peals process. Subpart Z of this part.

[88 FR 22342, Apr. 12, 2023; 88 FR 34780, May
31, 2023; 90 FR 15920, Apr. 15, 2025]

Subpart Z—Recovery Audit
Contractor Part D Appeals Process

SOURCE: 79 FR 29967, May 23, 2014, unless
otherwise noted.

§423.2600 Payment appeals.

If the Part D RAC did not apply its
stated payment methodology correctly,
a Part D plan sponsor may appeal the
findings of the applied methodology.
The payment methodology itself is not
subject to appeal.

§423.2605

(a) Time for filing a request. The re-
quest for reconsideration must be filed

Request for reconsideration.
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with the designated independent re-
viewer within 60 calendar days from
the date of the demand letter received
by the Part D plan sponsor.

(b) Content of request. (1) The request
for reconsideration must be in writing
and specify the findings or issues with
which the Part D plan sponsor dis-
agrees.

(2) The Part D plan sponsor must in-
clude with its request all supporting
documentary evidence it wishes the
independent reviewer to consider.

(i) This material must be submitted
in the format requested by CMS.

(ii) Documentation, evidence, or sub-
stantiation submitted after the filing
of the reconsideration request will not
be considered.

(c) CMS Rebuttal. CMS may file a re-
buttal to the Part D plan sponsor’s re-
consideration request.

(1) The rebuttal must be submitted
within 30 calendar days of the review
entity’s notification to CMS that it has
received the Part D plan sponsor’s re-
consideration request.

(2) CMS sends its rebuttal to the Part
D plan sponsor at the same time it is
submitted to the independent reviewer.

(d) Review entity. An independent re-
viewer conducts the reconsideration.
The independent reviewer reviews the
demand for repayment, the evidence
and findings upon which it was based,
and any evidence that the Part D plan
sponsor or CMS submitted in accord-
ance with this section.

(e) Notification of decision. The inde-
pendent reviewer informs CMS and the
Part D plan sponsor of its decision in
writing.

(f) Effect of decision. A reconsider-
ation decision is final and binding un-
less the Part D plan sponsor requests a
hearing official review in accordance
with §423.2610.

(g) Right to hearing official review. A
Part D plan sponsor that is dissatisfied
with the independent reviewer’s recon-
sideration decision is entitled to a
hearing official review as provided in
§423.2610.

§423.2610 Hearing official review.

(a) Time for filing a request. A Part D
plan sponsor must file with CMS a re-
quest for a hearing official review
within 30 calendar days from the date

42 CFR Ch. IV (10-1-25 Edition)

of the independent reviewer’s issuance
of a determination.

(b) Content of the request. (1) The re-
quest must be in writing and must pro-
vide evidence or reasons or both to sub-
stantiate the request.

(2) The Part D plan sponsor must sub-
mit with its request all supporting doc-
umentation, evidence, and substan-
tiation that it wants to be considered.

(3) No new evidence may be sub-
mitted.

(4) Documentation, evidence, or sub-
stantiation submitted after the filing
of the request will not be considered.

(c) CMS rebuttal. CMS may file a re-
buttal to the Part D plan sponsor’s
hearing official review request.

(1) The rebuttal must be submitted
within 30 calendar days of the Part D
plan sponsor’s submission of its hear-
ing official review request.

(2) CMS sends its rebuttal to the Part
D plan sponsor at the same time it is
submitted to the hearing official.

(d) Conducting a review. A CMS-des-
ignated hearing official conducts the
hearing on the record.

(1) The hearing is not to be conducted
live or via telephone unless the hearing
official, in his or her sole discretion,
requests a live or telephonic hearing.

(2) In all cases, the hearing official’s
review is limited to information that
meets one or more of the following:

(i) The Part D RAC used in making
its determinations.

(ii) The independent reviewer used in
making its determinations.

(iii) The Part D plan sponsor submits
with its hearing request.

(iv) CMS submits in accordance with
paragraph (c) of this section.

(3) Neither the Part D plan sponsor
nor CMS may submit new evidence.

(e) Hearing official decision. The CMS
hearing official decides the case within
60 days and sends a written decision to
the Part D plan sponsor and CMS, ex-
plaining the basis for the decision.

(f) Effect of hearing official decision.
The hearing official’s decision is final
and binding, unless the decision is re-
versed or modified by the CMS Admin-
istrator in accordance with §423.2610.
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§423.2615
trator.

(a) Request for review by Administrator.
If a Part D plan sponsor is dissatisfied
with the hearing official’s decision, it
may request that the CMS Adminis-
trator review the decision.

(1) The request must be filed with the
CMS Administrator within 30 calendar
days of the date of the hearing offi-
cial’s decision.

(2) The request must provide evidence
or reasons to substantiate the request.

(b) Content of request. The Part D plan
sponsor must submit with its request
all supporting documentation, evi-
dence, and substantiation that it wants
to be considered.

(1) Documentation, evidence, or sub-
stantiation submitted after the filing
of the request will not be considered.

(2) Neither the Part D plan sponsor
nor CMS may submit new evidence.

(c) Discretionary review. After receiv-
ing a request for review, the CMS Ad-
ministrator has the discretion to re-
view the hearing official’s decision in
accordance with paragraph (e) of this
section or to decline to review said de-
cision.

(d) Notification of decision whether to
review. The CMS Administrator notifies
the Part D plan sponsor within 45 days
of receiving the Part D plan sponsor’s
hearing request of whether he or she
intends to review the hearing official’s
decision. If the Administrator agrees to
review the hearing official’s decision,
CMS may file a rebuttal statement
within 30 days of the Administrator’s
notice to the plan sponsor that the re-
quest for review has been accepted.
CMS sends its rebuttal statement to
the plan sponsor at the same time it is
submitted to the Administrator. If the
CMS Administrator declines to review
the hearing official’s decision, the
hearing official’s decision is final and
binding.

(e) Administrator review. If the CMS
Administrator agrees to review the
hearing official’s decision, he or she de-
termines, based upon this decision, the
hearing record, and any arguments
submitted by the Part D plan sponsor
or CMS in accordance with this sec-
tion, whether the determination should
be upheld, reversed, or modified. The
CMS Administrator furnishes a written

Review by the Adminis-

Pt. 424

decision, which is final and binding, to
the Part D plan sponsor and to CMS.

PART 424—CONDITIONS FOR
MEDICARE PAYMENT

Subpart A—General Provisions

Sec.
424.1
424.3
424.5
424.7

Basis and scope.
Definitions.

Basic conditions.
General limitations.

Subpart B—Certification and Plan
Requirements

424.10 Purpose and scope.

424.11 General procedures.

424.13 Requirements for inpatient services
of hospitals other than inpatient psy-
chiatric facilities.

424.14 Requirements for inpatient services
of inpatient psychiatric facilities.

424.15 Requirements for inpatient CAH serv-
ices.

424.16 Timing of certification for individual
admitted to a hospital before entitle-
ment to Medicare benefits.

424.20 Requirements for posthospital SNF
care.

424.22 Requirements for home health serv-
ices.

424.24 Requirements for medical and other
health services furnished by providers
under Medicare Part B.

424.27 Requirements for comprehensive out-
patient rehabilitation facility (CORF)
services.

Subpart C—Claims for Payment

424.30 Scope.

424.32 Basic requirements for all claims.

424.33 Additional requirements: Claims for
services of providers and claims by sup-
pliers and nonparticipating hospitals.

424.34 Additional requirements: Bene-
ficiary’s claim for direct payment.

424.36 Signature requirements.

424.37 Evidence of authority to sign on be-
half of the beneficiary.

424.40 Request for payment effective for
more than one claim.

424.44 Time limits for filing claims.

Subpart D—To Whom Payment is Ordinarily
Made

424.50 Scope.

424.51 Payment to the provider.

424.52 Payment to a nonparticipating hos-
pital.

424.53 Payment to the beneficiary.
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