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and specify the findings or issues with
which the MA organization disagrees.

(2) The MA organization 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 MA organization’s recon-
sideration request.

(1) The rebuttal must be submitted
within 30 calendar days of the review
entity’s notification to CMS that it has
received the MA organization’s recon-
sideration request.

(2) CMS sends its rebuttal to the MA
organization at the same time it is sub-
mitted 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 supporting documentation
that the MA organization or CMS sub-
mitted in accordance with this section.

(e) Notification of decision. The inde-
pendent reviewer informs the CMS and
the MA organization of its decision in
writing.

(f) Effect of decision. A reconsider-
ation decision is final and binding un-
less the MA organization requests a
hearing official review in accordance
with §422.2610.

(g) Right to hearing official review. An
MA organization that is dissatisfied
with the independent reviewer’s recon-
sideration decision is entitled to a
hearing official review as provided in
§422.2610.

§422.2610 Hearing official review.

(a) Time for filing a request. A MA or-
ganization must file with CMS a re-
quest for a hearing official review
within 30 calendar days from the date
of the independent reviewer’s issuance
of a reconsideration determination.

(b) Content of the request. (1) The re-
quest must be in writing and must
specify the findings or issues in the re-
consideration decision with which the

§422.2615

MA organization disagrees and the rea-
sons for the disagreements.

(2) The MA organization must submit
with its request all supporting docu-
mentation, 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 MA organization’s hear-
ing official review request.

(1) The rebuttal must be submitted
within 30 calendar days of the MA or-
ganization’s submission of its hearing
official review request.

(2) CMS sends its rebuttal to the MA
organization at the same time it is sub-
mitted 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 C RAC used in making
its determinations.

(ii) The independent reviewer used in
making its determinations.

(iii) The MA organization submits
with its hearing request.

(iv) CMS submits in accordance with
paragraph (c) of this section.

(3) Neither the MA organization 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 MA organization and CMS, explain-
ing 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 §422.2615.

§422.2615 Review by the Adminis-
trator.

(a) Request for review by Administrator.
If an MA organization is dissatisfied
with the hearing official’s decision, it
may request that the CMS Adminis-
trator review the decision.
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(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 MA organi-
zation must submit with its request all
supporting documentation, evidence,
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 MA organization, 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 Administrator notifies the
MA organization within 45 days of re-
ceiving the MA organization’s hearing
request of whether he or she intends to
review the hearing official’s decision.

(1) If the Administrator agrees to re-
view the hearing official’s decision,
CMS may file a rebuttal statement
within 30 days of the Administrator’s
notice to the plan that the request for
review has been accepted. CMS sends
its rebuttal statement to the plan at
the same time it is submitted to the
Administrator.

(2) If the CMS Administrator declines
to review the hearing official’s deci-
sion, the hearing official’s decision is
final and binding.

(e) CMS Administrator’s review. If the
CMS Administrator agrees to review
the hearing official’s decision, he or
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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Subpart A—General Provisions
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Subpart B—Eligibility and Enroliment

423.30 Eligibility and enrollment.

423.32 Enrollment process.
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423.44 Involuntary disenrollment from Part
D coverage.

423.46 Late enrollment penalty.

423.48 Information about Part D.

423.56 Procedures to determine and docu-
ment creditable status of prescription
drug coverage.

Subpart C—Benefits and Beneficiary
Protections

423.100 Definitions.

423.104 Requirements related to qualified
prescription drug coverage.

423.112 Establishment of prescription drug
plan service areas.

423.120 Access to covered Part D drugs.

423.124 Special rules for out-of-network ac-
cess to covered Part D drugs at out-of-
network pharmacies.

423.128 Dissemination of Part D plan infor-
mation.

423.129 Resolution of complaints in com-
plaints tracking module.

423.132 Public disclosure of pharmaceutical
prices for equivalent drugs.

423.136 Privacy, confidentiality,
racy of enrollee records.

and accu-

Subpart D—Cost Control and Quality
Improvement Requirements

423.150 Scope.

423.153 Drug utilization management, qual-
ity assurance, medication therapy man-
agement (MTM) programs, drug manage-
ment programs, and access to Medicare
Parts A and B claims data extracts.

423.154 Appropriate dispensing of prescrip-
tion drugs in long-term care facilities
under PDPs and MA-PD plans.

423.156 Consumer satisfaction surveys.

423.159 Electronic prescription drug pro-
gram.

423.160 Standards for electronic prescribing.

423.162 Quality improvement organization
activities.
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423.166 Compliance deemed on the basis of
accreditation.

423.168 Accreditation organizations.

423.171 Procedures for approval of accredita-
tion as a basis for deeming compliance.

423.180 Basis and scope of the Part D Pre-
scription Drug Plan Quality Rating Sys-
tem.

423.182 Part D Prescription Drug Plan Qual-
ity Rating System.
423.184 Adding, updating,

measures.
423.186 Calculation of Star Ratings.

and removing

Subpart E [Reserved]

Subpart F—Submission of Bids and Monthly
Beneficiary Premiums; Plan Approval

423.251 Scope.

423.258 Definitions.

423.265 Submission of bids and related infor-
mation.

423.272 Review and negotiation of bid and
approval of plans submitted by potential
Part D sponsors .

423.279 National average
amount.

423.286 Rules regarding premiums.

423.293 Collection of monthly beneficiary
premium.

423.294 Failure to collect and incorrect col-
lections of premiums and cost sharing.

monthly bid

Subpart G—Payments to Part D Plan Spon-
sors For Qualified Prescription Drug
Coverage

423.301 Scope.

423.308 Definitions and terminology.

423.315 General payment provisions.

423.322 Requirement for disclosure of infor-
madtion.

423.329 Determination of payments.

423.336 Risk-sharing arrangements.

423.343 Retroactive adjustments and rec-
onciliations.

423.346 Reopening.

423.350 Payment appeals.

423.352 CMS-identified overpayments associ-
ated with payment data submitted by
Part D sponsors.

423.360 Reporting and returning of overpay-
ments.

Subpart H [Reserved]

Subpart I—Organization Compliance with
State Law and Preemption by Federal Law

423.401 General requirements for PDP spon-
sors.

423.410 Waiver of certain requirements in
order to expand choice.

423.415 Temporary waivers for entities seek-
ing to offer a prescription drug plan in
more than one State in a region.
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423.420 Solvency standards for non-licensed
entities.

423.425 Licensure does not substitute for or
constitute certification.

423.440 Prohibition of State imposition of
premium taxes; relation to State laws.

Subpart J—Coordination under Part D
Plans with Other Prescription Drug
Coverage

423.452 Scope.

423.453 Definitions.

423.458 Application of Part D rules to cer-
tain Part D plans on and after January 1,
2006.

423.462 Medicare
dures.

423.464 Coordination of benefits with other
providers of prescription drug coverage.

423.466 Timeframes for coordination of ben-
efits.

secondary payer proce-

Subpart K—Application Procedures and
Contracts with PDP Sponsors

423.500 Scope and basis.

423.501 Definitions.

423.502 Application requirements.

423.503 Evaluation and determination proce-
dures.

423.504 General provisions.

423.5056 Contract provisions.

423.506 Effective date and term of contract.

423.507 Nonrenewal of contract.

423.508 Modification or termination of con-
tract by mutual consent.

423.509 Termination of contract by CMS.

423.510 Termination of contract by Part D
Sponsor.

423.512 Minimum enrollment requirements.

423.514 Validation of Part D reporting re-
quirements.

423.516 Prohibition of midyear implementa-
tion of significant new regulatory re-
quirements.

423.520 Prompt payment by Part D sponsors.

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.

423.552 Novation agreement requirements.

423.563 Effect of leasing a PDP sponsor’s fa-
cilities.

Subpart M—Grievances, Coverage Deter-
minations, Redeterminations, and Re-
considerations

423.5568 Scope.
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423.560
423.562
423.564

Definitions.

General provisions.

Grievance procedures

423.566 Coverage determinations.

423.568 Standard timeframe and notice re-
quirements for coverage determinations.

423.570 Expediting certain coverage deter-
minations.

423.572 Timeframes and notice requirements
for expedited coverage determinations.

423.576 Effect of a coverage determination.

423.578 Exceptions process.

423.580 Right to a redetermination.

423.582 Request for a standard redetermina-
tion.

423.584 Expediting
tions.

423.586 Opportunity to submit evidence.

423.590 Timeframes and responsibility for
making redeterminations.

423.600 Reconsideration by an independent
review entity (IRE).

423.602 Notice of reconsideration determina-
tion by the independent review entity.
423.604 Effect of a reconsideration deter-

mination.

423.610-423.634 [Reserved]

423.636 How a Part D plan sponsor must ef-
fectuate standard redeterminations or
reconsiderations, or decisions.

423.638 How a Part D plan sponsor must ef-
fectuate expedited redeterminations or
reconsiderations.

certain redetermina-

Subpart N—Medicare Contract
Determinations and Appeals

423.641 Contract determinations.

423.642 Notice of contract determination.

423.643 Effect of contract determination.

423.650 Right to a hearing, burden of proof,
standard of proof, and standards of re-
view.

423.651 Request for hearing.

423.652 Postponement of effective date of a
contract determination when a request
for a hearing is filed timely.

423.6563 Designation of hearing officer.

423.6564 Disqualification of hearing officer.

423.6556 Time and place of hearing.

423.656 Appointment of representatives.

423.657 Authority of representatives.

423.658 Conduct of hearing.

423.659 Evidence.

423.660 Witnesses.

423.661 Discovery.

423.662 Prehearing and summary judgment.

423.663 Record of hearing.

423.664 Authority of hearing officer.

423.665 Notice and effect of hearing decision.

423.666 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.
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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.

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.
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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.

Definitions.

Scope and applicability.

Appeal rights.

Appointment of representatives.

Authority of representatives.

Fees for services of representative.

423.1014 Charge for transcripts.

423.1016 Filing of briefs with the Adminis-
trative Law Judge or Departmental Ap-
peals Board, and opportunity for rebut-
tal.

423.1018 Notice and effect of initial deter-
minations.

423.1020 Request for hearing.

423.1022 Parties to the hearing.

423.1024 Designation of hearing official.

423.1026 Disqualification of Administrative
Law Judge.

423.1028 Prehearing conference.

423.1030 Notice of prehearing conference.

423.1032 Conduct of prehearing conference.

423.1034 Record, order, and effect of pre-
hearing conference.

423.1036 Time and place of hearing.

423.1038 Change in time and place of hear-
ing.

423.1040

423.1042

423.1044

423.1046

423.1048

423.1050

423.1052

Joint hearings.

Hearing on new issues.

Subpoenas.

Conduct of hearing.

Evidence.

Witnesses.

Oral and written summation.

423.10564 Record of hearing.

423.1066 Waiver of right to appear and
present evidence.

423.1068 Dismissal of request for hearing.

423.1060 Dismissal for abandonment.

423.1062 Dismissal for cause.

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
Law Judge’s decision or dismissal.

423.1076 Request for Departmental Appeals
Board review.

423.1078 Departmental Appeals Board action
on request for review.

423.1080 Procedures before the
mental Appeals Board on review.

423.1082 Evidence admissible on review.
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423.1084 Decision or remand by the Depart-
mental Appeals Board.

423.1086 Effect of Departmental
Board Decision.

423.1088 Extension of time for seeking judi-
cial review.

423.1090 Basis, timing, and authority for re-
opening an Administrative Law Judge or
Board decision.

423.1092 Revision of reopened decision.

423.1094 Notice and effect of revised deci-
sion.

Appeals

Subpart U—Reopening, ALJ Hearings and
ALJ and Atftorney Adjudicator Deci-
sions, Council Review, and Judicial
Review

423.1968 Scope.
423.1970-423.1976 [Reserved]
423.1978 Reopening determinations and deci-

sions.
423.1980 Reopening of coverage determina-
tions, redeterminations, reconsider-

ations, decisions, and reviews.

423.1982 Notice of a revised determination
or decision.

423.1984 Effect of a revised determination or
decision.

423.1986 Good cause for reopening.

423.1990 Expedited access to judicial review.

423.2000 Hearing before an ALJ and decision
by an ALJ or attorney adjudicator: Gen-
eral rule.

423.2002 Right to an ALJ hearing.

423.2004 Right to a review of IRE notice of
dismissal.

423.2006 Amount in controversy required for
an ALJ hearing and judicial review.

423.2008 Parties to the proceedings on a re-
quest for an ALJ hearing.

423.2010 When CMS, the IRE, or Part D plan
sponsors may participate in the pro-
ceedings on a request for an ALJ hear-
ing.

423.2014 Request for an ALJ hearing or a re-
view of an IRE dismissal.

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-
torney adjudicator.

423.2030 ALJ hearing procedures.

423.2032 Issues before an ALJ or attorney

adjudicator.

423.2034 Requesting information from the
IRE.

423.2036 Description of an ALJ hearing proc-
ess.

423.2038 Deciding a case without a hearing
before an ALJ.

423.2040 Prehearing and posthearing con-
ferences.

423.2042 The administrative record.
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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
OMHA to the Council.

423.20562 Dismissal of a request for a hearing
before an ALJ or request for review of an
IRE dismissal.

423.2054 Effect of dismissal of a request for a
hearing or request for review of an IRE’s
dismissal.

423.2066 Remands of requests for hearing
and requests for review.

423.2058 Effect of a remand.

423.2062 Applicability of policies not binding
on the ALJ and Council.

423.2063 Applicability of laws, regulations,
CMS Rulings, and precedential decisions.

423.2100 Medicare Appeals Council review:
general.

423.2102 Request for Council review when
ALJ or attorney adjudicator issues deci-
sion or dismissal.

423.2106 Where a request for review may be
filed.

423.2108 Council Actions when request for
review is filed.

423.2110 Council reviews on its own motion.

423.2112 Content of request for review.

423.2114 Dismissal of request for review.

423.2116 Effect of dismissal of request for
Council review or request for hearing.

423.2118 Obtaining evidence from the Coun-
cil.

423.2120 Filing briefs with the Council.

423.2122 What evidence may be submitted to
the Council.

423.2124 Oral argument.

423.2126 Case remanded by the Council.

423.2128 Action of the Council.

423.2130 Effect of the Council’s decision.

423.2134 Extension of time to file action in
Federal District Court.

423.2136 Judicial review.

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.

pro-
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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.

and other third-

Subpart W—Medicare Coverage Gap
Discount Program

423.2300 Scope.

423.2305 Definitions.

423.2310 Condition for coverage of drugs
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.

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.

423.2490 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.

423.25616 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.
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Subpart Z—Recovery Audit Contractor Part
D Appeals Process

423.2600
423.2605

Payment appeals.

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.

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.

§423.4

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:

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
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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 name 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(c)),
including an application referred to in
section 505(b)(2) of the Federal Food,
Drug and Cosmetic Act (21 USC
355(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.

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.
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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
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

778



Centers for Medicare & Medicaid Services, HHS

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(i)(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
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.

§423.4

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 organization 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
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)).
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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).

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-
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cense application (BLA) under section
351(a) or 3b61(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.

(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), (¢), 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.
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(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
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.

Enrollment process.

§423.32

(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 TU.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
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
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(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
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.

(3) 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
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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.

(1) 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
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 legal 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]
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§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
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)

§423.34

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
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
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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:

(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
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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.

[75 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 incomplete
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

(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
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(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
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)(ii) and (a)(3)(iii) of this section,
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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.

(38) For 2011 and subsequent years. Be-
ginning with 2011, the annual coordi-
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
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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
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.
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(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
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.

786



Centers for Medicare & Medicaid Services, HHS

(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
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
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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-
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
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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
applicable, the date of a renewal or ex-
tension of the emergency or disaster
declaration.

(i1)(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.

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

(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)(1) 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
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
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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
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
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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)(1) 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.

(e) Enrollment period to coordinate with
MA open envrollment 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.
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(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
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 envrollment period to coordinate
with the MA open enrollment period. For
2019 and subsequent years, an enroll-
ment made by an individual who elects

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

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) OEPI.

(3) If the Part D plan sponsor is un-
able to obtain the beneficiary’s desired
disenrollment effective date, the Part
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
from Part D coverage.

disenrollment

(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
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(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
specified in paragraphs (b)(1), (b)(2)(1),
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:
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(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
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.
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(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.

(vii) 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)(i) only after the
PDP sponsor meets the requirements
described in this section and after CMS
has reviewed and approved the request.

(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
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(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 mnecessary 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-
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 motices. The PDP spon-
sor must provide the individual two no-
tices prior to submitting the request
for disenrollment to CMS.
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(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.

(1) 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.

(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
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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)(b)(iv) of this section.

(iv) Notification by CMS of incarcer-
ation. When CMS notifies the PDP of
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 §423.5610, 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.
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(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
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.
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(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
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.
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(c) 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 1543, 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.

§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.
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(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).

(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
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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:

(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]
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Subpart C—Benefits and
Beneficiary Protections

§423.100 Definitions.

As used in this part, unless otherwise
specified-

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.

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 wunder 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;
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(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
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.

§423.100

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-
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 Part D drug means a Part D
drug that is included in a Part D plan’s
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
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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-
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.

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;
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(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 is 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;

(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
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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-
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
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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:

(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
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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
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.
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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.

(iii) Insulin described in
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.

section
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(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.

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-
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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.

(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:

801



§423.100

(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-
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.
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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—

(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)(5)(i)); or

(2) Actuarially equivalent standard cov-
erage (standard prescription drug cov-
erage that provides for cost-sharing as
described in §423.104(d)(2)(i)(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.
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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 4525, 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]

§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-
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) Availability of prescription drug
plan. A PDP sponsor offering a pre-
scription drug plan must offer the
plan—
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(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
(g2)(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. (i) 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
(d)(2)(1)(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
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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-
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)Ev)(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
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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)IV)(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.

(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)(b)
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of this section, the initial coverage
limit is equal to—

(1) For 2006. $2,250.

(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 $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 (¢) 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
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.
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(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)(6)(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
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—
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(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)(6)(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
(d)(5)(1) 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
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