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(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.

(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.
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(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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ing to offer a prescription drug plan in
more than one State in a region.

423.420 Solvency standards for non-licensed
entities.
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premium taxes; relation to State laws.
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423.464 Coordination of benefits with other
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quirements.

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

423.520 Prompt payment by Part D sponsors.

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

423.551 General provisions.
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cilities.
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minations, Redeterminations, and Re-
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423.560
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review entity (IRE).
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Pt. 423

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

mination.
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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-
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423.663 Record of hearing.
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423.6656 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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423.756 Procedures for imposing inter-
mediate sanctions and civil money pen-
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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.
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423.764 Other applicable provisions.

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

423.771 Basis and scope.
423.772 Definitions.
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423.774 Eligibility determinations, redeter-
minations, and applications.

423.780 Premium subsidy.
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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.
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423.882 Definitions.

423.884 Requirements for qualified retiree
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sion of necessary information.

423.890 Appeals.
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bility Determinations for Subsidies and
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423.900 Basis and scope.

423.902 Definitions.

423.904 Eligibility determinations for low-
income subsidies.

423.906 General payment provisions.
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drug benefit costs assumed by Medicare.

423.910 Requirements.

Subpart T—Appeal Procedures for Civil
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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.
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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
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.

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.

to Depart-

Depart-

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.
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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.

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.

423.20560 Removal of a hearing request from
OMHA to the Council.

423.2052 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.
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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.
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423.2260 Definitions.
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tion of materials.
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and activity requirements.

423.2263 General marketing requirements.

423.2264 Beneficiary contact.

423.2265 Websites.

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

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

pro-

and other third-

Subpart W—Medicare Coverage Gap
Discount Program

423.2300 Scope.

423.2305 Definitions.

423.2310 Condition for coverage of drugs
under Part D.

423.2315 Medicare Coverage Gap Discount
Program Agreement.

423.2320 Payment processes for Part D spon-
sors.

423.23256 Provision of applicable discounts.

423.2330 Manufacturer discount payment
audit and dispute resolution.
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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.

423.2516 Selection of LI NET sponsor and
contracting provisions.

423.2518 Intermediate sanctions for the LI
NET sponsor.

423.2520 Non-renewal or termination of ap-
pointment.

423.2524 Bidding and payments to LI NET
sSponsor.

423.25636 Waiver of Part D program require-
ments.

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:

42 CFR Ch. IV (10-1-23 Edition)

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.

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.
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