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(2) Construction. Nothing in this sec-
tion may be construed to exempt any
Part D plan sponsor from taxes, fees, or
other monetary assessments related to
the net income or profit that accrues
to, or is realized by, the organization
from business conducted under this
part, if that tax, fee, or payment is ap-
plicable to a broad range of business
activity.

Subpart J—Coordination of Part D
Plans With Other Prescription
Drug Coverage

§423.452 Scope.

This section sets forth the applica-
tion of Part D rules to Part C plans; es-
tablishes waivers for MA-PD plans, em-
ployer-sponsored group prescription
drug plans, cost plans, and PACE orga-
nizations; and establishes requirements
for coordination of benefits with State
Pharmaceutical Assistance Programs
and other providers of prescription
drug coverage.

§423.454 Definitions.

For purposes of this part, the fol-
lowing definitions apply—

Employer-sponsored group prescription
drug plan means, prescription drug cov-
erage offered to retirees who are Part
D eligible individuals under employ-
ment-based retiree health coverage.
For purposes of this subpart, employ-
ment-based retiree health coverage is
such coverage (as defined in §423.882)
provided through a Medicare Part D
plan, or for which a plan sponsor could
qualify for payments under subpart R
of this part.

State Pharmaceutical Assistance Pro-
gram (SPAP) means a State program
that meets the requirements described
under §423.464(e)(1).

[70 FR 4525, Jan. 28, 2005, as amended at 77
FR 1882, Jan. 12, 2012]

§423.458 Application of Part D rules to
certain Part D plans on and after
January 1, 2006.

(a) Relationship to Part C. Except as
otherwise provided in this part, the re-
quirements of this part apply to pre-
scription drug coverage provided by
MA-PD plans offered by MA organiza-

§423.458

tions beginning on or after January 1,
2006.

(b) MA waiver. CMS waives any provi-
sion of this Part otherwise applicable
to MA-PD plans or MA organizations
under paragraph (a) of this section to
the extent CMS determines that the
provision duplicates, or is in conflict
with, provisions otherwise applicable
to the MA organizations or MA-PD
plans under Part C of Medicare, or as
may be necessary in order to improve
coordination of this part with the bene-
fits under Part C.

(1) Application of waiver. Any waiver
or modification granted by CMS under
this section applies to any other simi-
larly situated organization offering or
seeking to offer a MA-PD plan that
meets the conditions of the waiver.

(2) Request for waivers. Organizations
offering or

seeking to offer a MA-PD plan may
request from CMS in writing—

(i) A waiver of those requirements
under this part otherwise applicable to
the MA-PD plan or MA organization
under paragraph (a) of this section that
are duplicative of, or that are in con-
flict with, provisions otherwise appli-
cable to the MA-PD plan, proposed MA-
PD plan, or a MA organization under
Part C of Medicare.

(ii) A waiver of a requirement under
this part otherwise applicable to the
MA-PD plan or MA organization under
paragraph (a) of this section, if such
waiver improves coordination of bene-
fits provided under Part C of Medicare
with benefits under this Part.

(c) Employer group waiver—(1) General
rule for employer-sponsored group pre-
scription drug plans that are Medicare
Part D plans. CMS may waive or modify
any requirement under this part that
hinders the design of, the offering of, or
the enrollment in an employer-spon-
sored group prescription drug plan, in-
cluding authorizing the establishment
of separate premium amounts for en-
rollees of the employer-sponsored
group prescription drug plan and limi-
tations on enrollment in such plan to
Part D eligible individuals partici-
pating in the sponsor’s employment-
based retiree health coverage. Any en-
tity seeking to offer, sponsor, or ad-
minister an employer-sponsored group
prescription drug plan may request, in
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§423.462

writing, a waiver or modification of ad-
ditional requirements under this part
that hinder its design of, the offering
of, or the enrollment in, such em-
ployer-sponsored group prescription
drug plan.

(2) General rule for employer-sponsored
group prescription drug plans for which a
sponsor could qualify for payments under
subpart R of this part. CMS may waive
or modify any requirement under this
part that hinders the design of, the of-
fering of, or the enrollment in an em-
ployer-sponsored group prescription
drug plan.

(3) Use of waiver. Waivers or modifica-
tions approved by CMS under this sec-
tion apply to any similarly situated en-
tity seeking to offer, sponsor, or ad-
minister an employer-sponsored group
prescription drug plan, meeting the
conditions of the waiver or modifica-
tion.

(4) Employer-sponsored group pre-
scription drug plans must comply with
all applicable requirements under this
part that are not specifically waived or
modified in accordance with in para-
graph (¢)(3) of this section.

(d) Other waivers. CMS waives any
provision of this Part as applied to a
cost plan (as defined in §417.401 of this
chapter) or PACE organization (as de-
fined in §460.6 of this chapter) that of-
fers qualified prescription drug cov-
erage under Part D to the extent CMS
determines that the provision dupli-
cates, or is in conflict with, provisions
otherwise applicable to the cost plan
under section 1876 of the Act or provi-
sions applicable to PACE organizations
under sections 1894 and 1934 of the Act,
or as necessary in order to improve co-
ordination of this Part with the bene-
fits offered by cost plans or PACE orga-
nizations.

(1) Application of waiver. Any waiver
or modification granted by CMS under
this paragraph applies to any other
similarly situated organization offer-
ing or seeking to offer qualified pre-
scription drug coverage as a cost plan
under section 1876 of the Act or as a
PACE organization under sections 1894
and 1934 of the Act.

(2) Request for waivers. Cost plans or
PACE organizations seeking to offer
qualified prescription drug coverage
may request from CMS in writing-
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(i) A waiver of those requirements
under this part otherwise applicable to
cost plans or PACE organizations that
are duplicative of, or that are in con-
flict with, provisions otherwise appli-
cable to cost plans or PACE organiza-
tions.

(ii) A waiver of a requirement under
this part otherwise applicable to cost
plans or PACE organizations, if such
waiver improves coordination of bene-
fits provided by the cost plan under
section 1876 of the Act, or by the PACE
organization under sections 1894 and
1934 of the Act, with the benefits under
Part D.

[70 FR 4525, Jan. 28, 2005, as amended at 73
FR 20506, Apr. 15, 2008; 77 FR 1882, Jan. 12,
2012; 77 FR 22170, Apr. 12, 2012]

§423.462 Medicare
procedures.

(a) General rule. The provisions of
§422.108 of this chapter regarding Medi-
care secondary payer procedures apply
to Part D sponsors and Part D plans
(with respect to the offering of quali-
fied prescription drug coverage) in the
same way as they apply to MA organi-
zations and MA plans under Part C of
title XVIII of the Act, except all ref-
erences to MA organizations and MA
plans are considered references to Part
D sponsors and Part D plans.

(b) Reporting requirements. A Part D
sponsor must report credible new or
changed primary payer information to
the CMS Coordination of Benefits Con-
tractor in accordance with the proc-
esses and timeframes specified by CMS.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19819, Apr. 15, 2010]

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

(a) General rule. A Part D plan must
permit SPAPs (described in paragraph
(e)(1) of this section) and entities pro-
viding other prescription drug coverage
(described in paragraph (f)(1) of this
section) to coordinate benefits with
such plan. A Part D plan must comply
with all administrative processes and
requirements established by CMS to
ensure effective exchange of informa-
tion and coordination between such
plan and SPAPs and entities providing
other prescription drug coverage for—

secondary payer
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