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(2) 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.

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

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

(2) Request for waivers. Cost plans or
PACE organizations seeking to offer
qualified prescription drug coverage
may request from CMS in writing-

(i) A waiver of those requirements
under this part otherwise applicable to
cost plans or PACE organizations that
are duplicative of, or that are in con-
flict with, provisions otherwise appli-
cable to cost plans or PACE organiza-
tions.

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

§423.462 Medicare
procedures.
The provisions of §422.108 of this
chapter regarding Medicare secondary
payer procedures apply to Part D spon-

secondary payer

42 CFR Ch. IV (10-1-06 Edition)

sors and Part D plans (with respect to
the offering of qualified prescription
drug coverage) in the same way as they
apply to MA organizations and MA
plans under Part C of title XVIII of the
Act, except all references to MA orga-
nizations and MA plans are considered
references to Part D sponsors and Part
D plans.

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

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

(1) Payment of premiums and cov-
erage; and

(2) Payment for supplemental pre-
scription drug benefits as described in
§423.104(f)(1)(ii)(including payment to a
Part D plan on a lump sum per capita
basis) for Part D eligible individuals
enrolled in the Part D plan and the
SPAP or entity providing other pre-
scription drug coverage.

(b) Medicare as primary payer. The re-
quirements of this subpart do not
change or affect the primary or sec-
ondary payer status of a Part D plan
and a SPAP or other prescription drug
coverage. A Part D plan is always the
primary payer relative to a State Phar-
maceutical Assistance Program.

(c) User fees. CMS may impose user
fees on Part D plans for the trans-
mittal of information necessary for
benefit coordination in accordance
with administrative processes and re-
quirements established by CMS to en-
sure effective exchange of information
and coordination between a Part D
plan and SPAPs and entities providing
other prescription drug coverage in a
manner similar to the manner in which
user fees are imposed under section
1842(h)(3)(B) of the Act, except that
CMS may retain a portion of user fees
to defray its costs in carrying out such
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procedures. CMS will not impose user
fees under this subpart on a SPAP or
entities providing other prescription
drug coverage.

(d) Cost management tools. The re-
quirements of this subpart do not pre-
vent a Part D sponsor from using cost
management tools (including differen-
tial payments) under all methods of op-
eration.

(e) Coordination with State Pharma-
ceutical Assistance Programs—(1) Re-
quirements to be a State Pharmaceutical
Assistance Program (SPAP). A State pro-
gram is considered to be a State Phar-
maceutical Assistance Program for
purposes of this part if it-

(i) Provides financial assistance for
the purchase or provision of supple-
mental prescription drug coverage or
benefits on behalf of Part D eligible in-
dividuals;

(ii) Provides assistance to Part D eli-
gible individuals in all Part D plans
without discriminating based upon the
Part D plan in which an individual en-
rolls;

(iii) Meets the benefit coordination
requirements specified in this subpart;

(iv) Does not follow or adopt rules
that change or affect the primary
payer status of a Part D plan.

The definition of SPAP excludes
State Medicaid programs, section 1115
demonstration programs, and any
other program where program funding
is from Federal grants, awards, con-
tracts, entitlement programs, or other
Federal sources of funding; and

(v) Provides supplemental drug cov-
erage to individuals based on financial
need, age, or medical condition, and
not based on current or former employ-
ment status.

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

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

(f) Coordination with other prescription
drug coverage—(1) Definition of other pre-
scription drug coverage. Entities that

§423.464

provide other prescription drug cov-
erage include any of the following:

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

(ii) Group health plans.

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

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

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

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

(vii) Rural health centers. Rural
health centers as defined under section
1861(aa)(2) of the Act.

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

(2) Treatment under out-of-pocket rule.
A Part D plan must exclude expendi-
tures for covered Part D drugs made by
insurance or otherwise, a group health
plan, or other third party payment ar-
rangements, including expenditures by
plans offering other prescription drug
coverage for purposes of determining
whether a Part D plan enrollee has sat-
isfied the out-of-pocket threshold pro-
vided under §423.104(d)(5)(iii). A Part D
enrollee must disclose all these expend-
itures to a Part D plan in accordance
with requirements under §423.32(b)(ii).

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

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

Subpart K—Application Proce-
dures and Contracts with Part
D plan sponsors

§423.500 Scope.

This subpart sets forth application
procedures and contracts with Part D
plans: application procedures and re-
quirements; contract terms; procedures
for termination of contracts; reporting
by Part D plans. For purposes of this
subpart, Medicare Advantage (MA) or-
ganizations offering Part D plans fol-
low the requirements of part 422 of this
chapter for MA organizations, except
in cases where the requirements for the
qualified prescription drug coverage in-
volve additional requirements.

§423.501 Definitions

For purposes of this subpart, the fol-
lowing definitions apply:

Business transaction means any of the
following kinds of transactions:

(1) Sale, exchange, or lease of prop-
erty.

(2) Loan of money or extension of
credit.

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

(i) Salaries paid to employees for
services performed in the mnormal
course of their employment; or

(ii) Health services furnished to the
Part D plan sponsor’s enrollees by
pharmacies and other providers, by
Part D plan sponsor staff, medical
groups, or independent practice asso-
ciations, or by any combination of
those entities.

Downstream entity means any party
that enters into a written arrange-
ment, acceptable to CMS, below the
level of the arrangement between a
Part D plan sponsor (or applicant) and
a first tier entity. These written ar-
rangements continue down to the level
of the ultimate provider of both health
and administrative services.

First tier entity means any party that
enters into a written arrangement, ac-
ceptable to CMS, with a Part D plan
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sponsor or applicant to provide admin-
istrative services or health care serv-
ices for a Medicare eligible individual
under Part D.

Party in interest means the following:

(1) Any director, officer, partner, or
employee responsible for management
or administration of a Part D plan
sponsor.

(2) Any person who is directly or in-
directly the beneficial owner of more
than 5 percent of the organization’s eq-
uity; or the beneficial owner of a mort-
gage, deed of trust, note, or other in-
terest secured by and valuing more
than 5 percent of the organization.

(3) In the case of a PDP sponsor orga-
nized as a nonprofit corporation, an in-
corporator or member of the corpora-
tion under applicable State corporation
law.

(4) Any entity in which a person spec-
ified in paragraphs (1), (2), or (3) of this
definition—

(i) Is an officer, director, or partner;
or

(ii) Has the kind of interest described
in paragraphs (1), (2), or (3) of this defi-
nition.

(5) Any person that directly or indi-
rectly controls, is controlled by, or is
under common control with the Part D
plan sponsor.

(6) Any spouse, child, or parent of an
individual specified in paragraphs (1),
(2), or (3) of this definition.

Related entity means any entity that
is related to the PDP sponsor by com-
mon ownership or control and—

(1) Performs some of the Part D plan
sponsor’s management functions under
contract or delegation;

(2) Furnishes services to Medicare en-
rollees under an oral or written agree-
ment; or

(3) Leases real property or sells mate-
rials to the Part D plan sponsor at a
cost of more than $2,500 during a con-
tract period.

Significant business transaction means
any business transaction or series of
transactions of the kind specified in
the above definition of business trans-
action that, during any fiscal year of
the Part D plan sponsor, have a total
value that exceeds $25,000 or 5 percent
of the PDP sponsor’s total operating
expenses, whichever is less.
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