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

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

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

(g) Negotiated prices—(1) Access to ne-
gotiated prices. A Part D sponsor is re-
quired to provide its Part D enrollees
with access to negotiated prices for
covered Part D drugs included in its
Part D plan’s formulary. Negotiated
prices must be provided even if no ben-
efits are payable to the beneficiary for
covered Part D drugs because of the ap-
plication of any deductible or 100 per-
cent coinsurance requirement fol-
lowing satisfaction of any initial cov-
erage limit.

(2) Interaction with Medicaid best price.
Prices negotiated with a pharma-
ceutical manufacturer, including dis-
counts, subsidies, rebates, and other
price concessions, for covered Part D
drugs by the following entities are not
taken into account in establishing
Medicaid’s best price under section
1927(c)(1)(C) of the Act—
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(i) A Part D plan, as defined in §423.4;
or

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

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

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

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

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

(a) Service area for prescription drug
plans. The service area for a prescrip-
tion drug plan other than a fallback
prescription drug plan consists of one
or more PDP regions as established
under paragraphs (b) and (c) of this sec-
tion.

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

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

(c) Authority for territories. CMS es-
tablishes a PDP region or regions for
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States that are not within the 50
States and the District of Columbia.

(d) Revision of PDP regions. CMS may
revise the PDP regions established
under paragraphs (b) and (c) of this sec-
tion.

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

§423.120 Access to covered Part D
drugs.

(a) Assuring pharmacy access—(1)
Standards for convenient access to net-
work pharmacies. Except as provided in
paragraph (a)(7) of this section, a Part
D plan must have a contracted phar-
macy network consisting of retail
pharmacies sufficient to ensure that
for beneficiaries residing in each State
in a prescription drug plan’s service
area(as defined in §423.112(a)), each
State in a regional MA-PD plan’s serv-
ice area (as defined in §422.2 and
§422.455(a) of this chapter), a local MA-
PD plan’s service area (as defined in
§422.2 of this chapter), or a cost plan’s
geographic area (as defined in §417.401
of this chapter), the following require-
ments are satisfied:

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

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

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

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

(38) Access to mon-retail pharmacies. A
Part D plan’s contracted pharmacy
network may be supplemented by non-

retail pharmacies, including phar-
macies offering home delivery via
mail-order and institutional phar-

macies, provided the requirements of
paragraph (a)(1) of this section are met.

(4) Access to home infusion pharmacies.
A Part D plan’s contracted pharmacy
network must provide adequate access
to home infusion pharmacies con-
sistent with written policy guidelines
and other CMS instructions.

(5) Access to long-term care pharmacies.
A Part D plan must offer standard con-
tracting terms and conditions, includ-
ing performance and service criteria
for long-term care pharmacies that
CMS specifies, to all long-term care
pharmacies in its service area. The
plan must provide convenient access to
long-term care pharmacies consistent
with written policy guidelines and
other CMS instructions.

(6) Access to I/T/U pharmacies. A Part
D plan must offer standard contracting
terms and conditions conforming to
the model addendum that CMS devel-
ops, to all I/T/U pharmacies in its serv-
ice area. The plan must provide con-
venient access to I/T/U pharmacies con-
sistent with written policy guidelines
and other CMS instructions.

() Waiver of pharmacy access require-
ments. CMS waives the requirements
under paragraph (a)(1) of this section in
the case of—

(i) An MA-PD plan or cost plan (as
described in section 1876(h) of the Act)
that provides its enrollees with access
to covered Part D drugs through phar-
macies owned and operated by the MA
organization or cost plan, provided the
organization’s or plan’s pharmacy net-
work meets the access standard set
forth under §422.112 of this chapter for
an MA plan, or §417.416(e) of this chap-
ter for a cost plan.

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

(A) Offers qualified prescription drug
coverage; and

(B) Provides plan enrollees with ac-
cess to covered Part D drugs dispensed
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