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(2) Restrictions on the offering of en-
hanced alternative coverage by PDP spon-
sors. A PDP sponsor may not offer en-
hanced alternative coverage in a serv-
ice area unless the PDP sponsor also
offers a prescription drug plan in that
service area that provides basic pre-
scription drug coverage.

(3) Restrictions on the offering of en-
hanced alternative coverage by MA orga-
nizations. Effective January 1, 2006, an
MA organization—

(i) May not offer an MA coordinated
care plan, as defined in §422.4 of this
chapter, in an area unless either that
plan (or another MA plan offered by
the MA organization in that same serv-
ice area) includes required prescription
drug coverage; and

(ii) May not offer prescription drug
coverage (other than that required
under Parts A and B of title XVIII of
the Act) to an enrollee—

(A) Under an MSA plan, as defined in
§422.2 of this chapter; or

(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
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coverage that is not qualified prescrip-
tion drug coverage under
§417.440(b)(2)(i) of this chapter.

(g8) 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. Negotiated prices must be
provided when the negotiated price for
a covered Part D drug under a Part D
sponsor’s benefit package is less than
the applicable cost-sharing before the
application of any deductible, before
any initial coverage limit, before the
annual out-of-pocket threshold, and
after the annual out-of-pocket thresh-
old.

(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—

(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
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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.

(h) Valid prescription. A Part D spon-
sor may only provide benefits for Part
D drugs that require a prescription if
those drugs are dispensed upon a valid
prescription.

(i) Daily cost-sharing rate. Beginning
January 1, 2014, a Part D sponsor is re-
quired to provide its enrollees access to
a daily cost-sharing rate in accordance
with §423.1563(b)(4).

[70 FR 4525, Jan. 28, 2005, as amended at 74
FR 1544, Jan. 12, 2009; 75 FR 19816, Apr. 15,
2010; 76 FR 21571, Apr. 15, 2011; 77 FR 22169,
Apr. 12, 2012; 80 FR 7963, Feb. 12, 2015; 86 FR
6115, Jan. 19, 2021; 89 FR 30833, Apr. 23, 2024]

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

(a) Service area for prescription drug
plan sponsors. The service area for a
prescription drug plan sponsor other
than a fallback prescription drug plan
sponsor consists of one or more PDP
regions as established under para-
graphs (b) and (c) of this section.

(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
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

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

drug plan from being offered in two or
more PDP regions in their entirety or
in all PDP regions in their entirety.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19816, Apr. 15, 2010]

§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 sponsor (as defined in §423.4 of this
part) must have a contracted pharmacy
network consisting of retail phar-
macies sufficient to ensure that, for
beneficiaries residing in each State in
a PDP sponsor’s service area (as de-
fined in §423.112(a) of this part), each
State in a regional MA-organization’s
service area (as defined in §422.2 of this
part), the entire service area of a local
MA organization (as defined in §422.2 of
this chapter) or the entire geographic
area of a cost contract (as defined in
§417.401 of this chapter) all of the fol-
lowing requirements are satisfied:

(i) At least 90 percent of Medicare
beneficiaries, on average, in urban
areas served by the Part D sponsor 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.

(i1) At least 90 percent of Medicare
beneficiaries, on average, in suburban
areas served by the Part D sponsor 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.

(iii) At least 70 percent of Medicare
beneficiaries, on average, in rural areas
served by the Part D sponsor live with-
in 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 sponsors may count I/T/
U pharmacies and pharmacies operated
by Federally Qualified Health Centers
and Rural Health Centers toward the
standards for convenient access to net-
work pharmacies in paragraph (a)(1) of
this section.

(38) Access to mon-retail pharmacies. A
Part D sponsor’s contracted pharmacy
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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 sponsor’s contracted phar-
macy network must provide adequate
access to home infusion pharmacies
consistent with written policy guide-
lines and other CMS instructions. A
Part D plan must ensure that such net-
work pharmacies, at a minimum meet
all the following requirements:

(i) Are capable of delivering home-in-
fused drugs in a form that can be ad-
ministered in a clinically appropriate
fashion.

(ii) Are capable of providing infusible
Part D drugs for both short-term acute
care and long-term chronic care thera-
pies.

(iii) Emsure that the professional
services and ancillary supplies nec-
essary for home infusion therapy are in
place before dispensing Part D home
infusion drugs.

(iv) Provide delivery of home infu-
sion drugs within 24 hours of discharge
from an acute care setting, or later if
S0 prescribed.

(5) Access to long-term care pharmacies.
A Part D sponsor must offer standard
contracting terms and conditions, in-
cluding performance and service cri-
teria for long-term care pharmacies
that CMS specifies, to all long-term
care pharmacies in its service area.
The sponsor must provide convenient
access to long-term care pharmacies
consistent with written policy guide-
lines and other CMS instructions.

(6) Access to I/T/U pharmacies. A Part
D sponsor must offer standard con-
tracting terms and conditions con-
forming to the model addendum that
CMS develops, to all I/T/U pharmacies
in its service area. The sponsor must
provide convenient access to I/T/U
pharmacies consistent with written
policy guidelines and other CMS in-
structions.

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

(i) An MA organization or cost con-
tract (as described in section 1876(h) of

§423.120

the Act) that provides its enrollees
with access to covered Part D drugs
through pharmacies owned and oper-
ated by the MA organization or cost
contract, provided the organization’s
or plan’s pharmacy network meets the
access standard set forth—

(A) At §422.112 of this chapter for an
MA organization; or

(B) At §417.416(e) of this chapter for a
cost contract.

(ii) An MA organization offering a
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
at all pharmacies, without regard to
whether they are contracted network
pharmacies and without charging cost-
sharing in excess of that described in
§423.104(d)(2) and (d)(5).

(8) Pharmacy network contracting
requirements. In establishing its con-
tracted pharmacy network, a Part D
sponsor offering qualified prescription
drug coverage—

(i) Must contract with any pharmacy
that meets the Part D sponsor’s stand-
ard terms and conditions;

(ii) May not require a pharmacy to
accept insurance risk as a condition of
participation in the Part D sponsor’s
contracted pharmacy network; and

(iii) May not prohibit a pharmacy
from, nor penalize a pharmacy for, in-
forming a Part D plan enrollee of the
availability at that pharmacy of a pre-
scribed medication at a cash price that
is below the amount that the enrollee
would be charged to obtain the same
medication through the enrollee’s Part
D plan.

(9) Differential cost-sharing for pre-
ferred pharmacies. A Part D sponsor of-
fering a Part D plan that provides cov-
erage other than defined standard cov-
erage may reduce copayments or coin-
surance for covered Part D drugs ob-
tained through a preferred pharmacy
relative to the copayments or coinsur-
ance applicable for such drugs when ob-
tained through a non-preferred phar-
macy. Such differentials are taken into
account in determining whether the re-
quirements under §423.104(d)(2) and
(d)(b) and §423.104(e) are met. Any cost-
sharing reduction under this section
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must not increase CMS payments to
the Part D plan under §423.329.

(10) Level playing field between mail-
order and network pharmacies. A Part D
sponsor must permit its Part D plan
enrollees to receive benefits, which
may include a 90-day supply of covered
Part D drugs, at any of its network
pharmacies that are retail pharmacies.
A Part D sponsor may require an en-
rollee obtaining a covered Part D drug
at a network pharmacy that is a retail
pharmacy to pay any higher cost-shar-
ing applicable to that covered Part D
drug at the network pharmacy that is
a retail pharmacy instead of the cost-
sharing applicable to that covered Part
D drug at the network pharmacy that
is a mail-order pharmacy.

(b) Formulary requirements. A Part D
sponsor that uses a formulary under its
qualified prescription drug coverage
must meet the following require-
ments—

(1) Development and revision by a phar-
macy and therapeutic committee. A Part
D sponsor’s formulary must be devel-
oped and reviewed by a pharmacy and
therapeutic committee that—

(i) Includes a majority of members
who are practicing physicians and/or
practicing pharmacists.

(ii) Includes at least one practicing
physician and at least one practicing
pharmacist who are independent and
free of conflict relative to-

(A) The Part D sponsor and Part D
plan; and

(B) Pharmaceutical manufacturers.

(iii) Includes at least one practicing
physician and one practicing phar-
macist who are experts regarding care
of elderly or disabled individuals.

(iv) Clearly articulates and docu-
ments processes to determine that the
requirements under paragraphs (b)(1)(i)
through (iii) of this section have been
met, including the determination by an
objective party of whether disclosed fi-
nancial interests are conflicts of inter-
est and the management of any
recusals due to such conflicts.

(v) Bases clinical decisions on the
strength of scientific evidence and
standards of practice, including assess-
ing peer-reviewed medical literature,
pharmacoeconomic studies, outcomes
research data, and other such informa-
tion as it determines appropriate.

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

(vi) Considers whether the inclusion
of a particular Part D drug in a for-
mulary or formulary tier has any
therapeutic advantages in terms of
safety and efficacy.

(vii) Reviews policies that guide ex-
ceptions and other utilization manage-
ment processes, including drug utiliza-
tion review, quantity limits, generic
substitution, and therapeutic inter-
change.

(viii) Evaluates and analyzes treat-
ment protocols and procedures related
to the plan’s formulary at least annu-
ally consistent with written policy
guidelines and other CMS instructions.

(ix) Documents in writing its deci-
sions regarding formulary development
and revision and utilization manage-
ment activities.

(x) Reviews and approves all clinical
prior authorization criteria, step ther-
apy protocols, and quantity limit re-
strictions applied to each covered Part
D drug.

(xi) Meets other requirements con-
sistent with written policy guidelines
and other CMS instructions.

(2) Provision of an Adequate For-
mulary. A Part D plan’s formulary
must—

(i) Except as provided in paragraphs
(b)(2)(ii) and (v) of this section, include
within each therapeutic category and
class of Part D drugs at least two Part
D drugs that are not therapeutically
equivalent and bioequivalent, with dif-
ferent strengths and dosage forms
available for each of those drugs, ex-
cept that only one Part D drug must be
included in a particular category or
class of covered Part D drugs if the cat-
egory or class includes only one Part D
drug.

(ii) Include at least one Part D drug
within a particular category or class of
Part D drugs to the extent the Part D
plan demonstrates, and CMS approves,
the following-

(A) That only two drugs are available
in that category or class of Part D
drugs; and

(B) That one drug is clinically supe-
rior to the other drug in that category
or class of Part D drugs.

(iii) Include adequate coverage of the
types of drugs most commonly needed
by Part D enrollees, as recognized in
national treatment guidelines.
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(iv) Be approved by CMS consistent
with §423.272(b)(2).

(v) Until such time as there are es-
tablished, through notice and comment
rulemaking, criteria to identify, as ap-
propriate, categories and classes of
clinical concern, the categories and
classes of clinical concern are as speci-
fied in section 1860D-4(b)(3)(G)(iv) of
the Act.

(vi) Exceptions to paragraph (b)(2)(v)
of this section are as follows:

(A) Drug or biological products that
are rated as either of the following:

(I) Therapeutically equivalent (under
the Food and Drug Administration’s
most recent publication of ‘“‘Approved
Drug Products with Therapeutic
Equivalence Evaluations,” also known
as the Orange Book).

(2) Interchangeable (under the Food
and Drug Administration’s most recent
publication of the Purple Book: Lists
of Licensed Biological Products with
Reference Product Exclusivity and Bio-
similarity or Interchangeability Eval-
uations).

(B) Utilization management proc-
esses that limit the quantity of drugs
due to safety.

(C) Subject to CMS review and ap-
proval, for enrollees that are not on ex-
isting therapy on the protected class
Part D drug, and except for
antiretroviral medications, prior au-
thorization and step therapy require-
ments to confirm intended use is for a
protected class indication, to ensure
clinically appropriate use, to promote
utilization of preferred formulary al-
ternatives, or a combination thereof.

(D) Other drugs that CMS specifies
through a process that is based upon
scientific evidence and medical stand-
ards of practice (and, in the case of
antiretroviral medications, is con-
sistent with the Department of Health
and Human Services Guidelines for the
Use of Antiretroviral Agents in HIV-1-
Infected Adults and Adolescents) and
which permits public notice and com-
ment.

(3) Transition process. A Part D spon-
sor must provide for an appropriate
transition process for enrollees pre-
scribed Part D drugs that are not on its
Part D plan’s formulary (including
Part D drugs that are on a sponsor’s
formulary but require prior authoriza-
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tion or step therapy under a plan’s uti-
lization management rules). The tran-
sition process must:

(i)(A) Be applicable to all of the fol-
lowing:

(I) New enrollees into Part D plans
following the annual coordinated elec-
tion period.

(2) Newly eligible Medicare enrollees
from other coverage.

(3) Individuals who switch from one
plan to another after the start of the
contract year.

(4) Current enrollees remaining in
the plan affected by formulary
changes.

(B) Not apply in cases of immediate
changes as permitted under paragraph
(e)(2) of this section.

(ii) Ensure access to a temporary
supply of drugs within the first 90 days
of coverage under a new plan. This 90
day timeframe applies to retail, home
infusion, long-term care and mail-order
pharmacies,

(iii) Ensure the provision of a tem-
porary fill when an enrollee requests a
fill of a non-formulary drug during the
time period specified in paragraph
(b)(3)(ii) of this section (including Part
D drugs that are on a plan’s formulary
but require prior authorization or step
therapy under a plan’s utilization man-
agement rules) by providing a one-
time, temporary supply of at least an
approved month’s supply of medica-
tion, unless the prescription is written
by a prescriber for less than an ap-
proved month’s supply and requires the
Part D sponsor to allow multiple fills
to provide up to a total of an approved
month’s supply of medication.

(iv) Ensure written notice is provided
to each affected enrollee within 3 busi-
ness days after adjudication of the
temporary fill. For long-term care resi-
dents dispensed multiple supplies of a
Part D drug, in increments of 14-days-
or-less, consistent with the require-
ments under §423.154, the written no-
tice must be provided within 3 business
days after adjudication of the first
temporary fill.

(v) Ensure that reasonable efforts are
made to notify prescribers of affected
enrollees who receive a transition no-
tice under paragraph (b)(3)(iv) of this
section.
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(vi) A Part D sponsor must charge
cost sharing for a temporary supply of
drugs provided under its transition
process such that the following condi-
tions are met:

(A) For low-income subsidy (LIS) en-
rollees, a sponsor must not charge
higher cost sharing for transition sup-
plies than the statutory maximum co-
payment amounts.

(B) For non-LIS enrollees, a sponsor
must charge—

(I) The same cost sharing for non-for-
mulary Part D drugs provided during
the transition that would apply for
non-formulary drugs approved through
a formulary exception in accordance
with §423.578(b); and

(2) The same cost sharing for for-
mulary drugs subject to utilization
management edits provided during the
transition that would apply once the
utilization management criteria are
met.

(4) Limitation on changes in therapeutic
classification. Except as CMS may per-
mit to account for new therapeutic
uses and newly approved Part D drugs,
a Part D sponsor may not change the
therapeutic categories and classes in a
formulary other than at the beginning
of each plan year.

(5) Notice of formulary changes. Part
D sponsors must provide notice of
changes to CMS-approved formularies
as specified in §423.120(f).

(6) Changes to CMS-approved
formularies. Changes to CMS-approved
formularies may be made only in ac-
cordance with paragraph (e) of this sec-
tion.

(7) Provider and patient education. A
Part D sponsor must establish policies
and procedures to educate and inform
health care providers and enrollees
concerning its formulary.

(c) Use of standardized technology. (1)
A Part D sponsor must issue and re-
issue, as necessary, a card or other
type of technology that its enrollees
may use to access negotiated prices for
covered Part D drugs as provided under
§423.104(g). The card or other tech-
nology must comply with standards
CMS establishes.

(2) When processing Part D claims, a
Part D sponsor or its intermediary
must comply with the electronic trans-
action standards established by 456 CFR
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162.1102. CMS will issue guidance on the
use of conditional fields within such
standards.

(3) A Part D sponsor must require its
network pharmacies to submit claims
to the Part D sponsor or its inter-
mediary whenever the card described in
paragraph (c)(1) of this section is pre-
sented or on file at the pharmacy un-
less the enrollee expressly requests
that a particular claim not be sub-
mitted to the Part D sponsor or its
intermediary.

(4) Beginning January 1, 2012, a part
D sponsor must assign and exclusively
use a unique—

(i) Part D BIN or RxBIN and Part D
processor control number (RXPCN)
combination in its Medicare line of
business; and

(ii) Part D cardholder identification
number (RxID) to each Medicare Part
D enrollee to clearly identify Medicare
Part D beneficiaries.

(5)(i) A Part D plan sponsor must re-
ject, or must require its pharmacy ben-
efit manager (PBM) to reject, a phar-
macy claim for a Part D drug unless
the claim contains the active and valid
National Provider Identifier (NPI) of
the prescriber who prescribed the drug.

(ii) The sponsor must communicate
at point-of sale whether or not a sub-
mitted NPI is active and valid in ac-
cordance with this paragraph (c)(5)(ii).

(A) If the sponsor communicates that
the NPI is not active and valid, the
sponsor must permit the pharmacy
to—

(I) Confirm that the NPI is active
and valid; or

(2) Correct the NPI.

(B) If the pharmacy confirms that
the NPI is active and valid or corrects
the NPI, the sponsor must pay the
claim if it is otherwise payable.

(iii) A Part D sponsor must not later
recoup payment from a network phar-
macy for a claim that does not contain
an active and valid individual pre-
scriber NPI on the basis that it does
not contain one, unless the sponsor—

(A) Has complied with paragraph
(c)(5)(ii) of this section;

(B) Has verified that a submitted NPI
was not in fact active and valid; and

(C) The agreement between the par-
ties explicitly permits such
recoupment.
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(iv) With respect to requests for re-
imbursement submitted by Medicare
beneficiaries, a Part D sponsor may not
make payment to a beneficiary depend-
ent upon the sponsor’s acquisition of
an active and valid individual pre-
scriber NPI, unless there is an indica-
tion of fraud. If the sponsor is unable
to retrospectively acquire an active
and valid individual prescriber NPI, the
sponsor may not seek recovery of any
payment to the beneficiary solely on
that basis.

(6)(1) Except as provided in paragraph
(c)(6)(iv) of this section, a Part D spon-
sor must reject, or must require its
PBM to reject, a pharmacy claim for a
Part D drug if the individual who pre-
scribed the drug is included on the pre-
clusion list, defined in §423.100.

(ii) Except as provided in paragraph
(c)(6)(iv) of this section, a Part D spon-
sor must deny, or must require its
PBM to deny, a request for reimburse-
ment from a Medicare beneficiary if
the request pertains to a Part D drug
that was prescribed by an individual
who is identified by name in the re-
quest and who is included on the pre-
clusion list, defined in §423.100.

(iii) A Part D plan sponsor may not
submit a prescription drug event (PDE)
record to CMS unless it includes on the
PDE record the active and valid indi-
vidual NPI of the prescriber of the
drug, and the prescriber is not included
on the preclusion list, defined in
§423.100, for the date of service.

(iv) With respect to Part D pre-
scribers who have been added to an up-
dated preclusion list but are not cur-
rently excluded by the OIG, the Part D
plan sponsor must do all of the fol-
lowing:

(A) Subject to all other Part D rules
and plan coverage requirements, and
no later than 30 days after the posting
of this updated preclusion list, must
provide an advance written notice to
any beneficiary who has received a
Part D drug prescribed by an individual
added to the preclusion list in this up-
date and whom the plan sponsor has
identified during the applicable 30-day
period.

(B)YD) Subject to paragraph
(©)(6)(iv)(B)(2) of this section, must en-
sure that reasonable efforts are made
to notify the individual described in
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paragraph (c)(6)(iv) of this section of a
beneficiary who was sent a notice
under paragraph (c)(6)(iv)(A) of this
section.

(2) Paragraph (c)(6)(iv)(B)(I) of this
section applies only upon a prescriber
writing a prescription in Medicare Part
D when:

(i) The plan sponsor has enough infor-
mation on file to either copy the pre-
scriber on the notification previously
sent to the beneficiary or send a new
notice informing the prescriber that
they may not see plan beneficiaries due
to their preclusion status; and

(ii) The claim is received after the
claim denial or reject date in the pre-
clusion file.

(C) Must not reject a pharmacy claim
or deny a beneficiary request for reim-
bursement for a Part D drug prescribed
by the prescriber, solely on the ground
that they have been included in the up-
dated preclusion list, in the 60-day pe-
riod after the date it sent the notice
described in paragraph (c)(6)(iv)(A) of
this section.

(v)(A) CMS sends written notice to
the prescriber via letter of his or her
inclusion on the preclusion list. The
notice must contain the reason for the
inclusion on the preclusion list and in-
form the prescriber of his or her appeal
rights. A prescriber may appeal his or
her inclusion on the preclusion list
under this section in accordance with
part 498 of this chapter.

(B) If the prescriber’s inclusion on
the preclusion list is based on a con-
temporaneous Medicare revocation
under §424.535 of this chapter:

(I) The notice described in paragraph
(c)(6)(V)(A) of this section must also in-
clude notice of the revocation, the rea-
son(s) for the revocation, and a descrip-
tion of the prescriber’s appeal rights
concerning the revocation.

(2) The appeals of the prescriber’s in-
clusion on the preclusion list and the
prescriber’s revocation must be filed
jointly by the prescriber and, as appli-
cable, considered jointly under part 498
of this chapter.

(C)(I) Except as provided in para-
graph (c)(6)(v)(C)(2) of this section, a
prescriber will only be included on the
preclusion list after the expiration of
either of the following:
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(1) If the prescriber does not file a re-
consideration request under §498.5(n)(1)
of this chapter, the prescriber will be
added to the preclusion list upon the
expiration of the 60-day period in which
the prescriber may request a reconsid-
eration.

(i) If the prescriber files a reconsid-
eration request under §498.5(n)(1) of
this chapter, the prescriber will be
added to the preclusion list effective on
the date on which CMS, if applicable,
denies the prescriber’s reconsideration.

(2) An OIG excluded prescriber is
added to the preclusion list effective on
the date of the exclusion.

(vi) CMS has the discretion not to in-
clude a particular individual on (or if
warranted, remove the individual from)
the preclusion list should it determine
that exceptional circumstances exist
regarding beneficiary access to pre-
scriptions. In making a determination
as to whether such circumstances
exist, CMS takes into account—

(A) The degree to which beneficiary
access to Part D drugs would be im-
paired; and

(B) Any other evidence that CMS
deems relevant to its determination.

(vii)(A) Except as provided in para-
graphs (¢)(6)(vii)(C) and (D) of this sec-
tion, a prescriber who is revoked under
§424.535 of this chapter will be included
on the preclusion list for the same
length of time as the prescriber’s re-
enrollment bar.

(B) Except as provided in paragraphs
(¢)(6)(vii)(C) and (D) of this section, a
prescriber who is not enrolled in Medi-
care will be included on the preclusion
list for the same length of time as the
reenrollment bar that CMS could have
imposed on the prescriber had the pre-
scriber been enrolled and then revoked.

(C) Except as provided in paragraph
(¢)(6)(vii)(D) of this section, an indi-
vidual, regardless of whether the indi-
vidual is or was enrolled in Medicare,
that is included on the preclusion list
because of a felony conviction will re-
main on the preclusion list for a 10-
year period, beginning on the date of
the felony conviction, unless CMS de-
termines that a shorter length of time
is warranted. Factors that CMS con-
siders in making such a determination
are—

(1) The severity of the offense;
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(2) When the offense occurred; and

(3) Any other information that CMS
deems relevant to its determination.

(D) In cases where an individual is
excluded by the OIG, the individual
must remain on the preclusion list
until the expiration of the CMS-im-
posed preclusion list period or rein-
statement by the OIG, whichever oc-
curs later.

(viii) Payment denials under para-
graph (c)(6) of this section that are
based upon the prescriber’s inclusion
on the preclusion list are not appeal-
able by beneficiaries.

(d) Treatment of compounded drug
products. With respect to multi-ingre-
dient compounds, a Part D sponsor
must—

(1) Make a determination as to
whether the compound is covered under
Part D.

(i) A compound that contains at least
one ingredient covered under Part B as
prescribed and dispensed or adminis-
tered is considered a Part B compound,
regardless of whether other ingredients
in the compound are covered under
Part B as prescribed and dispensed or
administered.

(ii) Only compounds that contain at
least one ingredient that independently
meets the definition of a Part D drug,
and that do not meet the criteria under
paragraph (d)(1)(i) of this section, may
be covered under Part D. For purposes
of this paragraph (d) these compounds
are referred to as Part D compounds.

(iii) For a Part D compound to be
considered on-formulary, all ingredi-
ents that independently meet the defi-
nition of a Part D drug must be consid-
ered on-formulary (even if the par-
ticular Part D drug would be consid-
ered off-formulary if it were provided
separately—that is, not as part of the
Part D compound).

(iv) For a Part D compound that is
considered off-formulary—

(A) Transition rules apply such that
all ingredients in the Part D compound
that independently meet the definition
of a Part D drug must become payable
in the event of a transition fill under
§423.120(b)(3); and

(B) All ingredients that independ-
ently meet the definition of a Part D
drug must be covered if an exception
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under §423.578(b) is approved for cov-
erage of the compound.

(2) Establish consistent rules for ben-
eficiary payment liabilities for both in-
gredients of the Part D compound that
independently meet the definition of a
Part D drug and non-Part D ingredi-
ents.

(i) For low income subsidy bene-
ficiaries the copayment amount is
based on whether the most expensive
ingredient that independently meets
the definition of a Part D drug in the
Part D compound is a generic or brand
name drug (as described under
§423.782).

(ii) For any non-Part D ingredient of
the Part D compound (including drugs
described under §423.104(f)(1)(ii)(A)),
the Part D sponsor’s contract with the
pharmacy must prohibit balance bill-
ing the beneficiary for the cost of any
such ingredients.

(e) Approval of changes to CMS-ap-
proved formularies. A Part D sponsor
may not make any negative formulary
changes to its CMS-approved formulary
except as specified in this section.

(1) Negative change request. Except as
provided in paragraph (e)(2) of this sec-
tion, prior to implementing a negative
formulary change, Part D sponsors
must submit to CMS, at a time and in
a form and manner specified by CMS, a
negative formulary change request.

(2) Exception for immediate mnegative
formulary changes. A negative change
request is not required in the following
circumstances:

(i) Immediate substitutions. A Part D
sponsor may make negative formulary
changes to a brand name drug, a ref-
erence product, or a brand name bio-
logical product within 30 days of add-
ing a corresponding drug to its for-
mulary on the same or lower cost shar-
ing tier and with the same or less re-
strictive formulary prior authorization
(PA), step therapy (ST), or quantity
limit (QL) requirements, so long as the
Part D sponsor previously could not
have included such corresponding drug
on its formulary when it submitted its
initial formulary for CMS approval
consistent with paragraph (b)(2) of this
section because such drug was not yet
available on the market, and the Part
D sponsor has provided advance general

§423.120

notice as specified in paragraph (f)(2) of
this section.

(ii) Market withdrawals. A Part D
sponsor may immediately remove from
its formulary any Part D drugs with-
drawn from sale by their manufacturer
or that the Food and Drug Administra-
tion (FDA) determines to be withdrawn
for safety or effectiveness reasons.

(3) Approval process for negative for-
mulary changes—(i) Maintenance
changes. Negative change requests for
maintenance changes are deemed ap-
proved 30 days after submission unless
CMS notifies the Part D sponsor other-
wise.

(ii) Non-maintenance changes. Part D
sponsors must not implement non-
maintenance changes until they re-
ceive notice of approval from CMS. Af-
fected enrollees are exempt from non-
maintenance changes for the remain-
der of the contract year.

(4) Limitation on formulary changes
prior to the beginning of a contract year.
Except as provided in paragraph (e)(2)
of this section, a Part D sponsor may
not make a negative formulary change
that takes effect between the begin-
ning of the annual coordinated election
period described in §423.38(b) and 60
days after the beginning of the con-
tract year associated with that annual
coordinated election period.

(f) Provision of notice regarding
changes to CMS-approved formularies—

(1) Notice of mnegative formulary
changes. Except as specified in para-
graphs (f)(2) and (3) of this section,
prior to making any negative for-
mulary change, a Part D sponsor must
provide notice to CMS and other speci-
fied entities at least 30 days prior to
the date such change becomes effec-
tive, and must either: provide written
notice to affected enrollees at least 30
days prior to the date the change be-
comes effective, or when an affected
enrollee requests a refill of the Part D
drug, provide such enrollee with an ap-
proved month’s supply of the Part D
drug under the same terms as pre-
viously allowed and written notice of
the formulary change. The requirement
to provide notice to CMS is satisfied
upon a Part D sponsor’s submission of
a negative change request described in
paragraph (e) of this section. The re-
quirement to provide notice to other
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