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Negotiated price means the price for a cov-
ered Part D drug that— 

(1) The Part D sponsor (or other inter-
mediary contracting organization) and the 
network dispensing pharmacy or other net-
work dispensing provider have negotiated as 
the lowest possible reimbursement such net-
work entity will receive, in total, for a par-
ticular drug; 

(2) Meets all of the following: 
(i) Includes all price concessions (as de-

fined in this section) from network phar-
macies or other network providers; 

(ii) Includes any dispensing fees; and 
(iii) Excludes additional contingent 

amounts, such as incentive fees, if these 
amounts increase prices; and 

(3) Is reduced by non-pharmacy price con-
cessions and other direct or indirect remu-
neration that the Part D sponsor passes 
through to Part D enrollees at the point of 
sale. 

* * * * * 

§ 423.104 Requirements related to 
qualified prescription drug cov-
erage. 

(a) General. Subject to the conditions 
and limitations set forth in this sub-
part, a Part D sponsor must provide en-
rollees with coverage of the benefits 
described in paragraph (c) of this sec-
tion. The benefits may be provided di-
rectly by the Part D sponsor or 
through arrangements with other enti-
ties. CMS reviews and approves these 
benefits consistent with § 423.272, and 
using written policy guidelines and re-
quirements in this part and other CMS 
instructions. 

(b) Availability of prescription drug 
plan. A PDP sponsor offering a pre-
scription drug plan must offer the 
plan— 

(1) To all Part D eligible beneficiaries 
residing in the plan’s service area; and 

(2) At a uniform premium, with uni-
form benefits and level of cost-sharing 
throughout the plan’s service area. 

(c) Types of benefits. The coverage 
provided by a Part D plan must be 
qualified prescription drug coverage. 

(d) Standard prescription drug cov-
erage. Standard prescription drug cov-
erage includes access to negotiated 
prices as described under paragraph 
(g)(1) of this section, provides coverage 
of Part D drugs, and must meet the fol-
lowing requirements 

(1) Deductible. An annual deductible 
equal to— 

(i) For 2006. $250; or 
(ii) For years subsequent to 2006. The 

amount specified in this paragraph for 
the previous year, increased by the an-
nual percentage increase specified in 
paragraph (d)(5)(iv) of this section, and 
rounded to the nearest multiple of $5. 

(2) Cost-sharing under the initial cov-
erage limit. (i) Subject to paragraph 
(d)(4) of this section, coinsurance for 
actual costs for covered Part D drugs 
covered under the Part D plan above 
the annual deductible specified in para-
graph (d)(1) of this section, and up to 
the initial coverage limit under para-
graph (d)(3) of this section, that is— 

(A) Equal to 25 percent of actual cost; 
or 

(B) Actuarially equivalent to an av-
erage expected coinsurance of no more 
than 25 percent of actual cost, as deter-
mined through processes and methods 
established under § 423.265(c) and (d). 

(ii) Tiered copayments. A Part D plan 
providing actuarially equivalent stand-
ard coverage may apply tiered copay-
ments, provided that any tiered copay-
ments are consistent with paragraphs 
(d)(2)(i)(B) and (d)(4) of this section and 
are approved as described in 
§ 423.272(b)(2). 

(iii) Tiered cost sharing under para-
graph (d)(2)(ii) of this section may not 
exceed levels annually determined by 
CMS to be discriminatory. 

(iv) Specialty tier means a formulary 
cost sharing tier dedicated to high-cost 
Part D drugs with ingredient costs for 
a 30-day equivalent supply (as de-
scribed in paragraph (d)(2)(iv)(A)(2) of 
this section) that are greater than the 
specialty tier cost threshold specified 
in paragraph (d)(2)(iv)(A) of this sec-
tion. 

(A) Specialty-tier cost threshold. CMS 
sets the specialty-tier cost threshold 
for a plan year in accordance with this 
paragraph (d)(2)(iv)(A), using the fol-
lowing steps: 

(1) 30-day equivalent ingredient cost. 
Using the PDE data as specified in 
paragraph (d)(2)(iv)(C) of this section, 
CMS uses the ingredient cost reflected 
on the prescription drug event (PDE) 
to determine the ingredient cost in dol-
lars for a 30-day equivalent supply of 
the Part D drug. 

(2) 30-day equivalent supply. CMS de-
termines the 30-day equivalent supply 
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as follows: If the days’ supply reported 
on a PDE is less than or equal to 34, 
the number of 30-day equivalent sup-
plies equals one. If the days’ supply re-
ported on a PDE is greater than 34, the 
number of 30-day equivalent supplies is 
equal to the number of days’ supply re-
ported on each PDE divided by 30. 

(3) Top 1 percent. CMS determines the 
amount that equals the lowest 30-day 
equivalent ingredient cost that is with-
in the top 1 percent of all 30-day equiv-
alent ingredient costs reflected in the 
PDE data. 

(4) Determination. Except as provided 
in paragraph (d)(2)(iv)(B) of this sec-
tion, the amount determined in para-
graph (d)(2)(iii) of this section is the 
specialty-tier cost threshold for the 
plan year. 

(5) Claims history. Except for newly 
FDA-approved Part D drugs only re-
cently available on the market for 
which Part D sponsors would have lit-
tle or no claims data, CMS approves 
placement of a Part D drug on a spe-
cialty tier when that Part D sponsor’s 
claims data from the time period speci-
fied in paragraph (d)(2)(iv)(C) of this 
section demonstrates that greater than 
50 percent of the Part D sponsor’s PDEs 
for a given Part D drug, when adjusted 
for 30-day equivalent supplies, have in-
gredient costs for 30-day equivalent 
supplies, as described in paragraph 
(d)(2)(iv)(A)(2) of this section, that ex-
ceed the specialty-tier cost threshold. 

(6) No claims history. For newly FDA- 
approved Part D drugs only recently 
available on the market for which Part 
D sponsors would have little or no 
claims data, CMS approves placement 
of a Part D drug on a specialty tier 
when that Part D sponsor estimates 
that ingredient cost portion of their 
negotiated prices for a 30-day equiva-
lent supply, as defined in subparagraph 
(d)(2)(iv)(A)(2), is anticipated to exceed 
the specialty-tier cost threshold more 
than 50 percent of the time, subject to 
the requirements at § 423.120(b). 

(B) Limit on specialty-tier cost thresh-
old adjustment. (1) CMS increases the 
specialty-tier cost threshold for a plan 
year only if the amount determined in 
paragraph (d)(2)(iv)(A)(3) of this section 
for a plan year is at least 10 percent 
above the specialty tier cost threshold 
for the prior plan year. 

(2) If an increase is made in accord-
ance with this paragraph (d)(2)(iv)(B), 
CMS rounds the amount determined in 
paragraph (d)(2)(iv)(A)(3) of this section 
to the nearest $10, and the resulting 
dollar amount is the specialty-tier cost 
threshold for the plan year. 

(C) Data used to determine the spe-
cialty-tier cost threshold. CMS uses PDEs 
from the plan year that ended 12 
months prior to the applicable plan 
year. 

(D) Maximum number of specialty tiers 
and maximum allowable cost sharing. A 
Part D plan may maintain up to two 
specialty tiers. CMS sets the maximum 
allowable cost sharing for a single spe-
cialty tier, or, in the case of a plan 
with two specialty tiers, the higher 
cost sharing specialty tier as follows: 

(1) For Part D plans with the full de-
ductible provided under the Defined 
Standard benefit, as specified in para-
graph (d)(1) of this section, 25 percent 
coinsurance. 

(2) For Part D plans with no deduct-
ible, 33 percent coinsurance. 

(3) For Part D plans with a deduct-
ible that is greater than $0 and less 
than the deductible provided under the 
Defined Standard benefit, a coinsur-
ance percentage that is determined by 
subtracting the plan’s deductible from 
33 percent of the initial coverage limit 
(ICL) under section 1860D–2(b)(3) of the 
Act, dividing this difference by the dif-
ference between the ICL and the plan’s 
deductible, and rounding to the nearest 
1 percent. 

(3) Initial coverage limit. Except as 
provided in paragraphs (d)(4) and (d)(5) 
of this section, the initial coverage 
limit is equal to— 

(i) For 2006. $2,250. 

(ii) For years subsequent to 2006. The 
amount specified in this paragraph for 
the previous year, increased by the an-
nual percentage increase specified in 
paragraph (d)(5)(iv) of this section, and 
rounded to the nearest multiple of $10. 

(4) Cost-sharing in the coverage gap for 
applicable beneficiaries. (i) Coinsurance 
in the coverage gap (as defined in 
§ 423.100) for costs for covered Part D 
drugs that are not applicable drugs (as 
defined in § 423.100) under the Medicare 
coverage gap discount program that 
is— 
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(A) Equal to the generic gap coinsur-
ance percentage described in paragraph 
(d)(4)(iii) of this section; or 

(B) Actuarially equivalent to an av-
erage expected coinsurance for covered 
Part D drugs that are not applicable 
drugs under the Medicare coverage gap 
discount program, as determined 
through processes and methods estab-
lished under § 423.265 (c) and (d). 

(ii) Coinsurance in the coverage gap 
for the actual cost minus the dis-
pensing fee and any vaccine adminis-
tration fee for covered Part D drugs 
that are applicable drugs under the 
Medicare coverage gap discount pro-
gram that is— 

(A) Equal to the difference between 
the applicable gap coinsurance percent-
age described in paragraph (d)(4)(iv) of 
this section and the discount percent-
age determined under the Medicare 
coverage gap discount program; or 

(B) Actuarially equivalent to an av-
erage expected coinsurance for covered 
Part D drugs that are applicable drugs 
under the Medicare coverage gap dis-
count program, as determined through 
processes and methods established 
under § 423.265 (c) and (d). 

(iii) Generic gap coinsurance percent-
age. The generic gap coinsurance per-
centage is equal to— 

(A) For 2011, 93 percent. 
(B) For years 2012 through 2019, the 

amount specified in this paragraph for 
the previous year, decreased by 7 per-
centage points. 

(C) For 2020 and each subsequent 
year, 25 percent. 

(iv) Applicable gap coinsurance per-
centage. The applicable gap coinsurance 
percentage is equal to— 

(A) For 2013 and 2014, 97.5 percent. 
(B) For 2015 and 2016, 95 percent. 
(C) For 2017, 90 percent. 
(D) For 2018, 85 percent. 
(E) For 2019, 80 percent. 
(F) For 2020 and subsequent years, 75 

percent. 
(5) Protection against high out-of-pock-

et expenditures. (i) After an enrollee’s 
incurred costs exceed the annual out- 
of-pocket threshold described in para-
graph (d)(5)(iii) of this section, cost- 
sharing equal to the greater of— 

(A) Copayments. (1) In 2006, $2 for a 
generic drug or preferred drug that is a 
multiple source drug (as defined in sec-

tion 1927(k)(7)(A)(i) of the Act) and $5 
for any other drug; and 

(2) For subsequent years, the copay-
ment amounts specified in this para-
graph for the previous year increased 
by the annual percentage increase de-
scribed in paragraph (d)(5)(iv) of this 
section and rounded to the nearest 
multiple of 5 cents; or 

(B) Coinsurance. Coinsurance of five 
percent of actual cost. 

(ii) As determined through processes 
and methods established under 
§ 423.265(c) and (d), a Part D plan may 
substitute for cost-sharing under para-
graph (d)(5)(i) of this section an 
amount that is actuarially equivalent 
to expected cost-sharing under para-
graph (d)(5)(i) of this section. 

(iii) Annual out-of-pocket threshold. 
For purposes of this part, the annual 
out-of-pocket threshold equals— 

(A) For 2006. $3,600. 
(B) For each year 2007 through 2013. 

The amount specified in this paragraph 
for the previous year, increased by the 
annual percentage increase specified in 
paragraph (d)(5)(iv) of this section, and 
rounded to the nearest multiple of $50. 

(C) For years 2014 and 2015. The 
amount specified in this paragraph for 
the previous year, increased by the an-
nual percentage increase specified in 
paragraph (d)(5)(iv) of this section, 
minus 0.25 percentage point. 

(D) For each year 2016 through 2019. 
The amount specified in this paragraph 
for the previous year, increased by the 
lesser of— 

(1) The annual percentage increase 
specified in (d)(5)(v) of this section plus 
2 percentage points; or 

(2) The annual percentage increase 
specified in (d)(5)(iv) of this section. 

(E) For 2020. The amount specified in 
this paragraph for 2013 increased by the 
annual percentage increases specified 
in paragraph (d)(5)(iv) of this section 
for 2014 through 2020, and rounded to 
the nearest $50. 

(F) For 2021 and subsequent years. The 
amount specified in this paragraph for 
the previous year, increased by the an-
nual percentage increase specified in 
paragraph (d)(5)(iv) of this section, and 
rounded to the nearest $50. 

(iv) Annual percentage increase. The 
annual percentage increase for each 
year is equal to the annual percentage 
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increase in average per capita aggre-

gate expenditures for Part D drugs in 

the United States for Part D eligible 

individuals and is based on data for the 

12-month period ending in July of the 

previous year. 

(v) Additional annual percentage in-
crease. The annual percentage increase 

for each year is equal to the annual 

percentage increase in the consumer 

price index for all urban consumers 

(United States city average) for the 12- 

month period ending in July of the pre-

vious year. 

(e) Alternative prescription drug cov-
erage. Alternative prescription drug 

coverage includes access to negotiated 

prices as described under paragraph 

(g)(1) of this section, provides coverage 

of Part D drugs, and must meet the fol-

lowing requirements— 

(1) Has an annual deductible that 

does not exceed the annual deductible 

specified in paragraph (d)(1) of this sec-
tion; 

(2) Imposes cost-sharing no greater 
than that specified in paragraphs 
(d)(5)(i) or (ii) of this section once the 
annual out-of-pocket threshold de-
scribed in paragraph (d)(5)(iii) of this 
section is met; 

(3) Has a total or gross value that is 
at least equal to the total or gross 
value of defined standard coverage. 

(4) Has an unsubsidized value that is 
at least equal to the unsubsidized value 
of standard prescription drug coverage. 
For purposes of this subparagraph, the 
unsubsidized value of coverage is the 
amount by which the actuarial value of 
the coverage exceeds the actuarial 
value of the subsidy payments under 
§ 423.782 for the coverage; and 

(5) Provides coverage that is de-
signed, based upon an actuarially rep-
resentative pattern of utilization, to 
provide for the payment, for costs in-
curred for covered Part D drugs, that 
are equal to the initial coverage limit 
under paragraph (d)(3) of this section, 
of an amount equal to at least the 
product of - 

(i) The amount by which the initial 
coverage limit described in paragraph 
(d)(3) of this section for the year ex-
ceeds the deductible described in para-
graph (d)(1) of this section; and 

(ii) 100 percent minus the coinsurance 
percentage specified in paragraph 
(d)(2)(i) of this section. 

(f) Enhanced alternative coverage. (1) 
Enhanced alternative coverage must 
meet the requirements under para-
graph (e) of this section and includes- 

(i) Basic prescription drug coverage, 
as defined in § 423.100; and 

(ii) Supplemental benefits, which 
include- 

(A) Coverage of drugs that are spe-
cifically excluded as Part D drugs 
under paragraph (2)(ii) of the definition 
of Part D drug under § 423.100; or 

(B) Any of the following changes or 
combination of changes that increase 
the actuarial value of benefits under 
the Part D plan above the actuarial 
value of defined standard prescription 
drug coverage, as determined through 
processes and methods established 
under § 423.265— 

(1) A reduction in the annual deduct-
ible described in paragraph (d)(1) of 
this section; 

(2) A reduction in the cost-sharing 
described in paragraphs (d)(2) or (d)(5) 
of this section, or 

(3) An increase in the initial coverage 
limit described in paragraph (d)(3) of 
this section. 

(C) Both the coverage described in 
paragraph (f)(1)(ii)(A) of this section 
and the changes or combination of 
changes described in paragraph 
(f)(1)(ii)(B) of this section. 

(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 



775 

Centers for Medicare & Medicaid Services, HHS § 423.104 

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 
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. 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 

(g)(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. 

(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 
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a daily cost-sharing rate in accordance 
with § 423.153(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] 

§ 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 
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. 

(ii) 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 non-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. 

(3) Access to non-retail pharmacies. A 

Part D sponsor’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 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: 
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