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(i) The prescriber has engaged in be-
havior, other than that described in 
§ 424.535(a)(3) of this chapter, for which 
CMS could have revoked the individual 
to the extent applicable had he or she 
been enrolled in Medicare. 

(ii) CMS determines that the under-
lying conduct that would have led to 
the revocation is detrimental to the 
best interests of the Medicare program. 
In making this determination under 
this paragraph, CMS considers all of 
the following factors: 

(A) The seriousness of the conduct in-
volved. 

(B) The degree to which the pre-
scriber’s conduct could affect the in-
tegrity of the Part D program. 

(C) Any other evidence that CMS 
deems relevant to its determination; or 

(3) The prescriber, regardless of 
whether he or she is or was enrolled in 
Medicare, has been convicted of a fel-
ony under Federal or State law within 
the previous 10 years that CMS deems 
detrimental to the best interests of the 
Medicare program. Factors that CMS 
considers in making such a determina-
tion under this paragraph are as fol-
lows: 

(i) The severity of the offense. 
(ii) When the offense occurred. 
(iii) Any other information that CMS 

deems relevant to its determination. 
Preferred drug means a covered Part 

D drug on a Part D plan’s formulary for 
which beneficiary cost-sharing is lower 
than for a non-preferred drug in the 
plan’s formulary. 

Preferred pharmacy means a network 
pharmacy that offers covered Part D 
drugs at negotiated prices to Part D 
enrollees at lower levels of cost-shar-
ing than apply at a non-preferred phar-
macy under its pharmacy network con-
tract with a Part D plan. 

Price concession means any form of 
discount, direct or indirect subsidy, or 
rebate received by the Part D sponsor 
or its intermediary contracting organi-
zation from any source that serves to 
decrease the costs incurred under the 
Part D plan by the Part D sponsor. Ex-
amples of price concessions include but 
are not limited to: Discounts, 
chargebacks, rebates, cash discounts, 
free goods contingent on a purchase 
agreement, coupons, free or reduced- 
price services, and goods in kind. 

Program size means the estimated 

population of potential at-risk bene-

ficiaries in drug management programs 

(described in § 423.153(f)) operated by 

Part D plan sponsors that the Sec-

retary determines can be effectively 

managed by such sponsors as part of 

the process to develop clinical guide-

lines. 

Qualified prescription drug coverage 
means any standard prescription drug 
coverage or alternative prescription 
drug coverage 

Required prescription drug coverage 
means coverage of Part D drugs under 
an MA-PD plan that consists of ei-
ther— 

(1) Basic prescription drug coverage; 
or 

(2) Enhanced alternative coverage, 
provided there is no MA monthly sup-
plemental beneficiary premium (as de-
fined under section 1854(b)(2)(C) of the 
Act) applied under the plan due to the 
application of a credit against the pre-
mium of a rebate under § 422.266(b) of 
this chapter. 

Retail pharmacy means any licensed 
pharmacy that is open to dispense pre-
scription drugs to the walk-in general 
public from which Part D enrollees 
could purchase a covered Part D drug 
without being required to receive med-
ical services from a provider or institu-
tion affiliated with that pharmacy. 

Rural means a five-digit ZIP code in 
which the population density is less 
than 1,000 individuals per square mile. 

Standard prescription drug coverage 
means coverage of Part D drugs that 
meets the requirements of § 423.104(d). 
The term standard prescription drug 
coverage must be either— 

(1) Defined standard coverage (stand-
ard prescription drug coverage that 
provides for cost-sharing as described 
in § 423.104(d)(2)(i)(A) and (d)(5)(i)); or 

(2) Actuarially equivalent standard cov-
erage (standard prescription drug cov-
erage that provides for cost-sharing as 
described in § 423.104(d)(2)(i)(B) or cost- 
sharing as described in § 423.104(d)(5)(ii), 
or both). 

Suburban means a five-digit ZIP code 
in which the population density is be-
tween 1,000 and 3,000 individuals per 
square mile. 
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Supplemental benefits means benefits 
offered by Part D plans, other than em-
ployer group health or waiver plans, 
that meet the requirements of 
§ 423.104(f)(1)(ii). 

Therapeutically equivalent refers to 
drugs that are rated as therapeutic 
equivalents under the Food and Drug 
Administration’s most recent publica-
tion of ‘‘Approved Drug Products with 
Therapeutic Equivalence Evaluations.’’ 

Third party payment arrangement 
means any contractual or similar ar-
rangement under which a person has a 
legal obligation to pay for covered Part 
D drugs. 

Urban means a five-digit ZIP code in 
which the population density is greater 
than 3,000 individuals per square mile. 

Usual and customary (U&C) price 
means the price that an out-of-network 
pharmacy or a physician’s office 
charges a customer who does not have 
any form of prescription drug coverage 
for a covered Part D drug. 

Valid prescription means a prescrip-
tion that complies with all applicable 
State law requirements constituting a 
valid prescription. 

[70 FR 4525, Jan. 28, 2005, as amended at 73 
FR 20506, Apr. 15, 2008; 74 FR 1543, Jan. 12, 
2009; 76 FR 21571, Apr. 15, 2011; 77 FR 22169, 
Apr. 12, 2012; 77 FR 32407, June 1, 2012; 79 FR 
29962, May 23, 2014; 80 FR 7963, Feb. 12, 2015; 
80 FR 25966, May 6, 2015; 83 FR 16737, Apr. 16, 
2018; 84 FR 15840, Apr. 16, 2019; 86 FR 6115, 
Jan. 19, 2021; 87 FR 27899, May 9, 2022; 89 FR 
30832, Apr. 23, 2024; 89 FR 63828, Aug. 6, 2024] 

§ 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 
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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 
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), (e), 
and (f). 

(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) 
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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— 

(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— 
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(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 
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. 
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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 

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 
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