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(ii) Excludes additional contingent 
amounts, such as incentive fees, if 
these amounts increase prices; 

(2) Is reduced by those discounts, di-
rect or indirect subsidies, rebates, non- 
pharmacy price concessions, and direct 
or indirect remuneration that the Part 
D sponsor has elected to pass through 
to Part D enrollees at the point-of-sale; 
and 

(3) Excludes any dispensing fee or 
vaccine administration fee for the ap-
plicable drug. 

(4)In connection with applicable 
drugs dispensed by an out-of-network 
provider in accordance with the appli-
cable beneficiary’s Part D plan out-of- 
network policies, the negotiated price 
means the plan allowance as set forth 
in § 423.124, less any dispensing fee or 
vaccine administration fee. 

Other health or prescription drug cov-
erage means any coverage or financial 
assistance under other health benefit 
plans or programs that provide cov-
erage or financial assistance for the 
purchase or provision of prescription 
drug coverage on behalf of applicable 
beneficiaries, including, in the case of 
employer group health or waiver plans, 
other than basic prescription drug cov-
erage as defined in § 423.100. 

Third Party Administrator (TPA) 
means the CMS contractor responsible 
for administering the requirements es-
tablished by the CMS to carry out sec-
tion 1860D–14A of the Act. 

[77 FR 22172, Apr. 12, 2012, as amended at 86 
FR 6131, Jan. 19, 2021; 87 FR 27902, May 9, 
2022] 

§ 423.2310 Condition for coverage of 
drugs under Part D. 

(a) Covered Part D drug coverage re-
quirement. Except as specified in para-
graph (b) of this section, in order for 
coverage to be available under Medi-
care Part D for applicable drugs of a 
manufacturer, the manufacturer must 
do all of the following: 

(1) Participate in the Discount Pro-
gram. 

(2) Have entered into and have in ef-
fect an agreement described in 
§ 423.2315(b). 

(3) Have entered into and have in ef-
fect, under terms and conditions speci-
fied by CMS, a contract with the TPA. 

(b) Exception to covered drug coverage 
requirement. Paragraph (a) of this sec-
tion does not apply to an applicable 
drug if CMS has made a determination 
that the availability of the applicable 
drug is essential to the health of bene-
ficiaries enrolled in Medicare Part D. 

§ 423.2315 Medicare Coverage Gap Dis-
count Program Agreement. 

(a) General rule. The Medicare Cov-
erage Gap Discount Program Agree-
ment (or Discount Program Agree-
ment) between the manufacturer and 
CMS must contain the provisions speci-
fied in paragraph (b) of this section, 
and may contain such other provisions 
as are established in a model agree-
ment consistent with section 1860D–14A 
(a)(1) of the Act. 

(b) Agreement requirements. The manu-
facturer agrees to the following: 

(1) All the applicable requirements 
and conditions set forth in this part 
and general instructions. 

(2) Reimburse all applicable dis-
counts provided by Part D sponsors on 
behalf of the manufacturer for all ap-
plicable drugs having NDCs with the 
manufacturer’s FDA-assigned labeler 
code(s) invoiced to the manufacturer 
within a maximum of 3 years of the 
date of dispensing based upon informa-
tion reported to CMS by Part D spon-
sors. 

(3) Pay each Part D sponsor in the 
manner specified by CMS within 38 cal-
endar days of receipt of the invoice and 
Medicare Part D Discount Information 
for the applicable discounts included 
on the invoice, except as specified in 
§ 423.2330(c)(3). 

(4) Provide CMS with all labeler 
codes for all the manufacturer’s appli-
cable drugs and to promptly update 
such list with any additional labeler 
codes for applicable drugs no later than 
3 business days after learning of a new 
code assigned by the FDA. 

(5) Collect, have available, and main-
tain appropriate data, including data 
related to manufacturer’s labeler 
codes, FDA drug approvals, FDA NDC 
Directory listings, NDC last lot expira-
tion dates, utilization and pricing in-
formation relied on by the manufac-
turer to dispute quarterly invoices, and 
any other data CMS determines are 
necessary to carry out the Discount 
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Program, for a period of not less than 
10 years from the date of payment of 
the invoice. 

(6) Comply with the audit and dispute 
resolution requirements in § 423.2330. 

(7) Electronically list and maintain 
up-to-date electronic FDA listings of 
all NDCs of the manufacturer, includ-
ing providing timely information about 
discontinued drugs to enable the publi-
cation of accurate information regard-
ing what drugs, identified by NDC, are 
in current distribution. 

(8) Maintain up-to-date NDC listings 
with the electronic database vendors 
for which the manufacturer provides 
NDCs for pharmacy claims processing. 

(9) Enter into and have in effect, 
under terms and conditions specified 
by CMS, an agreement with the TPA 
that has a contract with CMS under 
section 1860D–14(A)(d)(3) of the Act. 

(10) Pay quarterly invoices directly 
to accounts established by Part D 
sponsors via electronic funds transfer, 
or other manner if specified by CMS, 
within the time period specified in 
paragraph (b)(3) of this section and 
within 5 business days of the transfer 
to provide the TPA with electronic 
documentation of such payment in a 
manner specified by CMS. 

(11) Use information disclosed to the 
manufacturer on the invoice, as part of 
the Medicare Part D Discount Informa-
tion, or upon audit or dispute only for 
purposes of paying the discount under 
the Discount Program. 

(c) Timing and length of agreement. (1) 
For 2011, a manufacturer must enter 
into a Discount Program Agreement 
not later than 30 days after the date of 
establishment of the model Discount 
Program Agreement. 

(2) For 2012 and subsequent years, for 
a Discount Program Agreement to be 
effective for a year, a manufacturer 
must enter into a Discount Program 
Agreement not later than January 30th 
of the preceding year. 

(3) Unless terminated in accordance 
with § 423.2345, the initial period of a 
Discount Program Agreement is 24 
months and the agreement is auto-
matically renewed for a 1-year period 
on January first each year for a period 
of 1 year thereafter. 

(d) Compliance with requirements for 
administration of the Program. Each 

manufacturer with an agreement in ef-
fect under this subpart must comply 
with the requirements imposed by CMS 
or the third party administrator (as de-
fined in § 423.2305) for purposes of ad-
ministering the program. 

§ 423.2320 Payment processes for Part 
D sponsors. 

(a) Interim payments. CMS provides 
monthly interim coverage gap discount 
program payments as necessary for 
Part D sponsors to advance coverage 
gap discounts to beneficiaries. 

(b) Coverage Gap Discount Reconcili-
ation. CMS reconciles interim pay-
ments with invoiced manufacturer dis-
count amounts made available to each 
Part D plan’s enrollee under the Dis-
count Program. 

(c) Manufacturer bankruptcy. In the 
event that a manufacturer declares 
bankruptcy, as described in Title 11 of 
the United States Code, and as a result 
of the bankruptcy, does not pay the 
quarterly invoices described in 
§ 423.2315(b)(10) used for a particular 
contract year’s Coverage Gap Discount 
Reconciliation described in paragraph 
(b) of this section, CMS adjusts the 
Coverage Gap Discount Reconciliation 
amount of each of the affected Part D 
sponsors to account for the total un-
paid quarterly invoiced amount owed 
to each of the Part D sponsors for that 
particular contract year being rec-
onciled. 

[77 FR 22172, Apr. 12, 2012, as amended at 80 
FR 7965, Feb. 12, 2015] 

§ 423.2325 Provision of applicable dis-
counts. 

(a) General rule. On behalf of the man-
ufacturers, Part D sponsors must pro-
vide applicable beneficiaries with ap-
plicable discounts on applicable drugs 
at the point-of-sale. 

(b) Discount determination. (1) Part D 
sponsors must determine the following: 

(i) Whether an enrollee is an applica-
ble beneficiary (as defined in § 423.100). 

(ii) Whether a Part D drug is an ap-
plicable drug (as defined in § 423.100). 

(iii) The amount of the applicable 
discount (as defined in § 423.2305) to be 
provided at the point-of-sale. 

(2) Part D sponsors must make retro-
active adjustments to the applicable 
discount as necessary to reflect 
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