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of any applicable drug product in fur-
therance of the distribution of the ap-
plicable drug from the original place of 
manufacture to the person who makes 
the final delivery or sale to the ulti-
mate consumer or user. 

Medicare Coverage Gap Discount Pro-
gram (or Discount Program) means the 
Medicare coverage gap discount pro-
gram established under section1860D– 
14A of the Act. 

Medicare Coverage Gap Discount Pro-
gram Agreement (or Discount Program 
Agreement) means the agreement de-
scribed in section 1860D–14A(b) of the 
Act. 

Medicare Part D discount information 
means the information sent from CMS 
or the TPA to the manufacturer along 
with each quarterly invoice that is de-
rived from applicable data elements 
available on prescription drug events 
as determined by CMS. 

National Drug Code (NDC) means the 
unique identifying prescription drug 
product number that is listed with the 
Food and Drug Administration (FDA) 
identifying the product and package 
size and type. 

Negotiated price for purposes of the 
Discount Program, means the price for 
a covered Part D drug that— 

(1) The Part D sponsor (or other 
intermediary contracting organization) 
and the network dispensing pharmacy 
or other network dispensing provider 
have negotiated as the amount such 
network entity will receive, in total, 
for a particular drug; 

(2) Is reduced by those discounts, di-
rect or indirect subsidies, rebates, 
other 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. 

In connection with applicable drugs 
dispensed by an out-of-network pro-
vider in accordance with the applicable 
beneficiary’s Part D plan out-of-net-
work 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. 

§ 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 
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