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(i) Salaries paid to employees for 
services performed in the normal 
course of their employment; or 

(ii) Health services furnished to the 
Part D plan sponsor’s enrollees by 
pharmacies and other providers, by 
Part D plan sponsor staff, medical 
groups, or independent practice asso-
ciations, or by any combination of 
those entities. 

Downstream entity means any party 
that enters into a written arrange-
ment, acceptable to CMS, below the 
level of the arrangement between a 
Part D plan sponsor (or applicant) and 
a first tier entity. These written ar-
rangements continue down to the level 
of the ultimate provider of both health 
and administrative services. 

Final settlement adjustment period 
means the period of time between when 
the contract terminates and the date 
the Part D sponsor is issued a notice of 
the final settlement amount. 

Final settlement amount means the 
final payment amount that CMS owes 
and ultimately pays to a Part D spon-
sor, or that a Part D sponsor owes and 
ultimately pays to CMS, with respect 
to a Part D contract that has consoli-
dated, nonrenewed, or terminated. The 
final settlement amount is calculated 
by summing final retroactive payment 
adjustments for a specific contract 
that accumulated after that contract 
ceases operation but before the cal-
culation of the final settlement 
amount and all of the following appli-
cable reconciliation amounts that have 
been completed as of the date the no-
tice of final settlement has been issued, 
without accounting for any data sub-
mitted after the data submission dead-
lines for calculating these reconcili-
ation amounts: 

(1) Risk adjustment reconciliation, as 
applicable (described in § 422.310 of this 
chapter). 

(2) Part D annual reconciliation (de-
scribed in § 423.343). 

(3) Coverage Gap Discount Program 
annual reconciliation (described in 
§ 423.2320). 

(4) MLR remittances (described in 
§§ 422.2470 of this chapter and 423.2470). 

Final settlement process means for a 
contract that has been consolidated, 
nonrenewed, or terminated, the process 
by which CMS does all of the following: 

(1) Calculates the final settlement 
amount. 

(2) Issues the final settlement 
amount along with supporting docu-
mentation in the notice of final settle-
ment to the Part D sponsor. 

(3) Receives responses from the Part 
D sponsor requesting an appeal of the 
final settlement amount. 

(4) Takes action to adjudicate an ap-
peal (if requested) and make payments 
to or receive payments from the Part D 
sponsor. The final settlement amount 
is calculated after all applicable rec-
onciliations have occurred after a con-
tract has been consolidated, non-
renewed, or terminated. 

First tier entity means any party that 
enters into a written arrangement, ac-
ceptable to CMS, with a Part D plan 
sponsor or applicant to provide admin-
istrative services or health care serv-
ices for a Medicare eligible individual 
under Part D. 

Party in interest means the following: 
(1) Any director, officer, partner, or 

employee responsible for management 
or administration of a Part D plan 
sponsor. 

(2) Any person who is directly or in-
directly the beneficial owner of more 
than 5 percent of the organization’s eq-
uity; or the beneficial owner of a mort-
gage, deed of trust, note, or other in-
terest secured by and valuing more 
than 5 percent of the organization. 

(3) In the case of a PDP sponsor orga-
nized as a nonprofit corporation, an in-
corporator or member of the corpora-
tion under applicable State corporation 
law. 

(4) Any entity in which a person spec-
ified in paragraphs (1), (2), or (3) of this 
definition— 

(i) Is an officer, director, or partner; 
or 

(ii) Has the kind of interest described 
in paragraphs (1), (2), or (3) of this defi-
nition. 

(5) Any person that directly or indi-
rectly controls, is controlled by, or is 
under common control with the Part D 
plan sponsor. 

(6) Any spouse, child, or parent of an 
individual specified in paragraphs (1), 
(2), or (3) of this definition. 

Prescription drug pricing standard 
means any methodology or formula for 
varying the pricing of a drug or drugs 


		Superintendent of Documents
	2025-02-13T15:01:41-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




