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(2) Furnishes services to Medicare en-

rollees under an oral or written agree-

ment; or 

(3) Leases real property or sells mate-

rials to the Part D plan sponsor at a 

cost of more than $2,500 during a con-

tract period. 

Service area (Service area does not in-

clude facilities in which individuals are 

incarcerated.) means for— 

(1) A prescription drug plan, an area 

established in § 423.112(a) within which 

access standards under § 423.120(a) are 

met; 

(2) An MA-PD plan, an area that 

meets the definition of MA service area 

as described in § 422.2 of this chapter, 

and within which access standards 

under § 423.120(a) are met; 

(3) A fallback prescription drug plan, 

the service area described in 

§ 423.859(b); 

(4) A PACE plan offering qualified 

prescription drug coverage, the service 

area described in § 460.12(c) of this chap-

ter; and 

(5) A cost plan offering qualified pre-

scription drug coverage, the service 

area defined in § 417.1 of this chapter. 

Subsidy-eligible individual means a full 

subsidy eligible individual (as defined 

at § 423.772) or other subsidy eligible in-

dividual (as defined at § 423.772). 

Substantiated or suspicious activities of 

fraud, waste, or abuse means and in-

cludes, but is not limited to, allega-

tions that a provider of services (in-

cluding a prescriber) or supplier; 

(1) Engaged in a pattern of improper 

billing; 

(2) Submitted improper claims with 

suspected knowledge of their falsity; 

(3) Submitted improper claims with 

reckless disregard or deliberate igno-

rance of their truth or falsity; or 

(4) Is the subject of a fraud hotline 

tip verified by further evidence. 

Tiered cost-sharing means a process of 

grouping Part D drugs into different 

cost sharing levels within a Part D 

sponsor’s formulary. 

[70 FR 4525, Jan. 28, 2005, as amended at 72 

FR 68731, Dec. 5, 2007; 76 FR 21570, Apr. 15, 

2011; 84 FR 25671, June 3, 2019; 86 FR 6114, Jan. 

19, 2021; 88 FR 22337, Apr. 12, 2023] 

§ 423.6 Cost-sharing in beneficiary 
education and enrollment-related 
costs. 

The requirements of section 1857(e)(2) 
of the Act and § 422.6 of this chapter 
with regard to the payment of fees es-
tablished by CMS for cost sharing of 
enrollment related costs apply to PDP 
sponsors under Part D. 

Subpart B—Eligibility and 
Enrollment 

§ 423.30 Eligibility and enrollment. 

(a) General rule. (1) An individual is 
eligible for Part D if he or she does all 
of the following: 

(i) Is entitled to Medicare benefits 
under Part A or enrolled in Medicare 
Part B (but not including an individual 
enrolled solely for coverage of im-
munosuppressive drugs under 
§ 407.1(a)(6)) of this subchapter. 

(ii) Lives in the service area of a Part 
D plan, as defined under § 423.4. 

(iii) Is a United States citizen or is 
lawfully present in the United States 
as determined in 8 CFR 1.3. 

(2) Except as provided in paragraphs 
(b), (c), and (d) of this section, an indi-
vidual is eligible to enroll in a PDP if: 

(i) The individual is eligible for Part 
D in accordance with paragraph (a)(1) 
of this section; 

(ii) The individual resides in the 
PDP’s service area; and 

(iii) The individual is not enrolled in 
another Part D plan. 

(3) Retroactive Part A or Part B de-
terminations. Individuals who become 
entitled to Medicare Part A or enrolled 
in Medicare Part B for a retroactive ef-
fective date are Part D eligible as of 
the month in which a notice of entitle-
ment Part A or enrollment in Part B is 
provided. 

(b) Coordination with MA plans. A 
Part D eligible individual enrolled in a 
MA-PD plan must obtain qualified pre-
scription drug coverage through that 
plan. MA enrollees are not eligible to 
enroll in a PDP, except as follows: 

(1) A Part D eligible individual is eli-
gible to enroll in a PDP if the indi-
vidual is enrolled in a MA private fee- 
for-service plan (as defined in section 
1859(b)(2) of the Act) that does not pro-
vide qualified prescription drug cov-
erage; and 
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