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available for obtaining qualified pre-
scription drug coverage within the 
services area, including alternative 
PDPs, MA-PDPs, and original Medicare 
and must receive CMS approval. 

(3) To the general public, at least 60 
days before the termination effective 
date by publishing a CMS-approved no-
tice in one or more newspapers of gen-
eral circulation in each community or 
county located in the Part D plan spon-
sor’s geographic area. 

(c) Effective date of termination. The 
effective date of the termination is de-
termined by CMS and is at least 90 
days after the date CMS receives the 
Part D plan sponsor’s notice of intent 
to terminate. 

(d) CMS’s liability. CMS’s liability for 
payment to the Part D plan sponsor 
ends as of the first day of the month 
after the last month for which the con-
tract is in effect. 

(e) Effect of termination by the organi-
zation. (1) CMS does not enter into an 
agreement with an organization that 
has terminated its contract within the 
preceding 2 years unless there are cir-
cumstances that warrant special con-
sideration, as determined by CMS. 

(2) During the same 2-year period 
specified in (e)(1) of this section, CMS 
will not contract with an organization 
whose covered persons also served as 
covered persons for the terminating 
sponsor. A ‘‘covered person’’ as used in 
this paragraph means one of the fol-
lowing: 

(i) All owners of nonrenewed or ter-
minated organizations who are natural 
persons, other than shareholders who 
have an ownership interest of less than 
5 percent. 

(ii) An owner of a whole or part inter-
est in a mortgage, deed of trust, note 
or other obligation secured (in whole or 
in part) by the organization, or any of 
the property or assets thereof, which 
whole or part interest is equal to or ex-
ceeds 5 percent of the total property 
and assets of the organization. 

(iii) A member of the board of direc-
tors or board of trustees of the entity, 
if the organization is organized as a 
corporation. 

(f) Timely transfer of data and files. If 
a contract is terminated under para-
graph (a) of this section, the Part D 

plan sponsor must ensure the timely 
transfer of any data or files. 

[70 FR 4525, Jan. 28, 2005, as amended at 76 
FR 21575, Apr. 15, 2011] 

§ 423.512 Minimum enrollment re-
quirements. 

(a) Basic rule. Except as provided in 
paragraph (b) of this section, CMS does 
not enter into a contract under this 
subpart unless the organization meets 
the following minimum enrollment re-
quirement: 

(1) At least 5,000 individuals are en-
rolled for the purpose of receiving pre-
scription drug benefits from the orga-
nization; or 

(2) At least 1,500 individuals are en-
rolled for purposes of receiving pre-
scription drug benefits from the orga-
nization and the organization pri-
marily serves individuals residing out-
side of urbanized areas as defined in 
§ 412.62(f) of this chapter; 

(3) Except as provided for in para-
graph (b) of this section, a Part D plan 
sponsor must maintain a minimum en-
rollment as defined in paragraphs (a)(1) 
and (a)(2) of this section for the dura-
tion of its contract. 

(b) Minimum enrollment waiver. CMS 
waives the requirement of paragraphs 
(a)(1) and (a)(2) of this section during 
the first contract year for a sponsor in 
a region. 

§ 423.514 Validation of Part D report-
ing requirements. 

(a) Required information. Each Part D 
plan sponsor must have an effective 
procedure to develop, compile, evalu-
ate, and report to CMS, to its enroll-
ees, and to the general public, at the 
times and in the manner that CMS re-
quires, statistics indicating the fol-
lowing— 

(1) The cost of its operations. 
(2) The patterns of utilization of its 

services. 
(3) The availability, accessibility, 

and acceptability of its services. 
(4) Information demonstrating that 

the Part D plan sponsor has a fiscally 
sound operation. 

(5) Pharmacy performance measures. 
(6) Other matters that CMS may re-

quire. 
(b) Significant business transactions. 

Each Part D plan sponsor must report 
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