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(3) Demonstrates how the PSO will 
meet the requirements of this section. 

(g) Nullification. If at any time the 
guarantor or the guarantee ceases to 
meet the requirements of this section, 
CMS will notify the PSO that it ceases 
to recognize the guarantee document. 
In the event of this nullification, a 
PSO must— 

(1) Meet the applicable requirements 
of this section within 15 business days; 
and 

(2) If required by CMS, meet a por-
tion of the applicable requirements in 
less than the time period granted in 
paragraph (g)(1) of this section. 

[63 FR 25379, May 7, 1998] 

Subpart I—Organization Compli-
ance With State Law and Pre-
emption by Federal Law 

SOURCE: 63 FR 35099, June 26, 1998, unless 
otherwise noted. 

§ 422.400 State licensure requirement. 

Except in the case of a PSO granted 
a waiver under subpart H of this part, 
each MA organization must— 

(a) Be licensed under State law, or 
otherwise authorized to operate under 
State law, as a risk-bearing entity (as 
defined in § 422.2) eligible to offer 
health insurance or health benefits 
coverage in each State in which it of-
fers one or more MA plans; 

(b) If not commercially licensed, ob-
tain certification from the State that 
the organization meets a level of finan-
cial solvency and such other standards 
as the State may require for it to oper-
ate as an MA organization; and 

(c) Demonstrate to CMS that— 
(1) The scope of its license or author-

ity allows the organization to offer the 
type of MA plan or plans that it in-
tends to offer in the State; and 

(2) If applicable, it has obtained the 
State certification required under 
paragraph (b) of this section. 

§ 422.402 Federal preemption of State 
law. 

The standards established under this 
part supersede any State law or regula-
tion (other than State licensing laws or 
State laws relating to plan solvency) 

with respect to the MA plans that are 
offered by MA organizations. 

[70 FR 4733, Jan. 28, 2005] 

§ 422.404 State premium taxes prohib-
ited. 

(a) Basic rule. No premium tax, fee, or 
other similar assessment may be im-
posed by any State, the District of Co-
lumbia, the Commonwealth of Puerto 
Rico, the Virgin Islands, Guam, and 
American Samoa, or any of their polit-
ical subdivisions or other govern-
mental authorities with respect to any 
payment CMS makes on behalf of MA 
enrollees under subpart G of this part, 
or with respect to any payment made 
to MA plans by beneficiaries, or pay-
ment to MA plans by a third party on 
a beneficiary’s behalf. 

(b) Construction. Nothing in this sec-
tion shall be construed to exempt any 
MA organization from taxes, fees, or 
other monetary assessments related to 
the net income or profit that accrues 
to, or is realized by, the organization 
from business conducted under this 
part, if that tax, fee, or payment is ap-
plicable to a broad range of business 
activity. 

[63 FR 35099, June 26, 1998, as amended at 70 
FR 4733, Jan. 28, 2005] 

Subpart J—Special Rules for MA 
Regional Plans 

SOURCE: 70 FR 4733, Jan. 28, 2005, unless 
otherwise noted. 

§ 422.451 Moratorium on new local 
preferred provider organization 
plans. 

CMS will not approve the offering of 
a local preferred provider organization 
plan during 2006 or 2007 in a service 
area unless the MA organization seek-
ing to offer the plan was offering a 
local preferred provider organization 
plan in the service area before Decem-
ber 31, 2005. 

§ 422.455 Special rules for MA Re-
gional Plans. 

(a) Coverage of entire MA region. The 
service area for an MA regional plan 
will consist of an entire MA region es-
tablished under paragraph (b) of this 
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section, and an MA region may not be 
segmented as described in § 422.262(c)(2). 

(b) Establishment of MA regions—(1) 
MA region. The term ‘‘MA region’’ 
means a region within the 50 States 
and the District of Columbia as estab-
lished by CMS under this section. 

(2) Establishment—(i) Initial establish-
ment. By January 1, 2005, CMS will es-
tablish and publish the MA regions. 

(ii) Periodic review and revision of serv-
ice areas. CMS may periodically review 
MA regions and may revise the regions 
if it determines the revision to be ap-
propriate. 

(3) Requirements for MA regions. CMS 
will establish, and may revise, MA re-
gions in a manner consistent with the 
following: 

(i) Number of regions. There will be no 
fewer than 10 regions, and no more 
than 50 regions. 

(ii) Maximizing availability of plans. 
The main purpose of the regions is to 
maximize the availability of MA re-
gional plans to all MA eligible individ-
uals without regard to health status, or 
geographic location, especially those 
residing in rural areas. 

(4) Market survey and analysis. Before 
establishing MA regions, CMS will con-
duct a market survey and analysis, in-
cluding an examination of current in-
surance markets, to assist CMS in de-
termining how the regions should be 
established. 

(c) National plan. An MA regional 
plan can be offered in more than one 
MA region (including all regions). 

§ 422.458 Risk sharing with regional 
MA organizations for 2006 and 2007. 

(a) Terminology. For purposes of this 
section— 

Allowable costs means, with respect to 
an MA regional plan offered by an or-
ganization for a year, the total amount 
of costs that the organization incurred 
in providing benefits covered under the 
original Medicare fee-for-service pro-
gram option for all enrollees under the 
plan in the region in the year and in 
providing rebatable integrated bene-
fits, as defined in this paragraph, re-
duced by the portion of those costs at-
tributable to administrative expenses 
incurred in providing these benefits. 

Rebatable integrated benefits means 
those non-drug supplemental benefits 

that are funded through beneficiary re-
bates (described at § 422.266(b)(1)) and 
that CMS determines are additional 
health benefits not covered under the 
original Medicare program option and 
that require expenditures by the plan. 
For purposes of the calculation of risk 
corridors, these are the only supple-
mental benefits that count toward al-
lowable costs. 

Target amount means, with respect to 
an MA regional plan offered by an or-
ganization in a year, the total amount 
of payments made to the organization 
for enrollees in the plan for the year 
(which includes payments attributable 
to benefits under the original Medicare 
fee-for-service program option as de-
fined in § 422.100(c)(1), the total of the 
MA monthly basic beneficiary pre-
mium collectable for those enrollees 
for the year, and the total amount of 
rebatable integrated benefits), reduced 
by the amount of administrative ex-
penses assumed in the portion of the 
bid attributable to benefits under origi-
nal Medicare fee-for-service program 
option or to rebatable integrated bene-
fits. 

(b) Application of risk corridors for ben-
efits covered under original fee-for-service 
Medicare—(1) General rule. This section 
will only apply to MA regional plans 
offered during 2006 or 2007. 

(2) Notification of allowable costs under 
the plan. In the case of an MA organiza-
tion that offers an MA regional plan in 
an MA region in 2006 or 2007, the orga-
nization must notify CMS, before that 
date in the succeeding year as CMS 
specifies, of— 

(i) Its total amount of costs that the 
organization 

incurred in providing benefits cov-
ered under the original Medicare fee- 
for-service program option for all en-
rollees under the plan (as described in 
paragraph (a) of this section). 

(ii) Its total amount of costs that the 
organization incurred in providing 
rebatable integrated benefits for all en-
rollees under the plan (as described in 
paragraph (a) of this section), and, with 
respect to those benefits, the portion of 
those costs that is attributable to ad-
ministrative expenses that is in addi-
tion to the administrative expense in-
curred in provision of benefits under 
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