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essential specialized services in the
Medicare community.

Sole community physician has the
same meaning as that term is defined
§1001.2 of this title.

Sole source of essential specialized serv-
ices in the community has the same
meaning as that term defined by the
§1001.2 of this title.

(c) General rule. If CMS determines
that a hardship as defined in paragraph
(b)(2) of this section results from exclu-
sion of an affected person from the
Medicare program, CMS may consider
and may make a request to the Inspec-
tor General for waiver of the Medicare
exclusion.

(d) Submission and content of a waiver
of exclusion request. An excluded person
must submit a request for waiver of ex-
clusion in writing to CMS that includes
the following:

(1) A copy of the exclusion notice
from the OIG.

(2) A statement requesting that CMS
present a waiver of exclusion request
to the OIG on his or her behalf.

(3) A statement that he or she is the
sole community physician or sole
source of essential specialized services
in the community.

(4) Documentation to support the
statement in paragraph (d)(3) of this
section.

(e) Processing of waiver of exclusion re-
quests. CMS processes a request for a
waiver of exclusion as follows:

(1) Notifies the submitter that the
waiver of exclusion request has been
received.

(2) Reviews and validates all sub-
mitted documents.

(3) During its analysis, CMS may re-
quire additional, specific information,
and authorization to obtain informa-
tion from private health insurers, peer
review organizations (including, but
not limited to, Quality Improvement
Organizations), and others as necessary
to determine validity.

(4) Makes a determination regarding
whether or not to submit the waiver of
exclusion request to the OIG based on
review and validation of the submitted
documents.

(5) If CMS elects to submit the waiv-
er of exclusion request to the OIG, CMS
copies the excluded person on the re-
quest.
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(6) If CMS denies the request, then
CMS notifies the excluded person of
the decision and specifies the reason(s)
for the decision.

(f) Administrative or judicial review. A
determination rendered under para-
graph (e)(4) of this section is not sub-
ject to administrative or judicial re-
view.
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§403.200 Basis and scope.

(a) Provisions of the legislation. This
subpart implements, in part, section
1882 of the Social Security Act. The in-
tent of that section is to enable Medi-
care beneficiaries to identify Medicare
supplemental policies that do not du-
plicate Medicare, and that provide ade-
quate, fairly priced protection against
expenses not covered by Medicare. The
legislation establishes certain stand-
ards for Medicare supplemental poli-
cies and provides two methods for in-
forming Medicare beneficiaries which
policies meet those standards:

(1) Through a State approved pro-
gram, that is, a program that a Supple-
mental Health Insurance Panel deter-
mines to meet certain minimum re-
quirements for the regulation of Medi-
care supplemental policies; and

(2) In a State without an approved
program, through certification by the
Secretary of policies voluntarily sub-
mitted by insuring organizations for
review against the standards.

(b) Scope of subpart. This subpart sets
forth the standards and procedures
CMS will use to implement the vol-
untary certification program.

GENERAL PROVISIONS
§403.201 State regulation of insurance
policies.

(a) The provisions of this subpart do
not affect the right of a State to regu-
late policies marketed in that State.
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(b) Approval of a policy under the
voluntary certification program, as
provided for in §403.235(b), does not au-
thorize the insuring organization to
market a policy that does not conform
to applicable State laws and regula-
tions.

§403.205 Medicare supplemental pol-
icy.

(a) Except as specified in paragraph
(e) of this section, Medicare supple-
mental (or Medigap) policy means a
health insurance policy or other health
benefit plan that—

(1) A private entity offers to a Medi-
care beneficiary; and

(2) Is primarily designed, or is adver-
tised, marketed, or otherwise pur-
ported to provide payment for expenses
incurred for services and items that are
not reimbursed under the Medicare
program because of deductibles, coin-
surance, or other limitations under
Medicare.

(b) The term policy includes both pol-
icy form and policy as specified in
paragraphs (b)(1) and (b)(2) of this sec-
tion.

(1) Policy form. Policy form is the
form of health insurance contract that
is approved by and on file with the
State agency for the regulation of in-
surance.

(2) Policy. Policy is the contract—

(i) Issued under the policy form; and

(ii) Held by the policy holder.

(c) If the policy otherwise meets the
definition in this section, a Medicare
supplemental policy includes-

(1) An individual policy;

(2) A group policy;

(3) A rider attached to an individual
or group policy; or

(4) As of January 1, 2006, a stand-
alone limited health benefit plan or
policy that supplements Medicare ben-
efits and is sold primarily to Medicare
beneficiaries.

(d) Any rider attached to a Medicare
supplemental policy becomes an inte-
gral part of the basic policy.

(e) Medicare supplemental policy
does not include a Medicare Advantage
plan, a Prescription Drug Plan under
Part D, or any of the other types of
health insurance policies or health ben-
efit plans that are excluded from the
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