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403.814 Special rules concerning Part C or-
ganizations and Medicare cost plans and 
their enrollees. 

403.815 Special rules concerning States. 
403.816 Special rules concerning long-term 

care and I/T/U pharmacies. 
403.817 Special rules concerning the terri-

tories. 
403.820 Sanctions, penalties, and termi-

nation. 
403.822 Reimbursement of transitional as-

sistance and associated sponsor require-
ments. 

Subpart I—Transparency Reports and Re-
porting of Physician Ownership or In-
vestment Interests 

403.900 Purpose and scope. 
403.902 Definitions. 
403.904 Reports of payments or other trans-

fers of value. 
403.906 Reports of physician ownership and 

investment interests. 
403.908 Procedures for electronic submission 

of reports. 
403.910 Delayed publication for payments 

made under product research or develop-
ment agreements and clinical investiga-
tions. 

403.912 Penalties for failure to report. 
403.914 Preemption of State laws. 

Subpart K—Access to Identifiable Data for 
the Center for Medicare and Medicaid 
Models 

403.1100 Purpose and scope. 
403.1105 Definitions. 
403.1110 Evaluation of models. 

Subpart L—Requirements for Direct-to- 
Consumer Television Advertisements of 
Drugs and Biological Products To In-
clude the List Price of That Advertised 
Product 

403.1200 Scope. 
403.1201 Definitions. 
403.1202 Pricing information. 
403.1203 Specific presentation requirements. 
403.1204 Compliance. 

AUTHORITY: 42 U.S.C. 1302 and 1395hh. 

Subpart A [Reserved] 

Subpart B—Medicare 
Supplemental Policies 

SOURCE: 47 FR 32400, July 26, 1982, unless 
otherwise noted. 

§ 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. 

(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 
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