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§403.800 Basis and scope.

(a) Basis. This subpart is based on
section 1860D-31 of the Social Security
Act (the Act).

(b) Scope. This subpart sets forth the
standards and procedures CMS uses to
implement the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program.

§403.802 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

Affiliated organization means an orga-
nization that is a legally separate enti-
ty from the endorsed drug card sponsor
and meets one of the following condi-
tions:

(1) The organization and the endorsed
drug card sponsor are under common
control. Common control exists if an-
other entity has the power, directly or
indirectly, to significantly influence or
direct the actions or policies of the or-
ganization and the endorsed drug card
sponsor.

(2) The organization is under the con-
trol of the endorsed drug card sponsor
or the organization controls the en-
dorsed drug card sponsor. Control ex-
ists if an entity has the power, directly
or indirectly, to significantly influence
or direct the actions or policies of an-
other entity.

(3) The organization possesses an
ownership or equity interest of 5 per-
cent or more in the endorsed drug card
sponsor on both the date on which the
endorsed drug card sponsor markets
the organization’s Part D plan, and the
date on which the endorsed drug card
sponsor signed its endorsement con-
tract with CMS.

Annual coordinated election period
means the period beginning on Novem-
ber 15, 2004 and ending on December 31,
2004, during which a discount card en-
rollee may elect to disenroll from their
current endorsed discount card pro-
gram and elect enrollment in another
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endorsed discount card program effec-
tive January 1, 2005.

Applicant means the non-govern-
mental, single legal organization or en-
tity doing business in the United
States that is applying for Medicare
endorsement of its prescription drug
discount card program, as described in
its application, to be operated by itself
or in coordination with subcontractors.

Application means the document sub-
mitted to CMS by an applicant that
seeks to demonstrate the applicant’s
compliance with the requirements
specified in this subpart in order to ob-
tain Medicare endorsement of the ap-
plicant’s prescription drug discount
card program.

Authorized representative means a per-
son with legal authority to act on be-
half of an individual in making deci-
sions related to the individual’s health
care or the individual’s enrollment in,
disenrollment from, and access to ne-
gotiated prices and transitional assist-
ance under the Medicare Prescription
Drug Discount Card and Transitional
Assistance Program.

Covered discount card drug means any
of the following: a drug that may be
dispensed only upon a prescription and
that is described in sections
1927(k)(2)(A)(i) through (iii) of the Act;
a biological product described in sec-
tions 1927(k)(2)(B)(i) through (iii) of the
Act; 1insulin described in section
1927(k)(2)(C) of the Act; the following
medical supplies associated with the
injection of insulin: syringes, needles,
alcohol swabs, and gauze; a vaccine li-
censed under section 351 of the Public
Health Service Act; or any use of a cov-
ered discount card drug for a medically
accepted indication (as defined in sec-
tion 1927(k)(6) of the Act). The defini-
tion of covered discount card drug ex-
cludes the following: agents when used
for anorexia, weight loss, or weight
gain; agents when used to promote fer-
tility; agents when used for cosmetic
purposes or hair growth; agents when
used for the symptomatic relief of
cough and colds; prescription vitamins
and mineral products, except prenatal
vitamins and fluoride preparations;
nonprescription drugs; outpatient
drugs for which the manufacturer
seeks to require that associated tests
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