
72 

42 CFR Ch. IV (10–1–10 Edition) § 403.804 

seeking Medicare endorsement for 
their prescription drug discount card 
programs. 

Special election period means the pe-
riod beginning the day after the effec-
tive date of an individual’s 
disenrollment from an endorsed dis-
count card program for one of the rea-
sons listed in § 403.811(b)(2). The length 
of any given election period will be 
specified by CMS in a form and manner 
that supports the goals of the Medicare 
Drug Discount Card Program. 

Special endorsed sponsor means an en-
dorsed sponsor who has received special 
endorsement by CMS. 

Special endorsement means an en-
dorsement granted under § 403.816 or 
§ 403.817. 

Standard enrollment form means an en-
rollment form or other approved proc-
ess for enrolling individuals into an en-
dorsed program that incorporates the 
standard elements provided by CMS. 

Subcontractor means an organization 
or entity doing business in the United 
States with which an applicant or en-
dorsed sponsor enters into a contract 
or other legal arrangement in connec-
tion with the operation of a prescrip-
tion drug discount card program. 

Suburban means a five-digit zip code 
in which the population density is be-
tween 1000 and 3000 persons per square 
mile. 

Transition period means the period be-
ginning on January 1, 2006 and ending, 
for individuals enrolled for coverage 
under Part D, on the effective date of 
the individual’s coverage, and for indi-
viduals not so enrolled, on the last day 
of the initial Part D open enrollment 
period. 

Transitional assistance means a sub-
sidy that transitional assistance en-
rollees may apply toward the cost of 
covered discount card drugs in the 
manner described in § 403.808(d). 

Transitional assistance effective date 
means the date on which a transitional 
assistance enrollee can access transi-
tional assistance. 

Transitional assistance enrollee means 
an individual described in § 403.810(b) 
who has applied for and been deter-
mined eligible for transitional assist-
ance and has enrolled in a discount 
card program. 

Urban means a five-digit zip code in 
which the population density is greater 
than 3000 persons per square mile. 

[68 FR 69915, Dec. 15, 2003, as amended at 70 
FR 52022, Sept. 1, 2005] 

§ 403.804 General rules for solicitation, 
application and Medicare endorse-
ment period. 

(a) Application. (1) Except as provided 
in paragraph (a)(2) of this section, an 
applicant must submit an application 
to CMS by the deadline announced in 
the solicitation to be eligible for Medi-
care endorsement of its prescription 
drug discount card program. The appli-
cant must certify that based on best 
knowledge, information, and belief, the 
reported information is accurate, com-
plete, truthful, and supportable. 

(2) A new Medicare managed care or-
ganization may simultaneously apply 
to offer a new Part C plan or plans and 
an exclusive card program after the 
deadline announced in the solicitation. 
New Medicare managed care organiza-
tions seeking endorsement of their pre-
scription drug discount card programs 
must submit an application to CMS at 
the time that they submit their Part C 
applications. New Medicare managed 
care organizations will be eligible for 
endorsement provided CMS approves 
their Part C application, the new Medi-
care managed care organizations dem-
onstrate to CMS that they meet the 
criteria under paragraph (b) of this sec-
tion, and the new Medicare managed 
care organizations demonstrate that 
they will meet the requirements of 
paragraph (e)(2) of this section. 

(b) Eligibility to receive endorsement. 
Except as specified in §§ 403.814, 403.816 
and 403.817, an applicant will be eligible 
for endorsement if its application dem-
onstrates to CMS’s satisfaction that 
the applicant meets the requirements 
of § 403.806(a) and § 403.806(b)(1) and that 
it would operate its endorsed program 
in a manner consistent with the re-
quirements of § 403.806(b)(2) and (b)(3) 
through § 403.806(m). An applicant that 
submits a complete application that 
meets all of the requirements of this 
subpart will be eligible to enter into a 
contract with CMS to operate a Medi-
care-endorsed prescription drug dis-
count card program. Following the re-
ceipt of its Medicare endorsement, an 
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endorsed sponsor must comply with the 
requirements of § 403.806(b)(2) and (b)(3) 
through § 403.806(m) through the end of 
the transition period. 

(c) Ability to subcontract with other or-
ganizations and entities. (1) An applicant 
for endorsement may demonstrate that 
it meets the requirements of this sub-
part by combining with subcontrac-
tors. 

(2) Any subcontracts must be in final 
form satisfactory to CMS, signed by all 
applicable parties, and filed with CMS 
before an endorsed sponsor will be per-
mitted to engage in any enrollment or 
information and outreach. 

(3) Once endorsed, an endorsed spon-
sor must ensure that its subcontractors 
comply with all applicable require-
ments of this subpart. 

(d) Period of endorsement. An appli-
cant eligible to receive endorsement 
will be required to sign a contract with 
CMS agreeing to operate its approved 
Medicare-endorsed prescription drug 
discount card program(s) until the end 
of the transition period. 

(e)(1) Except as provided in paragraph 
(e)(2) of this section, we expect an en-
dorsed sponsor to be ready by June 8, 
2004, to initiate enrollment and fully 
operate its endorsed program in com-
pliance with the requirements of 
§ 403.806(b)(2) and (b)(3) through 
§ 403.806(m). 

(2) A new Medicare managed care or-
ganization must be ready to initiate 
enrollment and fully operate its exclu-
sive card program in compliance with 
the requirements of §§ 403.806(b)(2) and 
(b)(3) through § 403.806(m) upon ap-
proval of its Part C application and ap-
plication for Medicare endorsement of 
its prescription drug discount card pro-
gram. 

§ 403.806 Sponsor requirements for eli-
gibility for endorsement. 

Except as specified in § 403.814, 
§ 403.816, and § 403.817, an endorsed spon-
sor must meet the following require-
ments: 

(a) Applicant experience. (1) An appli-
cant must be a non-governmental, sin-
gle legal entity doing business in the 
United States. 

(2) An applicant must have 3 years of 
private sector experience in the United 

States in pharmacy benefit manage-
ment, which is defined to mean— 

(i) Adjudicating and processing 
claims for drugs at the point of sale; 

(ii) Negotiating with prescription 
drug manufacturers and others for dis-
counts, rebates, and/or other price con-
cessions on prescription drugs; and 

(iii) Administering and tracking indi-
viduals’ subsidies or benefits in real 
time. 

(3) A single legal entity which is ei-
ther the applicant or a subcontractor 
must, at the time of application for 
Medicare endorsement, operate a phar-
macy benefit program, a prescription 
drug discount card program, a low-in-
come drug assistance program, or a 
similar program that serves at least 1 
million covered lives. 

(b) Financial stability and business in-
tegrity. (1) An applicant must dem-
onstrate a satisfactory record of the fi-
nancial stability and business integrity 
of itself, any subcontractors on whom 
the applicant relies to satisfy the 3 
years experience requirement in para-
graph (a)(2) of this section and the 1 
million covered lives requirement in 
paragraph (a)(3) of this section, and 
any subcontractors engaged by the ap-
plicant to perform the following activi-
ties: develop the pharmacy network; 
negotiate with manufacturers or phar-
macies for rebates, discounts, or other 
price concessions; handle eligibility for 
or enrollment in the endorsed sponsor’s 
endorsed discount card program and/or 
transitional assistance; and administer 
transitional assistance. 

(2) An endorsed sponsor and any sub-
contractors described in paragraph 
(b)(1) of this section must maintain a 
satisfactory record of financial sta-
bility and business integrity during the 
term of the endorsed program. 

(3) Medicare endorsement of a dis-
count card program shall not be con-
strued to express or imply any opinion 
that an endorsed sponsor or any sub-
contractor of an endorsed sponsor is in 
compliance with or not liable under the 
False Claims Act, anti-kickback stat-
ute (section 1128B(b) of the Act), or 
other legal authorities for any im-
proper billing, claims submission, or 
related conduct. 

(c) Compliance with applicable law. An 
endorsed sponsor must comply with all 
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