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will either issue a final decision of the 
Secretary affirming, modifying, or re-
versing the decision of the ALJ, or re-
mand the case to an ALJ for further 
proceedings, including a new decision. 

(d) Exceptions are not filed and the 
MAC does not otherwise assume jurisdic-
tion. If no exceptions are filed and the 
MAC does not assume jurisdiction over 
the case within 60 calendar days after 
the date of the ALJ’s written decision, 
the decision of the ALJ becomes the 
final decision of the Secretary after re-
mand. 

Subpart V—Part D Marketing 
Requirements 

SOURCE: 73 FR 54222, Sept. 18, 2008, unless 
otherwise note. 

§ 423.2260 Definitions concerning mar-
keting materials. 

As used in this subpart— 
Marketing materials. Marketing Mate-

rials include any informational mate-
rials targeted to Medicare beneficiaries 
which— 

(1) Promote the Part D plan. 
(2) Inform Medicare beneficiaries 

that they may enroll, or remain en-
rolled in a Part D plan. 

(3) Explain the benefits of enrollment 
in a Part D plan, or rules that apply to 
enrollees. 

(4) Explain how Medicare services are 
covered under a Part D plan, including 
conditions that apply to such coverage. 

(5) May include, but are not limited 
to— 

(i) General audience materials such 
as general circulation brochures, news-
papers, magazines, television, radio, 
billboards, yellow pages, or the Inter-
net. 

(ii) Marketing representative mate-
rials such as scripts or outlines for 
telemarketing or other presentations. 

(iii) Presentation materials such as 
slides and charts. 

(iv) Promotional materials such as 
brochures or leaflets, including mate-
rials for circulation by third parties 
(for example, physicians or other pro-
viders). 

(v) Membership communication ma-
terials such as membership rules, sub-
scriber agreements, member handbooks 

and wallet card instructions to enroll-
ees. 

(vi) Letters to members about con-
tractual changes; changes in providers, 
premiums, benefits, plan procedures 
etc. 

(vii) Membership activities (for ex-
ample, materials on rules involving 
non-payment of premiums, confirma-
tion of enrollment or disenrollment, or 
nonclaim-specific notification informa-
tion). 

(6) Marketing materials exclude ad 
hoc enrollee communications mate-
rials, meaning informational materials 
that— 

(i) Are targeted to current enrollees; 
(ii) Are customized or limited to a 

subset of enrollees or apply to a spe-
cific situation; 

(iii) Do not include information 
about the plan’s benefit structure; and 

(iv) Apply to a specific situation or 
cover member-specific claims proc-
essing or other operational issues. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19825, Apr. 15, 2010] 

§ 423.2262 Review and distribution of 
marketing materials. 

(a) CMS review of marketing materials. 
(1) Except as provided in paragraph 
(a)(2) of this section, a Part D plan may 
not distribute any marketing materials 
(as defined in § 423.2260 of this Part), or 
enrollment forms, or make such mate-
rials or forms available to Part D eligi-
ble individuals unless— 

(i) At least 45 days (or 10 days if using 
certain types of marketing materials 
that use, without modification, pro-
posed model language and format, in-
cluding standardized language and for-
matting, as specified by CMS) before 
the date of distribution, the Part D 
sponsor submits the material or form 
to CMS for review under the guidelines 
in § 423.2264 of this subpart; and 

(ii) CMS does not disapprove the dis-
tribution of new material or form. 

(2) [Reserved] 
(b) File and use. The Part D sponsor 

may distribute certain types of mar-
keting material, designated by CMS, 5 
days following their submission to 
CMS if the Part D sponsor certifies 
that in the case of these marketing 
materials, it followed all applicable 
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marketing guidelines and, when appli-
cable, used model language specified by 
CMS without modification. 

(c) Standardized model marketing mate-
rials. When specified by CMS, organiza-
tions must use standardized formats 
and language in model materials. 

(d) Ad hoc enrollee communication ma-
terials. Ad hoc enrollee communication 
materials may be reviewed by CMS, 
which may upon review determine that 
such materials must be modified, or 
may not longer be used. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19826, Apr. 15, 2010] 

§ 423.2264 Guidelines for CMS review. 
In reviewing marketing material or 

enrollment forms under § 423.2262, CMS 
determines (unless otherwise specified 
in additional guidance) that the mar-
keting materials— 

(a) Provide, in a format (and, where 
appropriate, print size), and using 
standard terminology that may be 
specified by CMS, the following infor-
mation to Medicare beneficiaries inter-
ested in enrolling: 

(1) Adequate written description of 
rules (including any limitations on the 
providers from whom services can be 
obtained), procedures, basic benefits 
and services, and fees and other 
charges; 

(2) Adequate written explanation of 
the grievance and appeals process, in-
cluding differences between the two, 
and when it is appropriate to use each; 
and 

(3) Any other information necessary 
to enable beneficiaries to make an in-
formed decision about enrollment. 

(b) Notify the general public of its 
enrollment period in an appropriate 
manner, through appropriate media, 
throughout its service area. 

(c) Include in the written materials 
notice that the Part D plan is author-
ized by law to refuse to renew its con-
tract with CMS, that CMS also may 
refuse to renew the contract, and that 
termination or non-renewal may result 
in termination of the beneficiary’s en-
rollment in the Part D plan. In addi-
tion, the Part D plan may reduce its 
service area and no longer be offered in 
the area where a beneficiary resides. 

(d) Ensure that materials are not ma-
terially inaccurate or misleading or 

otherwise make material misrepresen-
tations. 

(e) For markets with a significant 
non-English speaking population, pro-
vide materials in the language of these 
individuals. 

§ 423.2266 Deemed approval. 

If CMS has not disapproved the dis-
tribution of marketing materials or 
forms submitted by a Part D sponsor 
for a Part D plan in a Part D region, 
CMS is deemed to not have disapproved 
the distribution of the marketing ma-
terial or form in all other Part D re-
gions covered by the Part D plan, with 
the exception of any portion of the ma-
terial or form that is specific to the 
Part D region. 

§ 423.2268 Standards for Part D mar-
keting. 

In conducting marketing activities, a 
Part D plan may not— 

(a) Provide cash or other remunera-
tion as an inducement for enrollment 
or otherwise. 

(b) Offer gifts to potential enrollees, 
unless the gifts are of nominal (as de-
fined in the CMS Marketing Guide-
lines) value, are offered to all potential 
enrollees without regard to whether or 
not the beneficiary enrolls, and are not 
in the form of cash or other monetary 
rebates. 

(c) Engage in any discriminatory ac-
tivity such as, for example, attempts 
to recruit Medicare beneficiaries from 
higher income areas without making 
comparable efforts to enroll Medicare 
beneficiaries from lower income areas. 

(d) Solicit door-to-door for Medicare 
beneficiaries or through other unsolic-
ited means of direct contact, including 
calling a beneficiary without the bene-
ficiary initiating the contact. 

(e) Engage in activities that could 
mislead or confuse Medicare bene-
ficiaries, or misrepresent the Part D 
sponsor or its Part D plan. The Part D 
organization may not claim that it is 
recommended or endorsed by CMS or 
Medicare or that CMS or Medicare rec-
ommends that the beneficiary enroll in 
the Part D plan. The Part D organiza-
tion may explain that the organization 
is approved for participation in Medi-
care. 
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(f) Market non-health care related 
products to prospective enrollees dur-
ing any MA or Part D sales activity or 
presentation. This is considered cross- 
selling and is prohibited. 

(g) Market any health care related 
product during a marketing appoint-
ment beyond the scope agreed upon by 
the beneficiary, and documented by the 
plan, prior to the appointment. 

(h) Market additional health related 
lines of plan business not identified 
prior to an in-home appointment with-
out a separate appointment that may 
not be scheduled until 48 hours after 
the initial appointment. 

(i) Distribute marketing materials 
for which, before expiration of the 45- 
day period, the PDP Sponsor receives 
from CMS written notice of dis-
approval because it is inaccurate or 
misleading, or misrepresents the PDP 
Sponsor, its marketing representa-
tives, or CMS. 

(j) Use providers, provider groups, or 
pharmacies to distribute printed infor-
mation for beneficiaries to use when 
comparing the benefits of different 
Part D plans unless providers, provider 
groups or pharmacies accept and dis-
play materials from all Part D plan 
sponsors with which the providers, pro-
vider groups or pharmacies contract. 
The use of publicly available compari-
son information is permitted if ap-
proved by CMS in accordance with the 
Medicare marketing guidelines. 

(k) Conduct sales presentations or 
distribute and accept Part D plan en-
rollment forms in provider offices, 
pharmacies or other areas where health 
care is delivered to individuals, except 
in the case where such activities are 
conducted in common areas in health 
care settings. 

(l) Conduct sales presentations or dis-
tribute and accept plan applications at 
educational events. 

(m) Employ Part D plan names that 
suggest that a plan is not available to 
all Medicare beneficiaries. 

(n) Display the names and/or logos of 
co-branded network providers on the 
organization’s member identification 
card. Other marketing materials (as 
defined in § 423.2260) that include names 
and/or logos of provider co-branding 
partners must clearly indicate that 

other providers are available in the 
network. 

(o) Engage in any other marketing 
activity prohibited by CMS in its mar-
keting guidance. 

(p) Provide meals for potential en-
rollees, which are prohibited, regard-
less of value. 

(q) Use a plan name that does not in-
clude the plan type. The plan type 
should be included at the end of the 
plan name. 

[73 FR 54222, Sept. 18, 2008, as amended at 73 
FR 54253, Sept. 18, 2008] 

§ 423.2272 Licensing of marketing rep-
resentatives and confirmation of 
marketing resources. 

In its marketing, the Part D organi-
zation must— 

(a) Demonstrate to CMS’s satisfac-
tion that marketing resources are allo-
cated to marketing to the disabled 
Medicare population as well as bene-
ficiaries age 65 and over. 

(b) Establish and maintain a system 
for confirming that enrolled bene-
ficiaries have in fact enrolled in the 
PDP and understand the rules applica-
ble under the plan. 

(c) Employ as marketing representa-
tives only individuals who are licensed 
by the State to conduct direct mar-
keting activities (as defined in the 
Medicare Marketing Guidelines) in 
that State, and whom the sponsor has 
informed that State it has appointed, 
consistent with the appointment proc-
ess provided for under State law. 

(d) Report to the State in which the 
MAO appoints an agent or broker, the 
termination of any such agent or 
broker, including the reasons for such 
termination if State law requires that 
the reasons for the termination be re-
ported. 

[73 FR 54222, Sept. 18, 2008, as amended at 73 
FR 54253, Sept. 18, 2008] 

§ 423.2274 Broker and agent require-
ments. 

For purposes of this section ‘‘com-
pensation’’ includes pecuniary or non- 
pecuniary remuneration of any kind re-
lating to the sale or renewal of a policy 
including, but not limited to, commis-
sions, bonuses, gifts, prizes, awards and 
finders fees. ‘‘Compensation’’ does not 
include the payment of fees to comply 
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with State appointment laws, training, 
certification, and testing costs; reim-
bursement for mileage to, and from, 
appointments with beneficiaries; or re-
imbursement for actual costs associ-
ated with beneficiary sales appoint-
ments such as venue rent, snacks, and 
materials. If a Part D sponsor markets 
through independent (i.e., non-em-
ployee) brokers or agents, the fol-
lowing requirements must be met: 

(a) Agents and brokers must be com-
pensated as follows: 

(1) A Part D sponsor (or other entity 
on its behalf) may provide compensa-
tion to a broker or agent for the sale of 
a Part D plan only if the following re-
quirements are met: 

(i) The compensation amount paid to 
the broker or agent for an initial en-
rollment of a Medicare beneficiary into 
a PDP in 2009 is either one of the fol-
lowing: 

(A) The compensation paid by the 
Part D sponsor in the area for an ini-
tial enrollment for the plan type in 
question in 2006, adjusted by the aver-
age change in Part D rates as published 
by CMS in the Part D rate announce-
ment; or 

(B) A compensation amount commen-
surate with the market rate for initial 
enrollments paid by (or on behalf of) 
Part D sponsors offering plans in the 
geographic area for the plan type in 
question during 2006 and 2007, adjusted 
by the average change in Part D rates 
as published in the Part D rate an-
nouncement by CMS. 

(ii) For 2010 and subsequent years, 
the compensation amount paid to an 
agent or broker for enrollment of a 
Medicare beneficiary into PDP is: 

(A) For an initial enrollment, the 
prior year’s initial compensation ad-
justed by the change in Part D rates 
that CMS announces each year. 

(B) For renewals, an amount equal to 
50 percent of the initial compensation 
in (A) above. 

(iii) The broker or agent is paid a re-
newal compensation for each of the 
next 5 years the enrollee remains in 
the plan in an amount equal to 50 per-
cent of the initial year compensation 
paid (creating a 6-year compensation 
cycle). For purposes of paragraph 
(a)(1)(i), individuals enrolling in a PDP 
in 2009 are initially deemed to be in the 

first renewal year (the second year) in 
the 6-year cycle. With respect to an in-
dividual identified by the PDP sponsor 
as in an Initial Enrollment Period 
(IEP) or subsequently identified by 
CMS as in an IEP or new to the Part D 
program, the individual is considered 
to be in the initial year of the 6-year 
cycle. The PDP Sponsor must adjust 
the compensation paid for these new 
enrollees from renewal compensation 
to the amount that would have been 
paid for an initial enrollment under the 
6-year compensation structure initi-
ated in the year the enrollment oc-
curred. 

(iv) If the Part D sponsor contracts 
with a third party entity such as a 
Field Management Organization or 
similar type entity to sell its insurance 
products or perform services (for exam-
ple, training, customer service, or 
agent recruitment), the amount paid to 
the third party must be fair-market 
value and must not exceed an amount 
that is commensurate with the 
amounts paid by the PDP organization 
to a third party for similar services 
during each of the previous 2 years. 

(2) [Reserved] 
(3) No entity shall provide aggregate 

compensation to its agents or brokers 
and no agent or broker shall receive 
aggregate compensation greater than 
the renewal compensation payable by 
the replacing plan on renewal policies 
if an existing policy is replaced with a 
like plan type during the first year and 
5 renewal years (6-year compensation 
cycle). 

(i) For purposes of this section, ‘‘like 
plan type’’ means PDP replaced with 
another PDP, MA or MA–PD replaced 
with another MA or MA–PD, or cost 
plan replaced with another cost plan. 

(ii) Replacements between different 
plan types (for which a new compensa-
tion is paid) include—PDP and MA–PD, 
PDP and cost plans, or MA–PD and 
cost plans. 

(iii) When a PDP is added to an MA- 
only plan, a new commission would be 
paid for the enrollment in the PDP 
during the first year. 

(4) Compensation shall be earned for 
months 4 through 12 of the enrollment 
year. 
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(i) Plans may pay agents and brokers 
up-front or prorate compensation pay-
ments over 12 months or over months 4 
through 12, but 

(ii) When a beneficiary disenrolls 
from the plan, the plan must recover 
all compensation paid: for months in 
which the beneficiary is not enrolled; 
and during months 1 through 3 if the 
beneficiary disenrolls during the first 
three months. 

(5) Organizations and sponsors must 
establish a compensation structure for 
new and replacement enrollments and 
renewals effective in a given plan year. 
Compensation structures must be in 
place by the beginning of the mar-
keting period, October 1. 

(6) Compensation structures must be 
available upon CMS request including 
for audits, investigations, and to re-
solve complaints. 

(b) It must ensure agents selling 
Medicare products are trained annually 
on Medicare rules and regulations spe-
cific to the plan products they intend 
to sell. 

(c) It must ensure agents selling 
Medicare products are tested annually, 
as specified in CMS guidance. 

(d) Upon CMS’ request, the organiza-
tion must provide to CMS, in a form 
consistent with current CMS guidance, 
the information necessary for it to con-
duct oversight of marketing activities. 

(e) It must comply with State re-
quests for information about the per-
formance of a licensed agent or broker 
as part of a state investigation into the 
individual’s conduct. CMS will estab-
lish and maintain a memorandum of 
understanding (MOU) to share compli-
ance and oversight information with 
States that agree to the MOU. 

[73 FR 54253, Sept. 18, 2008, as amended at 73 
FR 67413, Nov. 14, 2008] 

§ 423.2276 Employer group retiree 
marketing. 

Part D sponsors may develop mar-
keting materials designed for members 
of an employer group who are eligible 
for employer-sponsored benefits 
through the Part D sponsor, and fur-
nish these materials only to the group 
members. These materials are not sub-
ject to CMS prior review and approval. 

PART 424—CONDITIONS FOR 
MEDICARE PAYMENT 

Subpart A—General Provisions 

Sec. 
424.1 Basis and scope. 
424.3 Definitions. 
424.5 Basic conditions. 
424.7 General limitations. 

Subpart B—Certification and Plan 
Requirements 

424.10 Purpose and scope. 
424.11 General procedures. 
424.13 Requirements for inpatient services 

of hospitals other than psychiatric hos-
pitals. 

424.14 Requirements for inpatient services 
of inpatient psychiatric facilities. 

424.15 Requirements for inpatient CAH serv-
ices. 

424.16 Timing of certification for individual 
admitted to a hospital before entitle-
ment to Medicare benefits. 

424.20 Requirements for posthospital SNF 
care. 

424.22 Requirements for home health serv-
ices. 

424.24 Requirements for medical and other 
health services furnished by providers 
under Medicare Part B. 

424.27 Requirements for comprehensive out-
patient rehabilitation facility (CORF) 
services. 

Subpart C—Claims for Payment 

424.30 Scope. 
424.32 Basic requirements for all claims. 
424.33 Additional requirements: Claims for 

services of providers and claims by sup-
pliers and nonparticipating hospitals. 

424.34 Additional requirements: Bene-
ficiary’s claim for direct payment. 

424.36 Signature requirements. 
424.37 Evidence of authority to sign on be-

half of the beneficiary. 
424.40 Request for payment effective for 

more than one claim. 
424.44 Time limits for filing claims. 

Subpart D—To Whom Payment is Ordinarily 
Made 

424.50 Scope. 
424.51 Payment to the provider. 
424.52 Payment to a nonparticipating hos-

pital. 
424.53 Payment to the beneficiary. 
424.54 Payment to the beneficiary’s legal 

representative or representative payee. 
424.55 Payment to the supplier. 
424.56 Payment to a beneficiary and to a 

supplier. 
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