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the total number of months not en-
rolled (including months prior to the
effective date of enrollment) must be
recovered from the agent or broker.

(2) Example: A beneficiary enrolls
upon turning 65 effective April 1 and
disenrolls September 30 of the same
year. The plan paid full initial enroll-
ment year compensation. Recovery is
equal to 6/12ths of the initial enroll-
ment year compensation (for January
through March and October through
December).

(e) Payments other than compensation
(administrative payments). (1) For con-
tract years through contract year 2024,
payments for services other than en-
rollment of beneficiaries (for example,
training, customer service, agent re-
cruitment, operational overhead, or as-
sistance with completion of health risk
assessments) must not exceed the value
of those services in the marketplace.

(2) Beginning with contract year 2025,
administrative payments are included
in the calculation of enrollment-based
compensation.

(f) Payments for referrals. Payments
may be made to individuals for the re-
ferral (including a recommendation,
provision, or other means of referring
beneficiaries), recommendation, provi-
sion, or other means of referring bene-
ficiaries to an agent, broker or other
entity for potential enrollment into a
plan. The payment may not exceed $100
for a referral into an MA or MA-PD
plan and $25 for a referral into a PDP
plan.

(g) TPMO oversight. In addition to
any applicable FDR requirements
under §423.505(i), when doing business
with a TPMO, either directly or indi-
rectly through a downstream entity,
Part D sponsor must implement the
following as a part of their oversight of
TPMOs:

(1) When TPMOs is not otherwise an
FDR, the Part D sponsor is responsible
for ensuring that the TPMO adheres to
any requirements that apply to the
Part D sponsor.

(2) Contracts, written arrangements,
and agreements between the TPMO and
a Part D plan, or between a TPMO and
a Part D plan’s FDR, must ensure the
TPMO:

(i) Discloses to the plan any subcon-
tracted relationships used for mar-
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keting, lead generation, and enroll-
ment.

(ii) Record all marketing, sales, and
enrollment calls, including the audio
portion of calls occurring via web-
based technology, in their entirety.

(iii) Report to plans monthly any
staff disciplinary actions or violations
of any requirements that apply to the
Part D sponsor associated with bene-
ficiary interaction to the plan.

(iv) Use the TPMO disclaimer as re-
quired under §423.2267(e)(41).

(3) Ensure that the TPMO, when con-
ducting lead generating activities, ei-
ther directly or indirectly for a Part D
sponsor, must, when applicable:

(i) Disclose to the beneficiary that
his or her information will be provided
to a licensed agent for future contact.
This disclosure must be provided:

(A) Verbally when communicating
with a beneficiary through telephone;

(B) In writing when communicating
with a beneficiary through mail or
other paper; and

(C) Electronically when commu-
nicating with a beneficiary through
email, online chat, or other electronic
messaging platform.

(ii) When applicable, disclose to the
beneficiary that he or she is being
transferred to a licensed agent who can
enroll him or her into a new plan.

(4) Beginning October 1, 2024, per-
sonal beneficiary data collected by a
TPMO for marketing or enrolling them
into a Part D plan may only be shared
with another TPMO when prior express
written consent is given by the bene-
ficiary. Prior express written consent
from the beneficiary to share the infor-
mation and be contacted for marketing
or enrollment purposes must be ob-
tained through a clear and conspicuous
disclosure that lists each entity receiv-
ing the data and allows the beneficiary
to consent or reject to the sharing of
their data with each individual TPMO.

[86 FR 6129, Jan. 19, 2021, as amended at 87
FR 27901, May 9, 2022; 88 FR 22342, Apr. 12,
2023; 89 FR 30842, Apr. 23, 2024]

§423.2276 Employer
marketing.

Part D sponsors may develop mar-
keting materials designed for members
of an employer group who are eligible
for employer-sponsored benefits

group retiree
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Centers for Medicare & Medicaid Services, HHS

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.

Subpart W—Medicare Coverage
Gap Discount Program

SOURCE: 77 FR 22172, Apr. 12, 2012, unless
otherwise noted.

§423.2300 Scope.

This subpart implements provisions
included in sections 1860D-14A and
1860D-43 of the Act. This subpart sets
forth requirements regarding the fol-
lowing:

(a) Condition for coverage of applica-
ble drugs under Part D.

(b) The Medicare Coverage Gap Dis-
count Program Agreement.

(c) Coverage gap discount payment
processes for Part D sponsors.

(d) Provision of applicable discounts
on applicable drugs for applicable bene-
ficiaries.

(e) Manufacturer audit and dispute
resolution processes.

(f) Resolution of beneficiary disputes
involving coverage gap discounts.

(g) Compliance monitoring and civil
money penalties.

(h) The termination of the Discount
Program Agreement.

§423.2305 Definitions.

As used in this subpart, unless other-
wise specified—

Applicable discount means 50 percent
or, with respect to a plan year after
plan year 2018, 70 percent of the portion
of the negotiated price (as defined in
this section) of the applicable drug of a
manufacturer that falls within the cov-
erage gap and that remains after such
negotiated price is reduced by any sup-
plemental benefits that are available.

Applicable number of calendar days
means, with respect to claims for reim-
bursement submitted electronically, 14
days, and otherwise, 30 days.

Date of dispensing means the date of
service.

Labeler code means the first segment
of the Food and Drug Administration
national drug code (NDC) that identi-
fies a particular manufacturer.

Manufacturer means any entity which
is engaged in the production, prepara-
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tion, propagation, compounding, con-
version or processing of prescription
drug products, either directly or indi-
rectly, by extraction from substances
of natural origin, or independently by
means of chemical synthesis, or by a
combination of extraction and chem-
ical synthesis. For purposes of the Dis-
count Program, such term does not in-
clude a wholesale distributor of drugs
or a retail pharmacy licensed under
State law, but includes entities other-
wise engaged in repackaging or chang-
ing the container, wrapper, or labeling
of any applicable drug product in fur-
therance of the distribution of the ap-
plicable drug from the original place of
manufacture to the person who makes
the final delivery or sale to the ulti-
mate consumer or user.

Medicare Coverage Gap Discount Pro-
gram (or Discount Program) means the
Medicare coverage gap discount pro-
gram established under sectionl1860D-
14A of the Act.

Medicare Coverage Gap Discount Pro-
gram Agreement (or Discount Program
Agreement) means the agreement de-
scribed in section 1860D-14A(b) of the
Act.

Medicare Part D discount information
means the information sent from CMS
or the TPA to the manufacturer along
with each quarterly invoice that is de-
rived from applicable data elements
available on prescription drug events
as determined by CMS.

National Drug Code (NDC) means the
unique identifying prescription drug
product number that is listed with the
Food and Drug Administration (FDA)
identifying the product and package
size and type.

Negotiated price for purposes of the
Discount Program, means the price for
a covered Part D drug that—

(1) The Part D sponsor (or other
intermediary contracting organization)
and the network dispensing pharmacy
or other network dispensing provider
have negotiated as the lowest possible
reimbursement such network entity
will receive, in total, for a particular
drug;

(i) Includes all price concessions (as
defined in §423.100) from network phar-
macies or other network providers; and
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