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for requesting an ALJ hearing as speci-
fied in §423.1020.

(2) If a manufacturer requests a hear-
ing and the Administrator upholds
CMS’ decision to impose a CMP, CMS
may initiate collection of the CMP
once the Administrator’s decision is
final.

(f) Other applicable provisions. The
provisions of section 1128A of the Act
(except subsections (a) and (b) of sec-
tion of 1128A of the Act) apply to CMPs
under this section to the same extent
that they apply to a CMP or procedure
under section 1128A(a) of the Act.

§423.2345 Termination of Discount
Program Agreement.

(a)(1) CMS may terminate the Dis-
count Program Agreement for a know-
ing and willful violation of the require-
ments of the agreement or other good
cause shown in relation to the manu-
facturer’s participation in the Discount
Program.

(2) The termination must not be ef-
fective earlier than 30 days after the
date of notice to the manufacturer of
such termination and must not be ef-
fective prior to resolution of timely ap-
peal requests received in accordance
with paragraphs (a)(4) and (5) of this
section.

(3)(1) CMS provides the manufacturer
with an opportunity to cure any
ground for termination for cause or to
show the manufacturer is in compli-
ance with the Discount Program
Agreement within 30 calendar days of
receipt of the written termination no-
tice.

(ii) If the manufacturer cures the vio-
lation, or establishes that it was in
compliance within the cure period,
CMS repeals the termination notice by
written notice.

(4) CMS provides upon request a man-
ufacturer with a hearing with the hear-
ing officer concerning such termi-
nation if requested in writing within 15
calendar days of receiving notice of the
termination. The hearing takes place
prior to the effective date of the termi-
nation with sufficient time for such ef-
fective date to be repealed if CMS de-
termines appropriate.

(5)(i) CMS or a manufacturer that has
received an unfavorable determination
from the hearing officer may request
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review by the CMS Administrator
within 30 calendar days of receipt of
the notification of such determination.

(ii) The decision of the CMS Adminis-
trator is final and binding.

(b)(1) The manufacturer may termi-
nate the Discount Program Agreement
for any reason.

(2) Such termination is effective as of
the day after the end of the calendar
year if the termination occurs before
January 30 of a calendar year, or as of
the day after the end of the succeeding
calendar year if the termination occurs
on or after January 30 of a calendar
year.

(c) Any termination does not affect
the manufacturer’s responsibility to
reimburse Part D sponsors for applica-
ble discounts incurred before the effec-
tive date of the termination.

(d) Upon the effective date of termi-
nation of the Discount Program Agree-
ment, CMS ceases releasing data to the
manufacturer except as necessary to
ensure that the manufacturer reim-
burses applicable discounts for pre-
vious time periods in which the Dis-
count Program Agreement was in ef-
fect, and notifies the manufacturer to
destroy data files provided by CMS
under the Discount Program Agree-
ment.

(e) Manufacturer reinstatement is
available only upon payment of any
and all outstanding applicable dis-
counts incurred during any previous
period under the Discount Program
Agreement. The timing of any such re-
instatement is consistent with the re-
quirements for entering into a Dis-
count Program Agreement under
§423.2315(c) of this subpart.

Subpart X—Requirements for a
Minimum Medical Loss Ratio

SOURCE: 78 FR 31310, May 23, 2013, unless
otherwise noted.

§423.2400 Basis and scope.

This subpart is based on sections
1857(e)(4), 1860D-12(b)(3)(D), and 1106 of
the Act, and sets forth medical loss
ratio requirements for Part D sponsors,
financial ©penalties and sanctions
against Part D sponsors when min-
imum medical loss ratios are not
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achieved by Part D sponsors and re-
lease of medical loss ratio data to enti-
ties outside of CMS.

[81 FR 80558, Nov. 15, 2016]

§423.2401 Definitions.

Non-claims costs means those expenses
for administrative services that are
not—

(1) Incurred claims (as provided in
§423.2420(b)(2) through (b)(4));

(2) Expenditures on quality improv-
ing activities (as provided in §423.2430);

(3) Licensing and regulatory fees (as
provided in §423.2420(c)(2)(i)); or

(4) State and Federal taxes and as-
sessments (as provided in
§423.2420(¢)(2)(ii) and (iii)).

§423.2410 General requirements.

(a) For contracts beginning in 2014 or
subsequent contract years, a Part D
sponsor (defined at §423.4) is required
to report the information required
under §423.2460 for each contract under
this part for each contract year.

(b) If CMS determines for a contract
year that a Part D sponsor has an MLR
for a contract that is less than 0.85, the
Part D sponsor must remit to CMS an
amount equal to the product of the fol-
lowing:

(1) The total revenue of the prescrip-
tion drug plan for the contract year.

(2) The difference between 0.85 and
the MLR for the contract year.

(c) If CMS determines that a Part D
sponsor has an MLR for a contract that
is less than 0.85 for 3 or more consecu-
tive contract years, CMS does not per-
mit the enrollment of new enrollees
under the contract for coverage during
the second succeeding contract year.

(d) If CMS determines that a Part D
sponsor has an MLR for a contract that
is less than 0.85 for 5 consecutive con-
tract years, CMS terminates the con-
tract under the authority at
423.509(b)(1) and (d) effective as of the
second succeeding contract year.

[78 FR 31310, May 23, 2013; 78 FR 43821, July
22, 2013; 83 FR 16756, Apr. 16, 2018]

§423.2420 Calculation of medical loss
ratio.

(a) Determination of the MLR. (1) The

MLR for each contract under this part

is the ratio of the numerator (as de-

§423.2420

fined in paragraph (b) of this section)
to the denominator (as defined in para-
graph (c¢) of this section). An MLR may
be increased by a credibility adjust-
ment according to the rules at
§423.2440, or subject to an adjustment
determined by CMS to be warranted
based on exceptional circumstances for
areas outside the 50 states and the Dis-
trict of Columbia.

(2) The MLR must reflect costs and
revenues for Dbenefits described at
§423.104(d) through (f). The MLR for
MA-PD plans (defined at §422.2 of this
chapter) must also reflect costs and
revenues for benefits described at
§422.100(c) of this chapter.

(b) Determining the M LR numerator. (1)
For a contract year, the numerator of
the MLR for a Part D prescription drug
contract must equal the sum of para-
graphs (b)(1)(i) through (iii) of this sec-
tion and must be in accordance with
paragraphs (b)(5) and (b)(6) of this sec-
tion.

(i) Incurred claims for all enrollees,
as defined in paragraphs (b)(2) through
(4) of this section.

(ii) The expenditures under the con-
tract for activities that improve health
care quality, as defined in §423.2430;

(2) Incurred claims for prescription drug
costs. Incurred claims must include the
following:

(i) Direct drug costs that are actually
paid (as defined in §423.308, which are
net of prescription drug rebates and
other direct or indirect remuneration
as defined herein) by the Part D spon-
sor.

(ii) Unpaid claims reserves for the
current contract year, including claims
reported in the process of adjustment.

(iii) Percentage withholds from pay-
ments made to contracted providers.

(iv) Claims incurred but not reported
based on past experience, and modified
to reflect current conditions such as
changes in exposure, claim frequency
or severity.

(v) Changes in other claims-related
reserves.

(vi) Claims that are recoverable for
anticipated coordination of benefits.

(vii) Claims payments recoveries re-
ceived as a result of subrogation.

(viii) [Reserved]
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(ix) Reserves for contingent benefits
and the Part D claim portion of law-
suits.

(3) Adjustments that must be de-
ducted from incurred claims include
the following:

(i) Overpayment recoveries received
from providers.

(4) Exclusions from incurred claims.
The following amounts must not be in-
cluded in incurred claims:

(i) Non-claims costs, as defined in
§423.2401, which include the following:

(A) Amounts paid to third party ven-
dors for secondary network savings.

(B) Amounts paid to third party ven-
dors for any of the following:

(I) Network development.

(2) Administrative fees.

(3) Claims processing.

(4) Utilization management.

(C) Amounts paid, including amounts
paid to a pharmacy, for professional or
administrative services that do not
represent compensation or reimburse-
ment for covered services provided to
an enrollee, such as the following:

(I) Medical record copying costs.

(2) Attorneys’ fees.

(3) Subrogation vendor fees.

(4) Bona fide service fees.

(5) Compensation to any of the fol-
lowing:

(i) Paraprofessionals.

(i) Janitors.

(ii1) Quality assurance analysts.

(iv) Administrative supervisors.

(v) Secretaries to medical personnel.

(vi) Medical record clerks.

(ii) Amounts paid to CMS as a remit-
tance under §423.2410(b).

(5) Incurred claims under this part
for policies issued by one Part D spon-
sor and later assumed by another enti-
ty must be reported by the assuming
organization for the entire MLR re-
porting year during which the policies
were assumed and no incurred claims
under this part for that contract year
must be reported by the ceding Part D
sponsor.

(6) Reinsured incurred claims for a
block of business that was subject to
indemnity reinsurance and administra-
tive agreements effective before March
23, 2010, for which the assuming entity
is responsible for 100 percent of the
ceding entity’s financial risk and takes
on all of the administration of the
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block, must be reported by the assum-
ing issuer and must not be reported by
the ceding issuer.

(c) Determining the M LR denominator.
For a contract year, the denominator
of the MLR for a Part D prescription
drug contract must equal the total rev-
enue under the contract. Total revenue
under the contract is as described in
paragraph (c)(1) of this section, net of
deductions described in paragraph
(c)(2) of this section, taking into ac-
count the exclusions described in and
paragraph (c)(3) of this section, and be
in accordance with paragraphs (c)(4)
and (5) of this section.

(1) CMS’ payments to the Part D
sponsor for all enrollees under a con-
tract, reported on a direct basis, in-
cluding the following:

(i) Payments under §423.329(a)(1) and
(2).

(ii) Payment adjustments resulting
from reconciliation per
§423.329(c)(2)(ii).

(iii) All premiums paid by or on be-
half of enrollees to the Part D sponsor
as a condition of receiving coverage
under a Part D plan, including CMS’
payments for low income premium sub-
sidies under §422.304(b)(2) of this chap-
ter.

(iv) All unpaid premium amounts
that a Part D sponsor could have col-
lected from enrollees in the Part D
plan(s) under the contract.

(v) All changes in unearned premium
reserves.

(vi) Payments under §423.315(e).

(2) The following amounts must be
deducted from total revenue in calcu-
lating the MLR:

(i) Licensing and regulatory fees. Stat-
utory assessments to defray operating
expenses of any State or Federal de-
partment, such as the ‘‘user fee” de-
scribed in section 1857(e)(2) of the Act,
and examination fees in lieu of pre-
mium taxes as specified by State law.

(i1) Federal tazres and assessments. All
Federal taxes and assessments allo-
cated to health insurance coverage.

(iii) State taxes and assessments. State
taxes and assessments, such as the fol-
lowing:

(A) Any industry-wide (or subset) as-
sessments (other than surcharges on
specific claims) paid to the State di-
rectly.
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