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self-funded plans, must be reported on
a pro rata share.

(2) Description of the methods used to
allocate exrpenses. (i) Allocation to each
category must be based on a generally
accepted accounting method that is ex-
pected to yield the most accurate re-
sults. Specific identification of an ex-
pense with an activity that is rep-
resented by one of the categories in
paragraph (b) or (c) of this section will
generally be the most accurate meth-
od.

(ii) Shared expenses, including ex-
penses under the terms of a manage-
ment contract, must be apportioned
pro rata to the entities incurring the
expense.

(iii)(A) Any basis adopted to appor-
tion expenses must be that which is ex-
pected to yield the most accurate re-
sults and may result from special stud-
ies of employee activities, salary ra-
tios, premium ratios or similar anal-
yses.

(B) Expenses that relate solely to the
operations of a reporting entity, such
as personnel costs associated with the
adjusting and paying of claims, must
be borne solely by the reporting entity
and are not to be apportioned to other
entities within a group.

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

§423.2430 Activities that
health care quality.

(a) Activity requirements. (1) Activities
conducted by a Part D sponsor to im-
prove quality must either—

(i) Fall into one of the categories in
paragraph (a)(2) of this section and
meet all of the requirements in para-
graph (a)(3) of this section; or

(ii) Be listed in paragraph (a)(4) of
this section.

(2) Categories of quality improving ac-
tivities. The activity must be designed
to achieve one or more of the fol-
lowing:

(i) To 1improve health outcomes
through the implementation of activi-
ties such as quality reporting, effective
case management, care coordination,
chronic disease management, and
medication and care compliance initia-
tives, including through the use of the
medical homes model as defined for
purposes of section 3602 of the Patient

improve
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Protection and Affordable Care Act, for
treatment or services under the plan or
coverage.

(ii) To prevent hospital readmissions
through a comprehensive program for
hospital discharge that includes pa-
tient-centered education and coun-
seling, comprehensive discharge plan-
ning, and post-discharge reinforcement
by an appropriate health care profes-
sional.

(iii) To improve patient safety and
reduce medical errors through the ap-
propriate use of best clinical practices,
evidence-based medicine, and health
information technology under the plan
or coverage.

(iv) To promote health and wellness.

(v) To enhance the use of health care
data to improve quality, transparency,
and outcomes and support meaningful
use of health information technology.
Activities, such as Health Information
Technology (HIT) expenses, are re-
quired to accomplish the activities
that improve health care quality and
that are designed for use by health
plans, health care providers, or enroll-
ees for the electronic creation, mainte-
nance, access, or exchange of health in-
formation, and are consistent with
meaningful use requirements, and
which may in whole or in part improve
quality of care, or provide the techno-
logical infrastructure to enhance cur-
rent quality improving activities or
make new quality improvement initia-
tives possible.

(3) The activity must be designed for
all of the following:

(i) To improve health quality.

(ii) To increase the likelihood of de-
sired health outcomes in ways that are
capable of being objectively measured
and of producing verifiable results and
achievements.

(iii) To be directed toward individual
enrollees or incurred for the benefit of
specified segments of enrollees or pro-
vide health improvements to the popu-
lation beyond those enrolled in cov-
erage as long as no additional costs are
incurred due to the non-enrollees.

(iv) To be grounded in evidence-based
medicine, widely accepted best clinical
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practice, or criteria issued by recog-
nized professional medical associa-
tions, accreditation bodies, govern-
ment agencies or other nationally rec-
ognized health care quality organiza-
tions.

(4)(i) Medication Therapy Manage-
ment Programs meeting the require-
ments of §423.153(d).

(ii) Fraud reduction activities, in-
cluding fraud prevention, fraud detec-
tion, and fraud recovery.

(b) Exclusions. Expenditures and ac-
tivities that must not be included in
quality improving activities include,
but are not limited to, the following:

(1) Those that are designed primarily
to control or contain costs other than
those that are related to fraud reduc-
tion.

(2) The pro rata share of expenses
that are for lines of business or prod-
ucts other than those being reported,
including but not limited to, those that
are for or benefit self-funded plans.

(3) Those which otherwise meet the
definitions for quality improving ac-
tivities but which were paid for with
grant money or other funding separate
from premium revenue.

(4) Those activities that can be billed
or allocated by a pharmacy for care de-
livery and that are reimbursed as clin-
ical services.

(5) Hstablishing or maintaining a
claims adjudication system, including
costs directly related to upgrades in
health information technology that are
designed primarily or solely to improve
claims payment capabilities (and that
are not related to fraud reduction ac-
tivities under paragraph (a)4)(ii) of
this section) or to meet regulatory re-
quirements for processing claims, in-
cluding ICD-10 implementation costs in
excess of 0.3 percent of total revenue
under this part, and maintenance of
ICD-10 code sets adopted in accordance
with the Health Insurance Portability
and Accountability Act (HIPAA), 42
U.S.C. 1320d-2, as amended.

(6) That portion of the activities of
health care professional hotlines that
does not meet the definition of activi-
ties that improve health quality.

(7) All retrospective and concurrent
utilization review.

(8) [Reserved]

§423.2440

(9) The cost of developing and exe-
cuting pharmacy contracts and fees as-
sociated with establishing or managing
a pharmacy network, including fees
paid to a vendor for the same reason.

(10) Pharmacy network credentialing.

(11) Marketing expenses.

(12) Costs associated with calculating
and administering individual enrollee
or employee incentives.

(13) That portion of prospective utili-
zation review that does not meet the
definition of activities that improve
health quality.

(14) Any function or activity not ex-
pressly permitted by CMS under this
part.

[78 FR 31310, May 23, 2013, as amended at 83
FR 16756, Apr. 16, 2018]

§423.2440 Credibility adjustment.

(a) A Part D sponsor may add the
credibility adjustment specified under
paragraph (e) of this section to a con-
tract’s MLR if the contract’s experi-
ence is partially credible, as defined in
paragraph (d)(1) of this section.

(b) A Part D sponsor may not add a
credibility adjustment to a contract’s
MLR if the contract’s experience is
fully credible, as defined in paragraph
(d)(2) of this section.

(c) For those contract years for
which a contract has non-credible expe-
rience, as defined in paragraph (d)(3) of
this section, sanctions under
§423.2410(b) through (d) will not apply.

(d)(1) A contract’s experience is par-
tially credible if it is based on the ex-
perience of at least 4,800 member
months and fewer than or equal to
360,000 member months.

(2) A contract’s experience is fully
credible if it is based on the experience
of more than 360,000 member months.

(3) A contract’s experience is non-
credible if it is based on the experience
of fewer than 4,800 member months.

(e) The credibility adjustment for
partially credible experience is deter-
mined based on the number of member
months for all enrollees under the con-
tract and the factors shown in Table 1
of this section. When the number of
member months used to determine
credibility exactly matches a member
month category listed in Table 1 of this
section, the value associated with that
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