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not constitute immediate jeopardy to
patient health and safety if unmet;

(ii) Any disparity between certifi-
cation by the accreditation organiza-
tion and certification by CMS or its
agent on standards that constitute im-
mediate jeopardy to patient health and
safety if unmet; or

(iii) That, regardless of the rate of
disparity, there are widespread or sys-
tematic problems in an organization’s
accreditation process that accredita-
tion no longer provides assurance that
the Medicare requirements are met or
exceeded.

(3) Onsite observation. CMS may con-
duct an onsite inspection of the accred-
itation organization’s operations and
offices to verify the organization’s rep-
resentations and assess the organiza-
tion’s compliance with its own policies
and procedures. The onsite inspection
may include, but is not limited to the
following:

(i) Reviewing documents.

(ii) Auditing meetings concerning the
accreditation process.

(iii) Evaluating survey results or the
accreditation status decision-making
process.

(iv) Interviewing the organization’s
staff.

(4) Notice of intent to withdraw ap-
proval. If an equivalency review, vali-
dation review, onsite observation, or
CMS’s daily experience with the ac-
creditation organization suggests that
the accreditation organization is not
meeting the requirements of this sub-
part, CMS gives the organization writ-
ten notice of its intent to withdraw ap-
proval.

(5) Withdrawal of approval. CMS may
withdraw its approval of an accredita-
tion organization at any time if CMS
determines that—

(i) Deeming, based on accreditation,
no longer guarantees that the Part D
sponsor meets the requirements for of-
fering qualified prescription drug cov-
erage, and failure to meet those re-
quirements may jeopardize the health
or safety of Medicare enrollees and
constitute a significant hazard to the
public health; or

(ii) The accreditation organization
has failed to meet its obligations under
this section or under §423.165 or
§423.171.

§423.171

(6) Reconsideration of withdrawal of
approval. An accreditation organization
dissatisfied with a determination to
withdraw CMS approval may request a
reconsideration of that determination
in accordance with subpart D of part
488 of this chapter.

§423.171 Procedures for approval of
accreditation as a basis for deeming
compliance.

(a) Required information and materials.
A private, national accreditation orga-
nization applying for approval must
furnish to CMS all of the following in-
formation and materials (when re-
applying for approval, the organization
need furnish only the particular infor-
mation and materials requested by
CMS):

(1) The types of Part D plans and
sponsors that it reviews as part of its
accreditation process.

(2) A detailed comparison of the orga-
nization’s accreditation requirements
and standards with the Medicare re-
quirements (for example, a crosswalk).

(3) Detailed information about the
organization’s survey process, includ-
ing the following:

(i) Frequency of surveys and whether
surveys are announced or unan-
nounced.

(ii) Copies of survey forms, and guide-
lines and instructions to surveyors.

(iii) Descriptions of—

(A) The survey review process and
the accreditation status decision mak-
ing process;

(B) The procedures used to notify ac-
credited Part D sponsors of deficiencies
and to monitor the correction of those
deficiencies; and

(C) The procedures used to enforce
compliance with accreditation require-
ments.

(4) Detailed information about the in-
dividuals who perform surveys for the
accreditation organization, including
the—

(i) Size and composition of accredita-
tion survey teams for each type of plan
reviewed as part of the accreditation
process;

(ii) Education and experience re-
quirements surveyors must meet;

(iii) Content and frequency of the in-
service training provided to survey per-
sonnel;
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(iv) Evaluation systems used to mon-
itor the performance of individual sur-
veyors and survey teams; and

(v) Organization’s policies and prac-
tice for the participation, in surveys or
in the accreditation decision process by
an individual who is professionally or
financially affiliated with the entity
being surveyed.

(5) A description of the organization’s
data management and analysis system
for its surveys and accreditation deci-
sions, including the kinds of reports,
tables, and other displays generated by
that system.

(6) A description of the organization’s
procedures for responding to and inves-
tigating complaints against accredited
organizations, including policies and
procedures regarding coordination of
these activities with appropriate 1li-
censing bodies and ombudsmen pro-
grams.

(7) A description of the organization’s
policies and procedures for the with-
holding or removal of accreditation for
failure to meet the accreditation orga-
nization’s standards or requirements,
and other actions the organization
takes in response to noncompliance
with its standards and requirements.

(8) A description of all types (for ex-
ample, full or partial) and categories
(for example, provisional, conditional,
or temporary) of accreditation offered
by the organization, the duration of
each type and category of accredita-
tion, and a statement identifying the
types and categories that serve as a
basis for accreditation if CMS approves
the accreditation organization.

(9) A list of all currently accredited
Part D sponsors and MA organizations
and the type, category, and expiration
date of the accreditation held by each
of them.

(10) A list of all full and partial ac-
creditation surveys scheduled to be
performed by the accreditation organi-
zation as requested by CMS.

(11) The name and address of each
person with an ownership or control in-
terest in the accreditation organiza-
tion.

(b) Required supporting documentation.
A private, national accreditation orga-
nization applying or reapplying for ap-
proval also must submit the following
supporting documentation—

42 CFR Ch. IV (10-1-23 Edition)

(1) A written presentation that dem-
onstrates its ability to furnish CMS
with electronic data in CMS compat-
ible format.

(2) A resource analysis that dem-
onstrates that it’s staffing, funding,
and other resources are adequate to
perform the required surveys and re-
lated activities.

(3) A statement acknowledging that,
as a condition for approval, it agrees to
comply with the ongoing responsibility
requirements of §423.168(c).

(c) Additional information. If CMS de-
termines that it needs additional infor-
mation for a determination to grant or
deny the accreditation organization’s
request for approval, it notifies the or-
ganization and allows time for the or-
ganization to provide the additional in-
formation.

(d) Onsite visit. CMS may visit the ac-
creditation organization’s offices to
verify representations made by the or-
ganization in its application, includ-
ing, but not limited to, review of docu-
ments and interviews with the organi-
zation’s staff.

(e) Notice of determination. CMS gives
the accreditation organization, within
210 days of receipt of its completed ap-
plication, a formal notice that—

(1) States whether the request for ap-
proval is granted or denied;

(2) Gives the rationale for any denial;
and

(3) Describes the reconsideration and
reapplication procedures.

(f) Withdrawal. An accreditation or-
ganization may withdraw its applica-
tion for approval at any time before it
receives the formal notice specified in
paragraph (e) of this section.

(g) Reconsideration of adverse deter-
mination. An accreditation organiza-
tion that has received a notice of de-
nial of its request for approval may re-
quest a reconsideration in accordance
with subpart D of part 488 of this chap-
ter.

(h) Request for approval following de-
nial. (1) Except as provided in para-
graph (h)(2) of this section, an accredi-
tation organization that has received
notice of denial of its request for ap-
proval may submit a new request if it—

(i) Has revised its accreditation pro-
gram to correct the deficiencies on
which the denial was based.
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(ii) Can demonstrate that the Part D
sponsors that it has accredited meet or
exceed applicable Medicare require-
ments; and

(iii) Resubmits the application in its
entirety.

(2) An accreditation organization
that has requested reconsideration of
CMS’ denial of its request for approval
may not submit a new request until
the reconsideration is administratively
final.

§423.180 Basis and scope of the Part D
Prescription Drug Plan Quality Rat-
ing System.

(a) Basis. This subpart is based on
sections 1851(d), 1852(e), 1853(0) and
1854(b)(3)(iii), (v), and (vi) of the Act
and the general authority under sec-
tion 1856(b) of the Act requiring the es-
tablishment of standards consistent
with and to carry out Part D.

(b) Purpose. Ratings calculated and
assigned under this subpart will be
used by CMS for the following pur-
poses:

(1) To provide comparative informa-
tion on plan quality and performance
to beneficiaries for their use in making
knowledgeable enrollment and cov-
erage decisions in the Medicare pro-
gram.

(2) To provide quality ratings on a 5-
star rating system.

(3) To provide a means to evaluate
and oversee overall and specific com-
pliance with certain regulatory and
contract requirements by Part D plans,
where appropriate and possible to use
data of the type described in
§423.182(c).

(c) Applicability. Except for
§423.182(b)(3), the regulations in this
subpart will be applicable beginning
with the 2019 measurement period and
the associated 2021 Star Ratings that
are released prior to the annual coordi-
nated election period for the 2021 con-
tract year.

[83 FR 16743, Apr. 16, 2018]

§423.182 Part D Prescription Drug
Plan Quality Rating System.

(a) Definitions. In this subpart the fol-
lowing terms have the meanings:

Absolute percentage cap is a cap ap-
plied to non-CAHPS measures that are
on a 0 to 100 scale that restricts move-

§423.182

ment of the current year’s measure-
threshold-specific cut point to no more
than the stated percentage as com-
pared to the prior year’s cut point.

CAHPS refers to a comprehensive and
evolving family of surveys that ask
consumers and patients to evaluate the
interpersonal aspects of health care.
CAHPS surveys probe those aspects of
care for which consumers and patients
are the best or only source of informa-
tion, as well as those that consumers
and patients have identified as being
important. CAHPS initially stood for
the Consumer Assessment of Health
Plans Study, but as the products have
evolved beyond health plans the acro-
nym now stands for Consumer Assess-
ment of Healthcare Providers and Sys-
tems.

Case-mix adjustment means an adjust-
ment to the measure score made prior
to the score being converted into a
Star Rating to take into account cer-
tain enrollee characteristics that are
not under the control of the plan. For
example age, education, chronic med-
ical conditions, and functional health
status that may be related to the en-
rollee’s survey responses.

Categorical Adjustment Index (CAI)
means the factor that is added to or
subtracted from an overall or summary
Star Rating (or both) to adjust for the
average within-contract (or within-
plan as applicable) disparity in per-
formance associated with the percent-
ages of beneficiaries who are dually eli-
gible for Medicare and enrolled in Med-
icaid, beneficiaries who receive a Low
Income Subsidy, or have disability sta-
tus in that contract (or plan as applica-
ble).

Clustering refers to a variety of tech-
niques used to partition data into dis-
tinct groups such that the observations
within a group are as similar as pos-
sible to each other, and as dissimilar as
possible to observations in any other
group. Clustering of the measure-spe-
cific scores means that gaps that exist
within the distribution of the scores
are identified to create groups (clus-
ters) that are then used to identify the
four cut points resulting in the cre-
ation of five levels (one for each Star
Rating), such that the scores in the
same Star Rating level are as similar
as possible and the scores in different
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