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and other Part D sponsors that CMS
deems necessary to oversee Part D
drug management programs at a time,
and in a form and manner specified by
CMS. The data and information disclo-
sures must do all of the following:

(A) Provide information to CMS
within 30 days of receiving a report
about a potential at-risk beneficiary
from CMS.

(B) Provide information to CMS
about any potential at-risk beneficiary
that meets paragraph (1) of the defini-
tion in §423.100 that a sponsor identi-
fies within 30 days from the date of the
most recent CMS report identifying po-
tential at-risk beneficiaries;

(C) Provide information to CMS
about any potential at-risk beneficiary
or at-risk beneficiary that meets para-
graph (2) of the definitions in §423.100
that a sponsor identifies within 30 days
from the date of the most recent CMS
report identifying potential at-risk
beneficiaries.

(D) Provide information to CMS as
soon as possible but no later than 7
days from the date of the initial notice
or second notice that the sponsor pro-
vided to a beneficiary, or as soon as
possible but no later than 7 days of a
termination date, as applicable, about
a beneficiary-specific opioid claim edit
or a limitation on access to coverage
for frequently abused drugs.

(E) Transfer case management infor-
mation upon request of a gaining spon-
sor as soon as possible but not later
than 2 weeks from the gaining spon-
sor’s request when—

(I) An at-risk beneficiary or potential
at-risk beneficiary disenrolls from the
sponsor’s plan and enrolls in another
prescription drug plan offered by the
gaining sponsor; and

(2) The edit or limitation that the
sponsor had implemented for the bene-
ficiary had not terminated before
disenrollment.

(16) Clinical guidelines. Potential at-
risk beneficiaries and at-risk bene-
ficiaries are identified by CMS or a
Part D sponsor using clinical guide-
lines that—

(i) Are developed with stakeholder
consultation;

(ii) Are based on:

(1) The acquisition of frequently
abused drugs from multiple prescribers,
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multiple pharmacies, the level of fre-
quently abused drugs used, or any com-
bination of these factors; or

(2) Beginning January 1, 2022, a his-
tory of opioid-related overdose as de-
termined by at least one recent claim
that contains a principal diagnosis in-
dicating opioid overdose, and at least
one recent claim for an opioid medica-
tion other than an opioid used for
medication assisted therapy (MAT).

(iii) Are derived from expert opinion
and an analysis of Medicare data; and

(iv) Include a program size estimate.

(g) Prescription drug plan sponsors’ ac-
cess to Medicare Parts A and B claims
data extracts. (1)(i) Beginning in plan
year 2020, a PDP sponsor may submit a
request to CMS for the data described
in paragraph (g)(2) of this section about
enrollees in its prescription drug plans.

(ii) CMS makes the data requested in
paragraph (g)(1)(i) of this section avail-
able to eligible PDP sponsors, in ac-
cordance with all applicable laws. The
data is provided at least quarterly on a
specified release date, and in an elec-
tronic format to be determined by
CMS.

(iii) If CMS determines or has a rea-
sonable belief that the PDP sponsor
has violated the requirements of this
paragraph (g) or that unauthorized
uses, reuses, or disclosures of the Medi-
care claims data have taken place, at
CMS’ sole discretion, the PDP sponsor
may be denied further access to the
data described in paragraph (g)(2) of
this section.

(2) Data described. The data that may
be requested under paragraph (g)(1) of
this section are standardized extracts
of claims data under Medicare parts A
and B for items and services furnished
under such parts to beneficiaries who
are enrolled in a plan offered by the
PDP sponsor at the time of the disclo-
sure.

(3) Purposes. A PDP sponsor must
comply with all laws that may be ap-
plicable to data received under this
provision, including State and Federal
privacy and security laws, and, further-
more subject to the limitations in
paragraph (g)(4) of this section may
only use or disclose the data provided
by CMS under paragraph (g)(1) of this
section for the following purposes:
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(i) To optimize therapeutic outcomes
through improved medication use, as
such phrase is used in paragraph
(d)(1)(@) of this section.

(ii) To improve care coordination so
as to prevent adverse health outcomes,
such as preventable emergency depart-
ment visits and hospital readmissions.

(iii) For activities falling under para-
graph (1) of the definition of ‘‘health
care operations” under 45 CFR 164.501.

(iv) For activities falling under para-
graph (2) of the definition of ‘‘health
care operations” under 45 CFR 164.501.

(v) For ‘“fraud and abuse detection or
compliance activities’”” under 45 CFR
164.506(c)(4)(ii).

(vi) For disclosures that qualify as
“required by law’ disclosures at 45
CFR 164.103.

(4) Limitations. A PDP sponsor must
comply with the following require-
ments regarding the data provided by
CMS under this paragraph (g):

(i) The PDP sponsor will not use the
data to inform coverage determina-
tions under Part D.

(ii) The PDP sponsor will not use the
data to conduct retroactive reviews of
medically accepted indications deter-
minations.

(iii) The PDP sponsor will not use the
data to facilitate enrollment changes
to a different prescription drug plan or
an MA-PD plan offered by the same
parent organization.

(iv) The PDP sponsor will not use the
data to inform marketing of benefits.

(v) The PDP sponsor will contrac-
tually bind its contractors that have
access to the Medicare claims data,
and require their contractors to con-
tractually bind any other potential
downstream data recipients, to the
terms and conditions imposed on the
PDP sponsor under this paragraph (g).

(5) Ensuring the privacy and security of
data. As a condition of receiving the re-
quested data, the PDP sponsor must at-
test that it will adhere to the per-
mitted uses and limitations on the use
of the Medicare claims data listed in
paragraphs (g)(3) and (4) of this section.

[70 FR 4525, Jan. 28, 2005, as amended at 75
FR 19818, Apr. 15, 2010; 75 FR 32860, June 10,
2010; 76 FR 21573, Apr. 15, 2011; 77 FR 22169,
Apr. 12, 2012; 80 FR 7963, Feb. 12, 2015; 83 FR
16739, Apr. 16, 2018; 84 FR 15841, Apr. 16, 2019;
86 FR 6116, Jan. 19, 2021; 89 FR 30834, Apr. 23,
2024; 89 FR 79452, Sept. 30, 2024]
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§423.154 Appropriate dispensing of
prescription drugs in long-term
care facilities under PDPs and MA-
PD plans.

(a) In general. Except as provided in
paragraph (b) of this section, when dis-
pensing covered Part D drugs to enroll-
ees who reside in long-term care facili-
ties, a Part D sponsor must—

(1) Require all pharmacies servicing
long-term care facilities, as defined in
§423.100 to—

(i) Dispense solid oral doses of brand-
name drugs, as defined in §423.4, to en-
rollees in such facilities in no greater
than 14-day increments at a time;

(ii) Permit the use of uniform dis-
pensing techniques for Part D drugs
dispensed to enrollees in long-term
care facilities under paragraph (a)(1)()
of this section as defined by each of the
long-term care facilities in which such
enrollees reside; and

(2) Not penalize long-term care facili-
ties’ choice of more efficient uniform
dispensing techniques described in
paragraph (a)(1)(ii) of this section by
prorating dispensing fees based on
days’ supply or quantity dispensed.

(3) Ensure that any difference in pay-
ment methodology among long-term
care pharmacies incentivizes more effi-
cient dispensing techniques.

(4) Collect and report information, in
a form and manner specified by CMS,
on the dispensing methodology used for
each dispensing event described by
paragraph (a)(1) of this section.

(b) Exclusions. CMS excludes from the
requirements under paragraph (a) of
this section—

(1) Solid oral doses of antibiotics; or

(2) Solid oral doses that are dispensed
in their original container as indicated
in the Food and Drug Administration
Prescribing Information or are custom-
arily dispensed in their original pack-
aging to assist patients with compli-
ance (for example, oral contraceptives).

(c) Waivers. CMS waives the require-
ments under paragraph (a) of this sec-
tion, except paragraphs (a)(2) and (3) o
this section, for pharmacies when they
service intermediate care facilities for
individuals with intellectual disabil-
ities (ICFs/IID) and institutes for men-
tal disease (IMDs) as defined in
§435.1010 and for I/T/U pharmacies (as
defined in §423.100).
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