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privacy of any information that identi-
fies a particular enrollee and have pro-
cedures that specify—

(1) For what purposes the informa-
tion is used within the organization;
and

(2) To whom and for what purposes it
discloses the information outside the
organization.

(b) Ensure that medical information
is released only in accordance with ap-
plicable Federal or State law, or under
court orders or subpoenas.

(c) Maintain the records and informa-
tion in an accurate and timely manner.

(d) Ensure timely access by enrollees
to the records and information that
pertain to them.

Subpart D—Cost Control and
Quality Improvement Require-
ments

§423.150 Scope.

This subpart sets forth the require-
ments relating to the following:

(a) Drug utilization management pro-
grams, quality assurance measures and
systems, and medication therapy man-
agement programs (MTMP) for Part D
sponsors.

(b) Appropriate dispensing of pre-
scription drugs in long-term care fa-
cilities under PDPs and MA-PD plans.

(c) Consumer satisfaction surveys of
Part D plans.

(d) Electronic prescription drug pro-
grams for prescribers, dispensers, and
Part D sponsors.

(e) Quality improvement organiza-
tion (QIO) activities.

(f) Compliance deemed on the basis of
accreditation.

(g) Accreditation organizations.

(h) Procedures for the approval of ac-
creditation organizations as a basis for
deeming compliance.

[70 FR 4525, Jan. 28, 2005, as amended at 70
FR 67593, Nov. 7, 2005; 76 FR 21573, Apr. 15,
2011]

§423.153 Drug utilization manage-
ment, quality assurance, medication
therapy management programs
(MTMPs), drug management pro-
grams, and access to Medicare
Parts A and B claims data extracts.

(a) General rule. Bach Part D sponsor
must have established, for covered Part
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D drugs furnished through a Part D
plan, a drug utilization management
program, quality assurance measures
and systems, and an MTMP as de-
scribed in paragraphs (b), (¢), and (d) of
this section. No later than January 1,
2022, a Part D plan sponsor must have
established a drug management pro-
gram for at-risk beneficiaries enrolled
in their prescription drug benefit plans
to address overutilization of frequently
abused drugs, as described in paragraph
(f) of this section.

(b) Drug wutilization management. A
Part D sponsor must have established a
reasonable and appropriate drug utili-
zation management program that ad-
dress all of the following:

(1) Includes incentives to reduce
costs when medically appropriate.

(2) Maintains policies and systems to
assist in preventing over-utilization
and under-utilization of prescribed
medications.

(3) Provides CMS with information
concerning the procedures and per-
formance of its drug utilization man-
agement program, according to guide-
lines specified by CMS.

(4)(i) Daily cost sharing rate. Subject
to paragraph (b)(4)(ii) of this section,
establishes a daily cost-sharing rate (as
defined in §423.100) and applies it to a
prescription presented to a network
pharmacy for a covered Part D drug
that is dispensed for a supply less than
the approved month’s supply, if the
drug is in the form of a solid oral dose
and may be dispensed for less than the
approved month’s supply under appli-
cable law.

(ii) Ezxceptions. The requirements of
paragraph (b)(4)(i) of this section do
not apply to either of the following:

(A) Solid oral doses of antibiotics.

(B) Solid oral doses that are dis-
pensed in their original container as
indicated in the Food and Drug Admin-
istration Prescribing Information or
are customarily dispensed in their
original packaging to assist patients
with compliance.

(iii) Cost-sharing—(A) Copayments. In
the case of a drug that would incur a
copayment, the Part D sponsor must
apply cost-sharing as calculated by
multiplying the applicable daily cost-
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sharing rate by the days’ supply actu-
ally dispensed when the beneficiary re-
ceives less than the approved month’s
supply.

(B) Coinsurance. In the case of a drug
that would incur a coinsurance per-
centage, the Part D sponsor must apply
the coinsurance percentage for the
drug to the days’ supply actually dis-
pensed.

(c) Quality assurance. A Part D spon-
sor must have established quality as-
surance measures and systems to re-
duce medication errors and adverse
drug interactions and improve medica-
tion use that include all of the fol-
lowing—

(1) Representation that network pro-
viders are required to comply with
minimum standards for pharmacy
practice as established by the States.

(2) Concurrent drug utilization re-
view systems, policies, and procedures
designed to ensure that a review of the
prescribed drug therapy is performed
before each prescription is dispensed to
an enrollee in a sponsor’s Part D plan,
typically at the point-of-sale or point
of distribution. The review must in-
clude, but not be limited to,

(i) Screening for potential drug ther-
apy problems due to therapeutic dupli-
cation.

(ii) Age/gender-related contraindica-
tions.

(iii) Over-utilization and under-utili-
zation.

(iv) Drug-drug interactions.

(v) Incorrect drug dosage or duration
of drug therapy. (vi) Drug-allergy con-
traindications.

(vii) Clinical abuse/misuse.

(3) Retrospective drug utilization re-
view systems, policies, and procedures
designed to ensure ongoing periodic ex-
amination of claims data and other
records, through computerized drug
claims processing and information re-
trieval systems, in order to identify
patterns of inappropriate or medically
unnecessary care among enrollees in a
sponsor’s Part D plan, or associated
with specific drugs or groups of drugs.

(4) Internal medication error identi-
fication and reduction systems.

(5) Provision of information to CMS
regarding its quality assurance meas-
ures and systems, according to guide-
lines specified by CMS.

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

(d) Medication therapy management
program (MTMP)—1) General rule. A
Part D sponsor must have established a
MTMP that—

(i) Is designed to ensure that covered
Part D drugs prescribed to targeted
beneficiaries described in paragraph
(d)(2) of this section are appropriately
used to optimize therapeutic outcomes
through improved medication use;

(ii) Is designed to reduce the risk of
adverse events, including adverse drug
interactions, for targeted beneficiaries
described in paragraph (d)(2) of this
section;

(iii) May be furnished by a phar-
macist or other qualified provider; and

(iv) May distinguish between services
in ambulatory and institutional set-
tings.

(v) Must enroll targeted beneficiaries
using an opt-out method of enrollment
only.

(vi) Must target beneficiaries for en-
rollment in the MTMP at least quar-
terly during each plan year.

(vii) Must offer a minimum level of
medication therapy management serv-
ices for each beneficiary enrolled in the
MTMP that includes all of the fol-
lowing:

(A) Interventions for both bene-
ficiaries and prescribers.

(B) Annual comprehensive medication
review with written summaries. (1) The
beneficiary’s comprehensive medica-
tion review—

(1) Must include an interactive, per-
son-to-person, or telehealth consulta-
tion performed by a pharmacist or
other qualified provider; and

(ii) May result in a recommended
medication action plan.

(2) If a beneficiary is offered the an-
nual comprehensive medication review
and is unable to accept the offer to par-
ticipate, the pharmacist or other quali-
fied provider may perform the com-
prehensive medication review with the
beneficiary’s prescriber, caregiver, or
other authorized individual.

(C) Quarterly targeted medication re-
views with follow-up interventions
when necessary.

(D) Standardized action plans and
summaries that comply with require-
ments as specified by CMS for the
standardized format.
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(BE) Beginning January 1, 2022, for en-
rollees targeted in paragraph (d)(2) of
this section, provide at least annually
as part of the comprehensive medica-
tion review, a targeted medication re-
view, or other MTM correspondence or
service, information about safe dis-
posal of prescription drugs that are
controlled substances, drug take back
programs, in-home disposal and cost-
effective means to safely dispose of
such drugs.

(F) The information to be provided
under paragraph (d)(1)(vii)(E) of this
section must comply with all require-
ments of §422.111(j) of this chapter.

(2) Targeted beneficiaries. Targeted
beneficiaries for the MTMP described
in paragraph (d)(1) of this section are
enrollees in the sponsor’s Part D plan
who meet the characteristics of at
least one of the following two groups:

(i)(A) Have multiple chronic diseases,
with three chronic diseases being the
maximum number a Part D plan spon-
sor may require for targeted enroll-
ment;

(B) Are taking multiple Part D drugs,
with eight Part D drugs being the max-
imum number of drugs a Part D plan
sponsor may require for targeted en-
rollment; and

(C) Are likely to incur the following
annual Part D drug costs:

(I) For 2011, costs for covered Part D
drugs greater than or equal to $3,000.

(2) For 2012 and subsequent years,
costs for covered Part D drugs in an
amount greater than or equal to $3,000
increased by the annual percentage
specified in §423.104(d)(5)(iv); or

(ii) Beginning January 1, 2022, are at-
risk beneficiaries as defined in §423.100.

(3) Use of experts. The MTMP must be
developed in cooperation with licensed
and practicing pharmacists and physi-
cians.

(4) Coordination with care management
plans. The MTMP must be coordinated
with any care management plan estab-
lished for a targeted individual under a
chronic care improvement program
(CCIP) under section 1807 of the Act. A
Part D sponsor must provide drug
claims data to CCIPs for those bene-
ficiaries that are enrolled in CCIPs in a
manner specified by CMS.
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(5) Considerations in pharmacy fees. An
applicant to become a Part D sponsor
must—

(i) Describe in its application how it
takes into account the resources used
and time required to implement the
MTMP it chooses to adopt in estab-
lishing fees for pharmacists or others
providing MTMP services for covered
Part D drugs under a Part D plan.

(ii) Disclose to CMS upon request the
amount of the management and dis-
pensing fees and the portion paid for
MTMP services to pharmacists and
others upon request. Reports of these
amounts are protected under the provi-
sions of section 1927(b)(3)(D) of the Act.

(6) MTMP reporting. A Part D sponsor
must provide CMS with information re-
garding the procedures and perform-
ance of its MTMP, according to guide-
lines specified by CMS.

(e) Exception for private fee-for-service
MA plans offering qualified prescription
drug coverage. In the case of an MA
plan described in §422.4(a)(3) of this
chapter providing qualified prescrip-
tion drug coverage, the requirements
under paragraphs (b) and (d) of this sec-
tion do not apply.

(f) Drug management programs. A drug
management program must meet all
the following requirements:

(1) Written policies and procedures. A
sponsor must document its drug man-
agement program in written policies
and procedures that are approved by
the applicable P&T committee and re-
viewed and updated as appropriate. In
the case of a Part D sponsor, including
a PACE organization, without its own
or a contracted P&T committee be-
cause it does not use a formulary, the
written policies and procedures de-
scribed in this section must be ap-
proved by the Part D sponsor’s medical
director as described at §423.562(a)(5)
(or, for a PACE organization, at
§460.60(b)) and applicable clinical and
other staff or contractors as deter-
mined appropriate by the medical di-
rector. These policies and procedures
must address all aspects of the spon-
sor’s drug management program, in-
cluding but not limited to the fol-
lowing:

(i) The appropriate credentials of the
clinical staff conducting case manage-
ment required under paragraph (f)(2) of
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this section, including that the staff
must have a current and unrestricted
license to practice within the scope of
his or her profession in a State, Terri-
tory, Commonwealth of the United
Stated (that is, Puerto Rico), or the
District of Columbia.

(ii) The necessary and appropriate
contents of files for case management
required under paragraph (f)(2) of this
section, which must include docu-
mentation of the substance of pre-
scriber and beneficiary contacts.

(iii) Monitoring reports and notifica-
tions about incoming enrollees who
meet the definition of an at-risk bene-
ficiary or a potential at-risk bene-
ficiary in §423.100 and responding to re-
quests from other sponsors for informa-
tion about at-risk beneficiaries and po-
tential at-risk beneficiaries who re-
cently disenrolled from the sponsor’s
prescription drug benefit plan.

(2) Case management/clinical contact/
prescriber wverification—(i) General rule.
The sponsor’s clinical staff must con-
duct case management for each poten-
tial at-risk beneficiary for the purpose
of engaging in clinical contact with the
prescribers of frequently abused drugs
and verifying whether a potential at-
risk beneficiary is an at-risk bene-
ficiary. Except as provided in para-
graph (f)(2)(ii) of this section, the spon-
sor must do all of the following:

(A) Send written information to the
beneficiary’s prescribers that the bene-
ficiary met the clinical guidelines and
is a potential at risk beneficiary.

(B) Elicit information from the pre-
scribers about any factors in the bene-
ficiary’s treatment that are relevant to
a determination that the beneficiary is
an at-risk beneficiary, including
whether prescribed medications are ap-
propriate for the beneficiary’s medical
conditions or the beneficiary is an ex-
empted beneficiary.

(C) In cases where prescribers have
not responded to the inquiry described
in paragraph (f)(2)(i)(B) of this section,
make reasonable attempts to commu-
nicate with the prescribers tele-
phonically and/or by another effective
communication method designed to
elicit a response from the prescribers
within a reasonable period after send-
ing the written information.

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

(ii) Exception for identification by prior
plan. If a beneficiary was identified as
a potential at-risk or an at-risk bene-
ficiary by his or her most recent prior
plan and such identification has not
been terminated in accordance with
paragraph (f)(14) of this section, the
sponsor meets the requirements in
paragraph (f)(2)(i) of this section, so
long as the sponsor obtains case man-
agement information from the previous
sponsor and such information is still
clinically adequate and up to date.

(3) Limitation on access to coverage for
frequently abused drugs. Subject to the
requirements of paragraph (f)(4) of this
section, a Part D plan sponsor may do
any or all of the following:

(i) Implement a point-of-sale claim
edit for frequently abused drugs that is
specific to an at-risk beneficiary.

(ii) In accordance with paragraphs
(£)(9) and (13) of this section, limit an
at-risk beneficiary’s access to coverage
for frequently abused drugs to those
that are—

(A) Prescribed for the beneficiary by
one or more prescribers;

(B) Dispensed to the beneficiary by
one or more network pharmacies; or

(C) Both.

(iii)(A) If the sponsor implements an
edit as specified in paragraph (f)(3)(i) of
this section, the sponsor must not
cover frequently abused drugs for the
beneficiary in excess of the edit, unless
the edit is terminated or revised based
on a subsequent determination, includ-
ing a successful appeal.

(B) If the sponsor limits the at-risk
beneficiary’s access to coverage as
specified in paragraph (f)(3)(ii) of this
section, the sponsor must cover fre-
quently abused drugs for the bene-
ficiary only when they are obtained
from the selected pharmacy(ies) or pre-
scriber(s) or both, as applicable—

(I) In accordance with all other cov-
erage requirements of the beneficiary’s
prescription drug benefit plan, unless
the limit is terminated or revised
based on a subsequent determination,
including a successful appeal; and

(2) Except as necessary to provide
reasonable access in accordance with
paragraph (f)(12) of this section.

(4) Requirements for limiting access to
coverage for frequently abused drugs. (1)
A sponsor may not limit the access of
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an at-risk beneficiary to coverage for
frequently abused drugs under para-
graph (f)(3) of this section, unless the
sponsor has done all of the following:

(A) Conducted case management as
required by paragraph (f)(2) of this sec-
tion and updated it, if necessary.

(B) Except in the case of a pharmacy
limitation imposed pursuant to para-
graph (f)(3)(ii)(B) of this section, ob-
tained the agreement of at least one
prescriber of frequently abused drugs
for the beneficiary that the specific
limitation is appropriate.

(C) Provided the notices to the bene-
ficiary in compliance with paragraphs
(£)(5) and (6) of this section.

(ii)(A) Except as provided in para-
graph paragraph (£)(3)(ii)(A) of this
sectionregarding a prescriber limita-
tion, if the sponsor has complied with
the requirement of paragraph para-
graph (£)(2)(i1)(B) of this section about
attempts to reach prescribers, and the
prescribers were not responsive after 3
attempts by the sponsor to contact
them within 10 business days, then the
sponsor has met the requirement of
paragraph (f)(4)(i)(B) of this section for
eliciting information from the pre-
scribers.

(B) The sponsor may not implement a
prescriber limitation pursuant to para-
graph (f)(3)(ii)(A) of this section if no
prescriber was responsive.

(5) Imitial notice to a beneficiary. (1)
After conducting the case management
required by paragraph (f)(2) of this sec-
tion, a Part D sponsor that intends to
limit the access of a potential at-risk
beneficiary, or subject to the exception
in paragraph (f)(8)(ii) of this section, of
an at-risk beneficiary (as defined in
subparagraph (2) of the definition in
§423.100), to coverage for frequently
abused drugs under paragraph (£)(3) of
this section must provide an initial
written notice to the beneficiary.

(ii) The notice must do all of the fol-
lowing:

(A) Use language approved by the
Secretary.

(B) Be in a readable and understand-
able form.

(C) Provide all of the following infor-
mation:

(I) An explanation that the bene-
ficiary’s current or immediately prior
Part D plan sponsor has identified the

§423.153

beneficiary as a potential at-risk bene-
ficiary.

(2) A description, of all State and
Federal public health resources that
are designed to address prescription
drug abuse to which the beneficiary
has access, including mental health
and other counseling services and in-
formation on how to access such serv-
ices, including any such services cov-
ered by the plan under its Medicare
benefits, supplemental benefits, or
Medicaid benefits (if the plan inte-
grates coverage of Medicare and Med-
icaid benefits).

(3) An explanation of the bene-
ficiary’s right to a redetermination if
the sponsor issues a determination
that the beneficiary is an at-risk bene-
ficiary and the standard and expedited
redetermination processes described at
§§423.582 and 423.584, including notice
that if on redetermination the plan
sponsor affirms its denial, in whole or
in part, the case must be automatically
forwarded to the independent review
entity contracted with CMS for review
and resolution.

(4) A request that the beneficiary
submit to the sponsor within 30 days of
the date of this initial notice any infor-
mation that the beneficiary believes is
relevant to the sponsor’s determina-
tion, including which prescribers and
pharmacies the beneficiary would pre-
fer the sponsor to select if the sponsor
implements a limitation under para-
graph (£)(3)(ii) of this section.

(5) An explanation of the meaning
and consequences of being identified as
an at-risk beneficiary, including the
following:

(1) An explanation of the sponsor’s
drug management program, the spe-
cific limitation the sponsor intends to
place on the beneficiary’s access to
coverage for frequently abused drugs
under the program.

(i) The timeframe for the sponsor’s
decision.

(7i1) If applicable, any limitation on
the availability of the special enroll-
ment period described in §423.38.

(6) Clear instructions that explain
how the beneficiary can contact the
sponsor, including how the beneficiary
may submit information to the sponsor
in response to the request described in
paragraph (f)(6)(ii)(C)(4) of this section.
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(7) Contact information for other or-
ganizations that can provide the bene-
ficiary with assistance regarding the
sponsor’s drug management program.

(8) Other content that CMS deter-
mines is necessary for the beneficiary
to understand the information required
in this notice.

(iii) The Part D plan sponsor must
make reasonable efforts to provide the
beneficiary’s prescriber(s) of frequently
abused drugs with a copy of the notice
required under paragraph (f)(5)(i) of
this section.

(iv) If the Part D plan sponsor subse-
quently intends to make a change to
the terms of an ongoing limitation(s)
established under paragraph (f)(3) of
this section, including the intention to
impose an additional limitation on the
at-risk beneficiary, the sponsor must
comply with the requirements of para-
graph (£)(3) of this section, as well as
all applicable requirements for bene-
ficiary notices described in paragraphs
(£)(5) through (8) of this section.

(6) Second notice. (i) Upon making a
determination that a beneficiary is an
at-risk beneficiary and to limit the
beneficiary’s access to coverage for fre-
quently abused drugs under paragraph
(£)(3) of this section, a Part D sponsor
must provide a second written notice
to the beneficiary.

(ii) The second notice must do all of
the following:

(A) Use language approved by the
Secretary.

(B) Be in a readable and understand-
able form.

(C) Provide all of the following infor-
mation:

(I) An explanation that the bene-
ficiary’s current or immediately prior
Part D plan sponsor has identified the
beneficiary as an at-risk beneficiary.

(2) An explanation that the bene-
ficiary is subject to the requirements
of the sponsor’s drug management pro-
gram, including—

(1) The limitation the sponsor is plac-
ing on the beneficiary’s access to cov-
erage for frequently abused drugs and
the effective and end date of the limi-
tation; and

(i1) If applicable, any limitation on
the availability of the special enroll-
ment period described in §423.38.

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

(3) The prescriber(s) or pharmacy(ies)
or both, if and as applicable, from
which the beneficiary must obtain fre-
quently abused drugs in order for them
to be covered by the sponsor.

(4) An explanation of the bene-
ficiary’s right to a redetermination
under §423.580, including all of the fol-
lowing:

(i) A description of both the standard
and expedited redetermination proc-
esses.

(i) The beneficiary’s right to, and
conditions for, obtaining an expedited
redetermination.

(iii) Notice that if on redetermination
the plan sponsor affirms its denial, in
whole or in part, the case must be
automatically forwarded to the inde-
pendent review entity contracted with
CMS for review and resolution.

(5) An explanation that the bene-
ficiary may submit to the sponsor, if
the beneficiary has not already done
s0, the prescriber(s) and pharmacy(ies),
as applicable, from which the bene-
ficiary would prefer to obtain fre-
quently abused drugs.

(6) Clear instructions that explain
how the beneficiary may contact the
sponsor, including how the beneficiary
may submit information to the sponsor
in response to the request described in
paragraph (f)(6)(ii)(C)(5) of this section.

(7) Other content that CMS deter-
mines is necessary for the beneficiary
to understand the information required
in this notice.

(iii) The Part D plan sponsor must
make reasonable efforts to provide the
beneficiary’s prescriber(s) of frequently
abused drugs with a copy of the notice
required by paragraph (f)(6)(i) of this
section.

(T) Alternate second notice. (i) If, after
providing an initial notice to a poten-
tial at-risk beneficiary under para-
graph (f)(4) of this section, a Part D
sponsor determines that the potential
at-risk beneficiary is not an at-risk
beneficiary, the sponsor must provide
an alternate second written notice to
the beneficiary.

(ii) The alternate second notice must
do all of the following:

(A) Use language approved by the
Secretary.

(B) Be in a readable and understand-
able form.
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(C) Provide all of the following infor-
mation:

(I) The sponsor has determined that
the beneficiary is not an at-risk bene-
ficiary.

(2) The sponsor will not limit the
beneficiary’s access to coverage for fre-
quently abused drugs.

(3) If applicable, the SEP limitation
no longer applies.

(4) Clear instructions that explain
how the beneficiary may contact the
sponsor.

(5) Other content that CMS deter-
mines is necessary for the beneficiary
to understand the information required
in this notice.

(iii) The Part D sponsor must make
reasonable efforts to provide the bene-
ficiary’s prescriber(s) of frequently
abused drugs with a copy of the notice
required in accordance with paragraph
(£)(T)(1) of this section.

(8) Notices: Timing and exceptions. (i)
Subject to paragraph (£)(8)(ii) of this
section, a Part D sponsor must provide
the second notice described in para-
graph (f)(6) of this section or the alter-
nate second notice described in para-
graph (f)(7) of this section, as applica-
ble, on a date that is not less than 30
days after the date of the initial notice
described in paragraph (f)(5) of this sec-
tion and not more than the earlier of
the following two dates:

(A) The date the sponsor makes the
relevant determination.

(B) Sixty days after the date of the
initial notice described in paragraph
(f)(5) of this section.

(ii) A gaining plan sponsor may forgo
providing the initial notice and may
immediately provide a second notice
described in paragraph (f)(6) of this sec-
tion to an at-risk beneficiary as de-
fined in subparagraph (2) of the defini-
tion in §423.100), if the sponsor is im-
plementing either of the following:

(A) A Dbeneficiary-specific point-of-
sale claim edit as described in para-
graph (f)(3)(i) of this section, if the edit
is the same as the one that was imple-
mented in the immediately prior plan.

(B) A limitation on access to cov-
erage as described in paragraph (f)(3(ii)
of this section, if such limitation would
require the beneficiary to obtain fre-
quently abused drugs from the same lo-
cation of pharmacy and/or the same
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prescriber, as applicable, that was se-
lected under the immediately prior
plan under paragraph (f)(9) of this sec-
tion.

(9) Beneficiary preferences. Except as
described in paragraph (f)(10) of this
section, if a beneficiary submits pref-
erences for prescribers or pharmacies
or both from which the beneficiary pre-
fers to obtain frequently abused drugs,
the sponsor must do the following:

(1) Review such preferences.

(ii) If the beneficiary is—

(A) Enrolled in a stand-alone pre-
scription drug benefit plan and speci-
fies a prescriber(s) or network phar-
macy(ies) or both, select or change the
selection of prescriber(s) or network
pharmacy(ies) or both for the bene-
ficiary based on beneficiary’s pref-
erence(s).

(B) Enrolled in a Medicare Advantage
prescription drug benefit plan and
specifies a network prescriber(s) or
network pharmacy(ies) or both, select
or change the selection of prescriber(s)
or pharmacy(ies) or both for the bene-
ficiary based on the beneficiary’s pref-
erence(s).

(iii) The sponsor must inform the
beneficiary of the selection or change
in—

(A) The second notice; or

(B) If the second notice is not feasible
due to the timing of the beneficiary’s
submission, in a subsequent written
notice, issued no later than 14 days
after receipt of the submission.

(10) Ezxception to beneficiary pref-
erences. (i) If the Part D sponsor deter-
mines that the selection or change of a
prescriber or pharmacy under para-
graph (£)(9) of this section would con-
tribute to prescription drug abuse or
drug diversion by the at-risk bene-
ficiary, the sponsor may change the se-
lection without regard to the bene-
ficiary’s preferences if there is strong
evidence of inappropriate action by the
prescriber, pharmacy, or beneficiary.

(ii) If the sponsor changes the selec-
tion, the sponsor must provide the ben-
eficiary with—

(A) At least 30 days advance written
notice of the change; and

(B) A rationale for the change.

(11) Reasonable access. In making the
selections under paragraph (f)(12) of
this section, a Part D plan sponsor
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must ensure that the beneficiary con-
tinues to have reasonable access to fre-
quently abused drugs, taking into ac-
count all relevant factors, including
but not limited to—

(i) Geographic location;

(ii) Beneficiary preference;

(iii) The beneficiary’s predominant
usage of a prescriber or pharmacy or
both;

(iv) The impact on cost-sharing;

(v) Reasonable travel time;

(vi) Whether the beneficiary has mul-
tiple residences;

(vii) Natural disasters and similar
situations; and

(viii) The provision of emergency
services.

(12) Selection of prescribers and phar-
macies. (i) A Part D plan sponsor must
select, as applicable—

(A) One, or, if the sponsor reasonably
determines it necessary to provide the
beneficiary with reasonable access,
more than one, network prescriber who
is authorized to prescribe frequently
abused drugs for the beneficiary, unless
the plan is a stand-alone PDP, or the
selection of an out-of-network provider
is necessary; and

(B) One, or, if the sponsor reasonably
determines it necessary to provide the
beneficiary with reasonable access,
more than one, network pharmacy that
may dispense such drugs to such bene-
ficiary, unless the selection of an out-
of-network pharmacy is necessary.

(ii)(A) For purposes of this paragraph
(£)(12) of this section, in the case of a
pharmacy that has multiple locations
that share real-time electronic data,
all such locations of the pharmacy
must collectively be treated as omne
pharmacy.

(B) For purposes of this paragraph
(f)(12) of this section, in the case of a
group practice, all prescribers of the
group practice must be treated as one
prescriber.

(13) Confirmation of selections(s). (1)
Before selecting a prescriber or phar-
macy under this paragraph, a Part D
plan sponsor must notify the prescriber
or pharmacy, as applicable, that the
beneficiary has been identified for in-
clusion in the drug management pro-
gram for at-risk beneficiaries and that
the prescriber or pharmacy or both
is(are) being selected as the bene-
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ficiary’s designated prescriber or phar-
macy or both for frequently abused
drugs. For prescribers, this notification
occurs during case management as de-
scribed in paragraph (f)(2) or when the
prescriber provides agreement pursu-
ant to paragraph (f)(4)(i)(B) of this sec-
tion.

(ii) The sponsor must receive con-
firmation from the prescriber(s) or
pharmacy(ies) or both, as applicable,
that the selection is accepted before
conveying this information to the at-
risk beneficiary, unless the pharmacy
has agreed in advance in a network
agreement with the sponsor to accept
all such selections and the agreement
specifies how the pharmacy will be no-
tified by the sponsor of its selection.

(14) Termination of identification as an
at-risk beneficiary. The identification of
an at-risk beneficiary as such must ter-
minate as of the earlier of the fol-
lowing:

(i) The date the beneficiary dem-
onstrates through a subsequent deter-
mination, including but not limited to,
a successful appeal, that the bene-
ficiary is no longer likely, in the ab-
sence of the limitation under this para-
graph, to be an at-risk beneficiary; or

(ii)(A) The end of a one year period
calculated from the effective date of
the limitation, as specified in the no-
tice provided under paragraph (f)(6) of
this section, unless the limitation was
extended pursuant to paragraph
(£)(14)(ii)(B) of this section.

(B) The end of a two year period cal-
culated from the effective date of the
limitation, as specified in a notice pro-
vided under paragraph (f)(6) of this sec-
tion, subject to the following require-
ments:

(I) The plan sponsor determines at
the end of the one year period that
there is a clinical basis to extend the
limitation;

(2) Except in the case of a pharmacy
limitation imposed pursuant to para-
graph (f)(3)(ii)(B) of this section, the
plan sponsor has obtained the agree-
ment of a prescriber of frequently
abused drugs for the beneficiary that
the limitation should be extended.

(3) The plan sponsor has provided an-
other notice to the beneficiary in com-
pliance with paragraph (f)(6) of this
section.
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(4) If the prescribers were not respon-
sive after 3 attempts by the sponsor to
contact them within 10 business days,
then the sponsor has met the require-
ment of paragraph (f)(14)((ii1)(B)(2) of
this section.

(5) The sponsor may not extend a pre-
scriber limitation implemented pursu-
ant to paragraph (f)(3)(ii)(A) of this
section if no prescriber was responsive.

(15) Data disclosure. (i) CMS identifies
potential at-risk beneficiaries to the
sponsor of the prescription drug plan in
which the beneficiary is enrolled.

(ii) A Part D sponsor that operates a
drug management program must dis-
close any data and information to CMS
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.

(BE) 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
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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,
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. (i) Beginning in plan year
2020, a PDP sponsor may submit a re-
quest 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)(1) 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
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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:

(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
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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]

§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
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