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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 Conirol 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) Consumer satisfaction surveys of
Part D plans.

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

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

(e) Compliance deemed on the basis
of accreditation.

(f) Accreditation organizations.

(g) 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]

§423.153 Drug utilization manage-
ment, quality assurance, and medi-
cation therapy management pro-
grams (MTMPs).

(a) General rule. Bach Part D sponsor
must have established, for covered Part
D drugs furnished through a Part D
plan, a drug utilization management
program, quality assurance measures
and systems, and an MTMP as de-
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scribed in paragraphs (b), (¢), and (d) of
this section.

(b) Drug wutilization management. A
Part D sponsor must have established a
reasonable and appropriate drug utili-
zation management program that—

(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; and

(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.

(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
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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.

(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.

(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—

(i) Have multiple chronic diseases;

(ii) Are taking multiple Part D drugs;
and

(iii) Are likely to incur annual costs
for covered Part D drugs that exceed a
predetermined level as specified by the
Secretary.

(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.

(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

§423.159

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.

(i1) 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) Ezxception 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.

§423.156 Consumer satisfaction sur-
veys.

CMS conducts consumer satisfaction
surveys of Part D plan enrollees simi-
lar to the surveys it conducts of MA
enrollees under §422.152 (b) of this
chapter.

§423.159 Electronic prescription drug

program.

(a) Definitions. For purposes of this
section, the following definitions
apply:

Dispenser means a person or other
legal entity licensed, registered, or
otherwise permitted by the jurisdiction
in which the person practices or the en-
tity is located to provide drug products
for human use by prescription in the
course of professional practice.

Electronic media has the same mean-
ing given this term in 45 CFR 160.103.

E-prescribing means the transmission
using electronic media, of prescription
or prescription-related information be-
tween a prescriber, dispenser, phar-
macy benefit manager, or health plan,
either directly or through an inter-
mediary, including an e-prescribing
network. E-prescribing includes, but is
not limited to, two-way transmissions
between the point of care and the dis-
penser.
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