§423.150

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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