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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. Each 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-

scribed in paragraphs (b), (c), 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 utilization 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) Exceptions. 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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