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(i) To optimize therapeutic outcomes 
through improved medication use, as 
such phrase is used in paragraph 
(d)(1)(i) 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. 
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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)(i) 
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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