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reference in paragraph (c)(1)(ii) of this sec-
tion) for transmitting formulary and bene-
fits information between prescribers and 
Medicare Part D sponsors. 

(ii) Formulary and benefits. On The National 
Council for Prescription Drug Programs For-
mulary and Benefits Standard, Implementa-
tion Guide, Version 1, Release 0 (Version 1.0), 
October 2005 (incorporated by reference in 
paragraph (c)(1)(ii) of this section), or The 
National Council for Prescription Drug Pro-
grams Formulary and Benefits Standard, Im-
plementation Guide, Version 3, Release 0 
(Version 3.0), April 2012 (incorporated by ref-
erence in paragraph (c)(1)(vi) of this section) 
for transmitting formulary and benefits in-
formation between prescribers and Medicare 
Part D sponsors. 

(iii) Formulary and benefits. The National 
Council for Prescription Drug Programs For-
mulary and Benefits Standard, Implementa-
tion Guide, Version 3, Release 0 (Version 3.0), 
April 2012 (incorporation by reference in 
paragraph (c)(1)(vi) of this section) for trans-
mitting formulary and benefits information 
between prescribers and Medicare Part D 
sponsors. 

* * * * * 

(c) * * * 
(1) * * * 
(vi) The National Council for Prescription 

Drug Programs Formulary and Benefits 
Standard, Implementation Guide, Version 3, 
Release 0 (Version 3.0), published April 2012. 

* * * * * 

§ 423.162 Quality improvement organi-
zation activities. 

(a) General rule. Quality improvement 
organizations (QIOs) are required to 
offer providers, practitioners, and Part 
D sponsors quality improvement assist-
ance pertaining to health care services, 
including those related to prescription 
drug therapy, in accordance with con-
tracts established with the Secretary. 

(b) Collection of information. Informa-
tion collected, acquired, or generated 
by a QIO in the performance of its re-
sponsibilities under this section is sub-
ject to the confidentiality provisions of 
part 480 of this chapter. Part D spon-
sors are required to provide specified 
information to CMS for distribution to 
the QIOs as well as directly to QIOs. 

(c) Applicability of QIO confidentiality 
provisions. The provisions of part 480 of 
this chapter apply to Part D sponsors 
in the same manner as such provisions 

apply to institutions under part 480 of 
this chapter. 

§ 423.165 Compliance deemed on the 
basis of accreditation. 

(a) General rule. A Part D sponsor is 
deemed to meet all of the requirements 
of any of the areas described in para-
graph (b) of this section if— 

(1) The Part D sponsor is fully ac-
credited (and periodically reaccredited) 
for the standards related to the appli-
cable area under paragraph (b) of this 
section by a private, national accredi-
tation organization approved by CMS; 
and 

(2) The accreditation organization 
uses the standards approved by CMS 
for the purposes of assessing the Part D 
sponsor’s compliance with Medicare re-
quirements. 

(b) Deemable requirements. The re-
quirements relating to the following 
areas are deemable: 

(1) Access to covered drugs, as pro-
vided under §§ 423.120 and 423.124. 

(2) Drug utilization management pro-
grams, quality assurance measures and 
systems, and MTMPs as provided under 
§ 423.153. 

(3) Privacy, confidentiality, and ac-
curacy of enrollee records, as provided 
under § 423.136. 

(c) Effective date of deemed status. The 
date the Part D sponsor is deemed to 
meet the applicable requirements is 
the later of the following: 

(1) The date the accreditation organi-
zation is approved by CMS. 

(2) The date the Part D sponsor is ac-
credited by the accreditation organiza-
tion. 

(d) Obligations of deemed Part D spon-
sors. A Part D sponsor deemed to meet 
Medicare requirements must— 

(1) Submit to surveys by CMS to vali-
date its accreditation organization’s 
accreditation process; and 

(2) Authorize its accreditation orga-
nization to release to CMS a copy of its 
most recent accreditation survey, to-
gether with any survey-related infor-
mation that CMS may require (includ-
ing corrective action plans and sum-
maries of unmet CMS requirements). 

(e) Removal of deemed status. CMS re-
moves part or all of a Part D sponsor’s 
deemed status for any of the following 
reasons— 
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