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(6) Other circumstances where CMS 
deems compliance with the require-
ments of paragraph (a) of this section 
to be impossible or impracticable. 

(d) Modification of timing requirement. 
CMS modifies the requirement under 
paragraph (b) of this section under cir-
cumstances where CMS deems compli-
ance with this requirement to be im-
possible or impracticable. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19818, Apr. 15, 2010] 

§ 423.136 Privacy, confidentiality, and 
accuracy of enrollee records. 

For any medical records or other 
health and enrollment information it 
maintains with respect to enrollees, a 
PDP sponsor must establish procedures 
to do the following— 

(a) Abide by all Federal and State 
laws regarding confidentiality and dis-
closure of medical records, or other 
health and enrollment information. 
The PDP sponsor must safeguard the 
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, and medi-
cation therapy management pro-
grams (MTMPs). 

(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. 

(b) Drug utilization 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. 
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(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 
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. 

(v) Must enroll targeted beneficiaries 
using an opt-out method of enrollment 
only. 

(vi) Must target beneficiaries for en-
rollment in the MTMP at least quar-
terly during each plan year. 

(vii) Must offer a minimum level of 
medication therapy management serv-
ices for each beneficiary enrolled in the 
MTMP that includes all of the fol-
lowing: 

(A) Interventions for both bene-
ficiaries and prescribers. 

(B) Annual comprehensive medica-
tion review with written summaries. 
The comprehensive medication review 
must include an interactive, person-to- 
person, or telehealth consultation per-
formed by a pharmacist or other quali-
fied provider unless the beneficiary is 
in a long-term care setting and may re-
sult in a recommended medication ac-
tion plan. 

(C) Quarterly targeted medication re-
views with follow-up interventions 
when necessary. 

(D) Standardized action plans and 
summaries that comply with require-
ments as specified by CMS for the 
standardized format. 

(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 meet all of the following: 

(i) Have multiple chronic diseases, 
with three chronic diseases being the 
maximum number a Part D plan spon-
sor may require for targeted enroll-
ment. 

(ii) Are taking multiple Part D drugs, 
with eight Part D drugs being the max-
imum number of drugs a Part D plan 
sponsor may require for targeted en-
rollment. 

(iii) Are likely to incur the following 
annual Part D drug costs: 

(A) For 2011, costs for covered Part D 
drugs greater than or equal to $3,000. 

(B) For 2012 and subsequent years, 
costs for covered Part D drugs in an 
amount greater than or equal to $3000 
increased by the annual percentage 
specified in § 423.104(d)(5)(iv) of this 
part. 

(3) Use of experts. The MTMP must be 
developed in cooperation with licensed 
and practicing pharmacists and physi-
cians. 
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(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 
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. 

(ii) 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) Exception 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. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19818, Apr. 15, 2010; 75 FR 32860, June 10, 
2010; 76 FR 21573, Apr. 15, 2011] 

§ 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) 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, and on 
the nature and quantity of unused 
brand and generic drugs, as defined in 
§ 423.4, dispensed by the pharmacy to 
enrollees residing in a LTC facility. 
Reporting on unused drugs is waived 
for Part D sponsors for drugs dispensed 
by pharmacies that dispense both 
brand and generic drugs, as defined in 
§ 423.4, in no greater than 7-day incre-
ments. 

(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 for pharmacies when they service 
intermediate care facilities for the 
mentally retarded (ICFs/MR) and insti-
tutes for mental disease (IMDs) as de-
fined in § 435.1010 and for I/T/U phar-
macies (as defined in § 423.100). 

(d) Applicability date. The applica-
bility date for this section is January 
1, 2013. Nothing precludes a Part D 
sponsor and pharmacy from mutually 
agreeing to an earlier implementation 
date. 

(e) Copayments. Regardless of the 
number of incremental dispensing 
events, the total cost sharing for a 
Part D drug to which the dispensing re-
quirements under this paragraph (a) 
apply must be no greater than the 
total cost sharing that would be im-
posed for such Part D drug if the re-
quirements under paragraph (a) of this 
section did not apply. 
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(f) Unused drugs returned to the phar-
macy. The terms and conditions that 
must be offered by a Part D sponsor 
under § 423.120(a)(5) must include provi-
sions that address the disposal of drugs 
that have been dispensed to an enrollee 
in a long-term care facility but not 
used and which have been returned to 
the pharmacy, in accordance with Fed-
eral and State regulations, as well as 
whether return for credit and reuse is 
authorized where permitted under 
State law. 

[76 FR 21573, Apr. 15, 2011] 

§ 423.156 Consumer satisfaction sur-
veys. 

Part D contracts with 600 or more en-
rollees as of July of the prior year 
must contract with approved Medicare 
Consumer Assessment of Healthcare 
Providers and Systems (CAHPS) survey 
vendors to conduct the Medicare 
CAHPS satisfaction survey of Part D 
plan enrollees in accordance with CMS 
specifications and submit the survey 
data to CMS. 

[75 FR 19818, Apr. 15, 2010] 

§ 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. 

Electronic prescription drug program 
means a program that provides for e- 
prescribing for covered Part D drugs 

prescribed for Part D eligible individ-
uals. 

Prescriber means a physician, dentist, 
or other person licensed, registered, or 
otherwise permitted by the U.S. or the 
jurisdiction in which he or she prac-
tices, to issue prescriptions for drugs 
for human use. 

Prescription-related information means 
information regarding eligibility for 
drug benefits, medication history, or 
related health or drug information for 
Part D eligible individuals. 

(b) [Reserved] 
(c) Requirement. Part D sponsors must 

support and comply with electronic 
prescription standards relating to cov-
ered Part D drugs for Part D enrollees 
developed by CMS once final standards 
are effective. 

(d) Promotion of electronic prescribing 
by MA-PD plans. An MA organization 
offering an MA-PD plan may provide 
for a separate or differential payment 
to a participating physician that pre-
scribes covered Part D drugs in accord-
ance with electronic prescription 
standards, including initial standards 
and final standards established by CMS 
once final standards are effective. Any 
payments must be in compliance with 
applicable Federal and State laws re-
lated to fraud and abuse, including the 
physician self-referral prohibition (sec-
tion 1877 of the Act) and the Federal 
anti kickback statute (section 1128B(b) 
of the Act). 

[70 FR 4525, Jan. 28, 2005, as amended at 70 
FR 67593, Nov. 7, 2005] 

§ 423.160 Standards for electronic pre-
scribing. 

(a) General rules. (1) Part D sponsors 
must establish and maintain an elec-
tronic prescription drug program that 
complies with the applicable standards 
in paragraph (b) of this section when 
transmitting, directly or through an 
intermediary, prescriptions and pre-
scription-related information using 
electronic media for covered Part D 
drugs for Part D eligible individuals. 

(2) Except as provided in paragraph 
(a)(3) of this section, prescribers and 
dispensers that transmit, directly or 
through an intermediary, prescriptions 
and prescription-related information 
using electronic media must comply 
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with the applicable standards in para-
graph (b) of this section when e-pre-
scribing for covered Part D drugs for 
Part D eligible individuals. 

(3) Exemptions. (i) Until January 1, 
2012, entities transmitting prescrip-
tions or prescription-related informa-
tion by means of computer-generated 
facsimile are exempt from the require-
ment to use the NCPDP SCRIPT 
Standard adopted by this section in 
transmitting such prescriptions or pre-
scription-related information. After 
January 1, 2012, entities transmitting 
prescriptions or prescription-related 
information must utilize the NCPSP 
SCRIPT standard in all instances other 
than temporary/transient network 
transmission failures. 

(ii) After January 1, 2009, electronic 
transmission of prescriptions or pre-
scription-related information by means 
of computer-generated facsimile is 
only permitted in instances of tem-
porary/transient transmission failure 
and communication problems that 
would preclude the use of the NCPDP 
SCRIPT Standard adopted by this sec-
tion. 

(iii) Entities may use either HL7 
messages or the NCPDP SCRIPT 
Standard to transmit prescriptions or 
prescription-related information inter-
nally when the sender and the recipient 
are part of the same legal entity. If an 
entity sends prescriptions outside the 
entity (for example, from an HMO to a 
non-HMO pharmacy), it must use the 
adopted NCPDP SCRIPT Standard or 
other applicable adopted standards. 
Any pharmacy within an entity must 
be able to receive electronic prescrip-
tion transmittals for Medicare bene-
ficiaries from outside the entity using 
the adopted NCPDP SCRIPT Standard. 
This exemption does not supersede any 
HIPAA requirement that may require 
the use of a HIPAA transaction stand-
ard within an organization. 

(iv) Entities transmitting prescrip-
tions or prescription-related informa-
tion where the prescriber is required by 
law to issue a prescription for a patient 
to a non-prescribing provider (such as a 
nursing facility) that in turn forwards 
the prescription to a dispenser are ex-
empt from the requirement to use the 
NCPDP SCRIPT Standard adopted by 
this section in transmitting such pre-

scriptions or prescription-related infor-
mation. 

(4) In accordance with section 1860D– 
4(e)(5) of the Act, the standards under 
this paragraph (b) of this section super-
sede any State law or regulation that— 

(i) Is contrary to the standards or re-
stricts the ability to carry out Part D 
of Title XVIII of the Act; and 

(ii) Pertains to the electronic trans-
mission of medication history and of 
information on eligibility, benefits, 
and prescriptions with respect to cov-
ered Part D drugs under Part D of Title 
XVIII of the Act. 

(b) Standards. (1) Entities described 
in paragraph (a) of this section must 
comply with the following adopted 
standards for transactions under this 
section: 

(i) Before April 1, 2009 the standards 
specified in paragraphs (b)(2)(i) and 
(b)(3) of this section. 

(ii) On or after April 1, 2009, the 
standards specified in paragraphs 
(b)(2)(ii) and (b)(3) through (b)(6) of this 
section. 

(2) Prescription. (i) The National 
Council for Prescription Drug Pro-
grams SCRIPT Standard, Implementa-
tion Guide, Version 5, Release 0, 
(Version 5.0) May 12, 2004 (incorporated 
by reference in paragraph (c)(1)(iv) of 
this section), or the National Council 
for Prescription Drug Programs Pre-
scriber/Pharmacist Interface SCRIPT 
Standard, Implementation Guide, 
Version 8, Release 1, (Version 8.1) Octo-
ber 2005 (incorporated by reference in 
paragraph (c)(1)(i) of this section), to 
provide for the communication of a 
prescription or prescription-related in-
formation between prescribers and dis-
pensers, for the following: 

(A) Get message transaction. 
(B) Status response transaction. 
(C) Error response transaction. 
(D) New prescription transaction. 
(E) Prescription change request 

transaction. 
(F) Prescription change response 

transaction. 
(G) Refill prescription request trans-

action. 
(H) Refill prescription response 

transaction. 
(I) Verification transaction. 
(J) Password change transaction. 
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(K) Cancel prescription request trans-
action. 

(L) Cancel prescription response 
transaction. 

(ii) The National Council for Pre-
scription Drug Programs SCRIPT 
standard, Implementation Guide 
Version 10.6, approved November 12, 
2008 (incorporated by reference in para-
graph (c)(1)(v) of this section), or the 
National Council for Prescription Drug 
Programs Prescriber/Pharmacist Inter-
face SCRIPT Standard, Implementa-
tion Guide, Version 8, Release 1 
(Version 8.1), October 2005 (incor-
porated by reference in paragraph 
(c)(1)(i) of this section), to provide for 
the communication of a prescription or 
prescription-related information be-
tween prescribers and dispensers, for 
the following: 

(A) Get message transaction. 
(B) Status response transaction. 
(C) Error response transaction. 
(D) New prescription transaction. 
(E) Prescription change request 

transaction. 
(F) Prescription change response 

transaction. 
(G) Refill prescription request trans-

action. 
(H) Refill prescription response 

transaction. 
(I) Verification transaction. 
(J) Password change transaction. 
(K) Cancel prescription request trans-

action. 
(L) Cancel prescription response 

transaction. 
(M) Fill status notification trans-

action. 
(3) Eligibility. (i) The Accredited 

Standards Committee X12N 270/271- 
Health Care Eligibility Benefit Inquiry 
and Response, Version 4010, May 2000, 
Washington Publishing Company, 
004010X092 and Addenda to Health Care 
Eligibility Benefit Inquiry and Re-
sponse, Version 4010, A1, October 2002, 
Washington Publishing Company, 
004010X092A1 (incorporated by reference 
in paragraph (c)(2)(i) of this section), 
for transmitting eligibility inquiries 
and responses between prescribers and 
Part D sponsors. 

(ii) The National Council for Pre-
scription Drug Programs Tele-
communication Standard Specifica-
tion, Version 5, Release 1 (Version 5.1), 

September 1999, and equivalent NCPDP 
Batch Standard Batch Implementation 
Guide, Version 1, Release 1 (Version 
1.1), January 2000 supporting Tele-
communications Standard Implemen-
tation Guide, Version 5, Release 1 
(Version 5.1), September 1999, for the 
NCPDP Data Record in the Detail Data 
Record (incorporated by reference in 
paragraph (c)(1)(iii) of this section), for 
transmitting eligibility inquiries and 
responses between dispensers and Part 
D sponsors. 

(4) Medication history. The National 
Council for Prescription Drug Pro-
grams Prescriber/Pharmacist Interface 
SCRIPT Standard, Implementation 
Guide Version 8, Release 1 (Version 
8.1), October 2005 (incorporated by ref-
erence in paragraph (c)(1)(v) of this sec-
tion) or the National Council for Pre-
scription Drug Programs SCRIPT 
Standard, Implementation Guide 
Version 10.6, approved November 12, 
2008 (incorporated by reference in para-
graph (c)(1)(v) of this section) to pro-
vide for the communication of Medi-
care Part D medication history infor-
mation among Medicare Part D spon-
sors, prescribers, and dispensers. 

(5) Formulary and benefits. The Na-
tional Council for Prescription Drug 
Programs Formulary and Benefits 
Standard, Implementation Guide, 
Version 1, Release 0 (Version 1.0), Octo-
ber 2005 (incorporated by reference in 
paragraph (c)(1)(ii) of this section) for 
transmitting formulary and benefits 
information between prescribers and 
Medicare Part D sponsors. 

(6) Provider identifier. The National 
Provider Identifier (NPI), as defined at 
45 CFR 162.406, to identify an individual 
health care provider to Medicare Part 
D sponsors, prescribers and dispensers, 
in electronically transmitted prescrip-
tions or prescription-related materials 
for Medicare Part D covered drugs for 
Medicare Part D eligible individuals. 

(c) Incorporation by reference. The Di-
rector of the Federal Register ap-
proves, in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51, the incorpora-
tion by reference of certain publica-
tions into this section. You may in-
spect copies of these publications at 
the headquarters of the Centers for 
Medicare & Medicaid Services (CMS), 
7500 Security Boulevard, Baltimore, 
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Maryland 21244, Monday through Fri-
day from 8:30 a.m. to 4 p.m. or at the 
National Archives and Records Admin-
istration (NARA). For more informa-
tion on the availability of this mate-
rial at NARA, call (202) 741–6030, or go 
to http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. The publications ap-
proved for incorporation by reference 
and their original sources are as fol-
lows: 

(1) National Council for Prescription 
Drug Programs, Incorporated, 9240 E. 
Raintree Drive, Scottsdale, AZ 85260– 
7518; Telephone (480) 477–1000; and Fac-
simile (480) 767–1042 or http:// 
www.ncpdp.org. 

(i) National Council for Prescription 
Drug Programs Prescriber/Pharmacist 
Interface SCRIPT Standard, Implemen-
tation Guide, Version 8, Release 1, Oc-
tober 2005. 

(ii) The National Council for Pre-
scription Drug Programs Formulary 
and Benefits Standard, Implementa-
tion Guide, Version 1, Release 0, Octo-
ber 2005. 

(iii) National Council for Prescrip-
tion Drug Programs Telecommuni-
cation Standard Specification, Version 
5, Release 1 (Version 5.1), September 
1999 and equivalent National Council 
for Prescription Drug Programs 
(NCPDP) Batch Standard Batch Imple-
mentation Guide, Version 1, Release 1 
(Version 1.1), January 2000 supporting 
Telecommunication Standard Imple-
mentation Guide, Version 5, Release 1 
(Version 5.1) for the NCPDP Data 
Record in the Detail Data Record. 

(iv) National Council for Prescription 
Drug Programs SCRIPT Standard, Im-
plementation Guide, Version 5, Release 
0, May 12, 2004, excluding the Prescrip-
tion Fill Status Notification Trans-
action (and its three business cases; 
Prescription Fill Status Notification 
Transaction—Filled, Prescription Fill 
Status Notification Transaction—Not 
Filled, and Prescription Fill Status No-
tification Transaction—Partial Fill). 

(v) National Council for Prescription 
Drug Programs SCRIPT Standard, Im-
plementation Guide Version 10.6, ap-
proved November 12, 2008. 

(2) Accredited Standards Committee, 
7600 Leesburg Pike, Suite 430, Falls 

Church, VA 22043; Telephone (301) 970– 
4488; and Facsimile: (703) 970–4488 or 
http://www.x12.org. 

(i) Accredited Standards Committee 
(ASC) X12N 270/271-Health Care Eligi-
bility Benefit Inquiry and Response, 
Version 4010, May 2000, Washington 
Publishing Company, 004010X092 and 
Addenda to Health Care Eligibility 
Benefit Inquiry and Response, Version 
4010A1, October 2002, Washington Pub-
lishing Company, 004010X092A1. 

(ii) [Reserved] 

Authority: Section 1860D–4(e) of the Social 
Security Act (42 U.S.C. 1395w–104(e)) 

[70 FR 67593, Nov. 7, 2005, as amended at 71 
FR 36023, June 23, 2006; 72 FR 66405, Nov. 27, 
2007; 73 FR 18941, Apr. 7, 2008; 73 FR 69938, 
Nov. 19, 2008; 75 FR 38030, July 1, 2010] 

§ 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 
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(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— 

(1) CMS determines, on the basis of 
its own investigation, that the Part D 
sponsor does not meet the Medicare re-
quirements for which deemed status 
was granted. 

(2) CMS withdraws its approval of the 
accreditation organization that accred-
ited the Part D sponsor. 

(3) The Part D sponsor fails to meet 
the requirements of paragraph (d) of 
this section. 

(f) Authority. Nothing in this section 
limits CMS’ authority under subparts 
K and O of this part, including, but not 
limited to the ability to impose inter-
mediate sanctions, civil money pen-

alties, and terminate a contract with a 
Part D plan sponsor. 

[70 FR 4525, Jan. 28, 2005, as amended at 75 
FR 19818, Apr. 15, 2010] 

§ 423.168 Accreditation organizations. 
(a) Conditions for approval. CMS may 

approve an accreditation organization 
for a given standard under this part if 
the organization meets the following 
conditions: 

(1) In accrediting Part D sponsors 
and Part D plans, it applies and en-
forces standards that are at least as 
stringent as Medicare requirements for 
the standard or standards in question. 

(2) It complies with the application 
and reapplication procedures set forth 
in § 423.171. 

(3) It ensures that— 
(i) Any individual associated with it, 

who is also associated with an entity it 
accredits, does not influence the ac-
creditation decision concerning that 
entity; 

(ii) The majority of the membership 
of its governing body is not comprised 
of managed care organizations, Part D 
sponsors or their representatives; and 

(iii) Its governing body has a broad 
and balanced representation of inter-
ests and acts without bias. 

(b) Notice and comment—(1) Proposed 
notice. CMS publishes a notice in the 
FEDERAL REGISTER whenever it is con-
sidering granting an accreditation or-
ganization’s application for approval. 
The notice- 

(i) Announces CMS’s receipt of the 
accreditation organization’s applica-
tion for approval; 

(ii) Describes the criteria CMS uses 
in evaluating the application; and 

(iii) Provides at least a 30-day com-
ment period. 

(2) Final notice. (i) After reviewing 
public comments, CMS publishes a 
final notice in the FEDERAL REGISTER 
indicating whether it has granted the 
accreditation organization’s request 
for approval. 

(ii) If CMS grants the request, the 
final notice specifies the effective date 
and the term of the approval that may 
not exceed 6 years. 

(c) Ongoing responsibilities of an ap-
proved accreditation organization. An ac-
creditation organization approved by 
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CMS must undertake the following ac-
tivities on an ongoing basis: 

(1) Provide to CMS in written form 
and on a monthly basis all of the fol-
lowing: 

(i) Copies of all accreditation sur-
veys, together with any survey-related 
information that CMS may require in-
cluding corrective action plans and 
summaries of unmet CMS require-
ments). 

(ii) Notice of all accreditation deci-
sions. 

(iii) Notice of all complaints related 
to deemed Part D sponsors. 

(iv) Information about any Part D 
sponsor against which the accrediting 
organization has taken remedial or ad-
verse action, including revocation, 
withdrawal, or revision of the Part D 
sponsor’s accreditation. (The accredi-
tation organization must provide this 
information within 30 days of taking 
the remedial or adverse action.) 

(v) Notice of any proposed changes in 
its accreditation standards or require-
ments or survey process. If the organi-
zation implements the changes before 
or without CMS approval, CMS may 
withdraw its approval of the accredita-
tion organization. 

(2) Within 30 days of a change in CMS 
requirements, submit the following to 
CMS— 

(i) An acknowledgment of CMS’s no-
tification of the change. 

(ii) A revised crosswalk reflecting the 
new requirements. 

(iii) An explanation of how the ac-
creditation organization plans to alter 
its standards to conform to CMS’s new 
requirements, within the timeframes 
specified in the notification of change 
it receives from CMS. 

(3) Permit its surveyors to serve as 
witnesses if CMS takes an adverse ac-
tion based on accreditation findings. 

(4) Within 3 days of identifying, in an 
accredited Part D sponsor, a deficiency 
that as determined by the accrediting 
organization poses immediate jeopardy 
to the plan’s enrollees or to the general 
public, give CMS written notice of the 
deficiency. 

(5) Within 10 days of CMS’s notice of 
withdrawal of approval, give written 
notice of the withdrawal to all accred-
ited Part D sponsors. 

(6) On an annual basis, provide sum-
mary data specified by CMS that relate 
to the past year’s accreditation activi-
ties and trends. 

(d) Continuing Federal oversight of ap-
proved accreditation organizations. Spe-
cific criteria and procedures for con-
tinuing oversight and for withdrawing 
approval of an accreditation organiza-
tion include the following: 

(1) Equivalency review. CMS compares 
the accreditation organization’s stand-
ards and its application and enforce-
ment of those standards to the com-
parable CMS requirements and proc-
esses when— 

(i) CMS imposes new requirements or 
changes its survey process; 

(ii) An accreditation organization 
proposes to adopt new standards or 
changes in its survey process; or 

(iii) The term of an accreditation or-
ganization’s approval expires. 

(2) Validation review. CMS or its agent 
may conduct a survey of an accredited 
organization, examine the results of 
the accreditation organization’s own 
survey, or attend the accreditation or-
ganization’s survey to validate the or-
ganization’s accreditation process. At 
the conclusion of the review, CMS 
identifies any accreditation programs 
for which validation survey results in-
dicate— 

(i) A 20 percent rate of disparity be-
tween certification by the accredita-
tion organization and certification by 
CMS or its agent on standards that do 
not constitute immediate jeopardy to 
patient health and safety if unmet; 

(ii) Any disparity between certifi-
cation by the accreditation organiza-
tion and certification by CMS or its 
agent on standards that constitute im-
mediate jeopardy to patient health and 
safety if unmet; or 

(iii) That, regardless of the rate of 
disparity, there are widespread or sys-
tematic problems in an organization’s 
accreditation process that accredita-
tion no longer provides assurance that 
the Medicare requirements are met or 
exceeded. 

(3) Onsite observation. CMS may con-
duct an onsite inspection of the accred-
itation organization’s operations and 
offices to verify the organization’s rep-
resentations and assess the organiza-
tion’s compliance with its own policies 
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and procedures. The onsite inspection 
may include, but is not limited to the 
following: 

(i) Reviewing documents. 
(ii) Auditing meetings concerning the 

accreditation process. 
(iii) Evaluating survey results or the 

accreditation status decision-making 
process. 

(iv) Interviewing the organization’s 
staff. 

(4) Notice of intent to withdraw ap-
proval. If an equivalency review, vali-
dation review, onsite observation, or 
CMS’s daily experience with the ac-
creditation organization suggests that 
the accreditation organization is not 
meeting the requirements of this sub-
part, CMS gives the organization writ-
ten notice of its intent to withdraw ap-
proval. 

(5) Withdrawal of approval. CMS may 
withdraw its approval of an accredita-
tion organization at any time if CMS 
determines that— 

(i) Deeming, based on accreditation, 
no longer guarantees that the Part D 
sponsor meets the requirements for of-
fering qualified prescription drug cov-
erage, and failure to meet those re-
quirements may jeopardize the health 
or safety of Medicare enrollees and 
constitute a significant hazard to the 
public health; or 

(ii) The accreditation organization 
has failed to meet its obligations under 
this section or under § 423.165 or 
§ 423.171. 

(6) Reconsideration of withdrawal of 
approval. An accreditation organization 
dissatisfied with a determination to 
withdraw CMS approval may request a 
reconsideration of that determination 
in accordance with subpart D of part 
488 of this chapter. 

§ 423.171 Procedures for approval of 
accreditation as a basis for deeming 
compliance. 

(a) Required information and materials. 
A private, national accreditation orga-
nization applying for approval must 
furnish to CMS all of the following in-
formation and materials (when re-
applying for approval, the organization 
need furnish only the particular infor-
mation and materials requested by 
CMS): 

(1) The types of Part D plans and 
sponsors that it reviews as part of its 
accreditation process. 

(2) A detailed comparison of the orga-
nization’s accreditation requirements 
and standards with the Medicare re-
quirements (for example, a crosswalk). 

(3) Detailed information about the 
organization’s survey process, includ-
ing the following: 

(i) Frequency of surveys and whether 
surveys are announced or unan-
nounced. 

(ii) Copies of survey forms, and guide-
lines and instructions to surveyors. 

(iii) Descriptions of— 
(A) The survey review process and 

the accreditation status decision mak-
ing process; 

(B) The procedures used to notify ac-
credited Part D sponsors of deficiencies 
and to monitor the correction of those 
deficiencies; and 

(C) The procedures used to enforce 
compliance with accreditation require-
ments. 

(4) Detailed information about the in-
dividuals who perform surveys for the 
accreditation organization, including 
the— 

(i) Size and composition of accredita-
tion survey teams for each type of plan 
reviewed as part of the accreditation 
process; 

(ii) Education and experience re-
quirements surveyors must meet; 

(iii) Content and frequency of the in- 
service training provided to survey per-
sonnel; 

(iv) Evaluation systems used to mon-
itor the performance of individual sur-
veyors and survey teams; and 

(v) Organization’s policies and prac-
tice for the participation, in surveys or 
in the accreditation decision process by 
an individual who is professionally or 
financially affiliated with the entity 
being surveyed. 

(5) A description of the organization’s 
data management and analysis system 
for its surveys and accreditation deci-
sions, including the kinds of reports, 
tables, and other displays generated by 
that system. 

(6) A description of the organization’s 
procedures for responding to and inves-
tigating complaints against accredited 
organizations, including policies and 
procedures regarding coordination of 
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these activities with appropriate li-
censing bodies and ombudsmen pro-
grams. 

(7) A description of the organization’s 
policies and procedures for the with-
holding or removal of accreditation for 
failure to meet the accreditation orga-
nization’s standards or requirements, 
and other actions the organization 
takes in response to noncompliance 
with its standards and requirements. 

(8) A description of all types (for ex-
ample, full or partial) and categories 
(for example, provisional, conditional, 
or temporary) of accreditation offered 
by the organization, the duration of 
each type and category of accredita-
tion, and a statement identifying the 
types and categories that serve as a 
basis for accreditation if CMS approves 
the accreditation organization. 

(9) A list of all currently accredited 
Part D sponsors and MA organizations 
and the type, category, and expiration 
date of the accreditation held by each 
of them. 

(10) A list of all full and partial ac-
creditation surveys scheduled to be 
performed by the accreditation organi-
zation as requested by CMS. 

(11) The name and address of each 
person with an ownership or control in-
terest in the accreditation organiza-
tion. 

(b) Required supporting documentation. 
A private, national accreditation orga-
nization applying or reapplying for ap-
proval also must submit the following 
supporting documentation— 

(1) A written presentation that dem-
onstrates its ability to furnish CMS 
with electronic data in CMS compat-
ible format. 

(2) A resource analysis that dem-
onstrates that it’s staffing, funding, 
and other resources are adequate to 
perform the required surveys and re-
lated activities. 

(3) A statement acknowledging that, 
as a condition for approval, it agrees to 
comply with the ongoing responsibility 
requirements of § 423.168(c). 

(c) Additional information. If CMS de-
termines that it needs additional infor-
mation for a determination to grant or 
deny the accreditation organization’s 
request for approval, it notifies the or-
ganization and allows time for the or-

ganization to provide the additional in-
formation. 

(d) Onsite visit. CMS may visit the ac-
creditation organization’s offices to 
verify representations made by the or-
ganization in its application, includ-
ing, but not limited to, review of docu-
ments and interviews with the organi-
zation’s staff. 

(e) Notice of determination. CMS gives 
the accreditation organization, within 
210 days of receipt of its completed ap-
plication, a formal notice that— 

(1) States whether the request for ap-
proval is granted or denied; 

(2) Gives the rationale for any denial; 
and 

(3) Describes the reconsideration and 
reapplication procedures. 

(f) Withdrawal. An accreditation or-
ganization may withdraw its applica-
tion for approval at any time before it 
receives the formal notice specified in 
paragraph (e) of this section. 

(g) Reconsideration of adverse deter-
mination. An accreditation organiza-
tion that has received a notice of de-
nial of its request for approval may re-
quest a reconsideration in accordance 
with subpart D of part 488 of this chap-
ter. 

(h) Request for approval following de-
nial. (1) Except as provided in para-
graph (h)(2) of this section, an accredi-
tation organization that has received 
notice of denial of its request for ap-
proval may submit a new request if it— 

(i) Has revised its accreditation pro-
gram to correct the deficiencies on 
which the denial was based. 

(ii) Can demonstrate that the Part D 
sponsors that it has accredited meet or 
exceed applicable Medicare require-
ments; and 

(iii) Resubmits the application in its 
entirety. 

(2) An accreditation organization 
that has requested reconsideration of 
CMS’ denial of its request for approval 
may not submit a new request until 
the reconsideration is administratively 
final. 

Subpart E [Reserved] 
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