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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
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) Entities transmit-
ting prescriptions or prescription-re-
lated information by means of com-
puter-generated facsimile are exempt
from the requirement to use the
NCPDP SCRIPT Standard adopted by
this section in transmitting such pre-
scriptions or prescription-related infor-
mation.

(i) Entities may use either HL7 mes-
sages or the NCPDP SCRIPT Standard
to transmit prescriptions or prescrip-
tion-related information internally
when the sender and the recipient are
part of the same legal entity. If an en-
tity sends prescriptions outside the en-
tity (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
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the use of a HIPAA transaction stand-
ard within an organization.

(iii) 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) Prescription. The
National Council for Prescription Drug
Programs SCRIPT Standard, Imple-
mentation Guide, Version 5, Release 0,
May 12, 2004, or Prescriber/Pharmacist
Interface SCRIPT Standard, Implemen-
tation Guide, Version 8, Release 1, Oc-
tober 2005, to provide for the commu-
nication of a prescription or prescrip-
tion-related information between pre-
scribers and dispensers, for the fol-
lowing:

(i) Get message transaction.

(ii) Status response transaction.

(iii) Error response transaction.

(iv) New prescription transaction.

(v) Prescription change request
transaction.
(vi) Prescription change response
transaction.
(vii) Refill prescription request
transaction.
(viii) Refill prescription response

transaction.
(ix) Verification transaction.
(x) Password change transaction.

(xi) Cancel prescription request
transaction.
(xii) Cancel prescription response

transaction.
(2) Eligibility. (i) The Accredited
Standards Committee XI12N 270/271-
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Centers for Medicare & Medicaid Services, HHS

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, Al, October 2002,
Washington Publishing Company,
004010X092A1, for transmitting eligi-
bility 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, for transmitting eligibility in-
quiries and responses between dis-
pensers and Part D sponsors.

(¢) 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 the National Coun-
cil for Prescription Drug Programs
SCRIPT Standard, Implementation
Guide, Version 5, Release 0, May 12,
2004, excluding the Prescription Fill
Status Notification Transaction (and
its three business cases; Prescription
Fill Status Notification Transaction—
Filled, Prescription Fill Status Notifi-
cation Transaction—Not Filled, and
Prescription Fill Status Notification
Transaction—Partial Fill), Prescriber/
Pharmacist Interface SCRIPT Stand-
ard, Implementation Guide, Version 8,
Release 1, October 2005, excluding the
Prescription Fill Status Notification
Transaction (and its three business
cases; Prescription Fill Status Notifi-
cation Transaction—Filled, Prescrip-
tion Fill Status Notification Trans-
action—Not Filled, and Prescription
Fill Status Notification Transaction—
Partial Fill); the Accredited Standards
Committee X12N 270/271—Health Care
Eligibility Benefit Inquiry and Re-
sponse, Version 4010, May 2000,
004010X092 and Addenda to Health Care
Eligibility Benefit Inquiry and Re-
sponse, Version 4010, October 2002,
Washington Publishing Company,
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004010X092A1, and the National Council
for Prescription 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. You may inspect copies of
these materials at the headquarters of
the Centers for Medicare & Medicaid
Services (CMS), 7500 Security Boule-
vard, Baltimore, Maryland 21244, Mon-
day through Friday from 8:30 a.m. to 4
p.m. or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at CMS, call 410-786-0273. For
information on the availability of this
material at NARA, call 202-741-6030, or
go to http://lwww.archives.gov/
federal register/

code of federal regulations/
ibr_locations.html. You may obtain a
copy of the National Council for Pre-
scription Drug Programs SCRIPT
Standard, Version 5, Release 0, May 12,
2004 or the Prescriber/Pharmacist
Interface SCRIPT Standard, Implemen-
tation Guide, Version 8, Release 1, Oc-
tober 2005, from the National Council
for Prescription Drug Programs, Incor-
porated, 9240 E. Raintree Drive, Scotts-
dale, AZ 85260-7518; Telephone (480) 477-
1000; and fax (480) 767-1042 or http://
www.ncpdp.org. You may obtain a copy
of the Accredited Standards Com-
mittee 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
4010, 004010X092A1, October 2002, from
the Washington Publishing Com-
pany,301 West North Bend Way, Suite
107, P.O. Box 15388, North Bend, WA
98045; Telephone (425) 831-4999; and fax
(425) 831-3233 or http://www.wpc-edi.com/.
You may obtain a copy of the National
Council for Prescription Drug Pro-
grams Telecommunication Standard
Guide, Version 5, Release 1 (Version
5.1), September 1999, and equivalent
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NCPDP Batch Standard Batch Imple-
mentation Guide, Version 1, Release 1
(Version 1.1), January 2000 supporting
Telecommunications Standard Imple-
mentation Guide, Version 5, Release 1
(Version 5.1), September 1999, for the
NCPDP Data Record in the Detail Data
Record, from the National Council for
Prescription Drug Programs, Incor-
porated, 9240 E. Raintree Drive, Scotts-
dale, AZ 85260-7518; Telephone (480) 477-
1000; and FAX (480) 767-1042 or http://
www.ncpdp.org.

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]

§423.162 Quality improvement organi-
zation activities.

(a) General rule. Quality improvement
organizations (QlOs) 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
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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.

(4) A program to protect against
fraud, waste and abuse, as described in
§423.504(b)(4)(vi)(H).

(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) Enforcement authority. CMS retains
the authority to initiate enforcement
action against any Part D sponsor that
it determines, on the basis of its own
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