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which the drug has been approved by the Food and 
Drug Administration.’’ 

Pub. L. 109–91, § 103(a)(1), inserted before period at end 
‘‘, as such sections were in effect on December 8, 2003’’. 

EFFECTIVE DATE OF 2010 AMENDMENT 

Pub. L. 111–148, title III, § 3301(c)(2), Mar. 23, 2010, 124 
Stat. 468, provided that: ‘‘The amendments made by 
this subsection [amending this section] shall apply to 
costs incurred on or after July 1, 2010.’’ 

Pub. L. 111–148, title III, § 3314(b), Mar. 23, 2010, 124 
Stat. 479, provided that: ‘‘The amendments made by 
subsection (a) [amending this section] shall apply to 
costs incurred on or after January 1, 2011.’’ 

EFFECTIVE DATE OF 2008 AMENDMENT 

Pub. L. 110–275, title I, § 175(b), July 15, 2008, 122 Stat. 
2581, provided that: ‘‘The amendments made by sub-
section (a) [amending this section] shall apply to pre-
scriptions dispensed on or after January 1, 2013.’’ 

Pub. L. 110–275, title I, § 182(a)(2), July 15, 2008, 122 
Stat. 2583, provided that: ‘‘The amendments made by 
this subsection [amending this section] shall apply to 
plan years beginning on or after January 1, 2009.’’ 

EFFECTIVE DATE OF 2005 AMENDMENT 

Pub. L. 109–91, title I, § 103(c), Oct. 20, 2005, 119 Stat. 
2092, provided that: ‘‘The amendment made by sub-
section (a)(1) [amending this section] shall take effect 
as if included in the enactment of the Medicare Pre-
scription Drug, Improvement, and Modernization Act of 
2003 (Public Law 108–173) and the amendment made by 
subsection (a)(2) [amending this section] shall apply to 
coverage for drugs dispensed on or after January 1, 
2007.’’ 

CONSTRUCTION OF 2010 AMENDMENT 

Pub. L. 111–152, title I, § 1101(a)(2), Mar. 30, 2010, 124 
Stat. 1037, provided that: ‘‘Section 3315 of the Patient 
Protection and Affordable Care Act [section 3315 of 
Pub. L. 111–148, amending this section] (including the 
amendments made by such section) is repealed, and any 
provision of law amended or repealed by such sections 
[sic] is hereby restored or revived as if such section had 
not been enacted into law.’’ 

CONSTRUCTION 

Pub. L. 109–91, title I, § 103(b), Oct. 20, 2005, 119 Stat. 
2092, provided that: ‘‘Nothing in this section [amending 
this section and enacting provisions set out as a note 
under this section] shall be construed as preventing a 
prescription drug plan or an MA–PD plan from provid-
ing coverage of drugs for the treatment of sexual or 
erectile dysfunction as supplemental prescription drug 
coverage under section 1860D–2(a)(2)(A)(ii) of the Social 
Security Act (42 U.S.C. 1395w–102(a)(2)(A)(ii)).’’ 

PAYMENT FOR ADMINISTRATION OF PART D VACCINES IN 
2007 

Pub. L. 109–432, div. B, title II, § 202(a), Dec. 20, 2006, 
120 Stat. 2986, provided that: ‘‘Notwithstanding any 
other provision of law, in the case of a vaccine that is 
a covered part D drug under section 1860D–2(e) of the 
Social Security Act (42 U.S.C. 1395w–102(e)) and that is 
administered during 2007, the administration of such 
vaccine shall be paid under part B of title XVIII of such 
Act [42 U.S.C. 1395j et seq.] as if it were the administra-
tion of a vaccine described in section 1861(s)(10)(B) of 
such Act (42 U.S.C. 1395w(s)(10)(B) [probably should be 
1395x(s)(10)(B)]).’’ 

§ 1395w–103. Access to a choice of qualified pre-
scription drug coverage 

(a) Assuring access to a choice of coverage 

(1) Choice of at least two plans in each area 

The Secretary shall ensure that each part D 
eligible individual has available, consistent 

with paragraph (2), a choice of enrollment in 
at least 2 qualifying plans (as defined in para-
graph (3)) in the area in which the individual 
resides, at least one of which is a prescription 
drug plan. In any such case in which such 
plans are not available, the part D eligible in-
dividual shall be given the opportunity to en-
roll in a fallback prescription drug plan. 

(2) Requirement for different plan sponsors 

The requirement in paragraph (1) is not sat-
isfied with respect to an area if only one en-
tity offers all the qualifying plans in the area. 

(3) Qualifying plan defined 

For purposes of this section, the term 
‘‘qualifying plan’’ means— 

(A) a prescription drug plan; or 
(B) an MA–PD plan described in section 

1395w–21(a)(2)(A)(i) of this title that pro-
vides— 

(i) basic prescription drug coverage; or 
(ii) qualified prescription drug coverage 

that provides supplemental prescription 
drug coverage so long as there is no MA 
monthly supplemental beneficiary pre-
mium applied under the plan, due to the 
application of a credit against such pre-
mium of a rebate under section 
1395w–24(b)(1)(C) of this title. 

(b) Flexibility in risk assumed and application of 
fallback plan 

In order to ensure access pursuant to sub-
section (a) of this section in an area— 

(1) the Secretary may approve limited risk 
plans under section 1395w–111(f) of this title for 
the area; and 

(2) only if such access is still not provided in 
the area after applying paragraph (1), the Sec-
retary shall provide for the offering of a fall-
back prescription drug plan for that area 
under section 1395w–111(g) of this title. 

(Aug. 14, 1935, ch. 531, title XVIII, § 1860D–3, as 
added Pub. L. 108–173, title I, § 101(a)(2), Dec. 8, 
2003, 117 Stat. 2081.) 

§ 1395w–104. Beneficiary protections for qualified 
prescription drug coverage 

(a) Dissemination of information 

(1) General information 

(A) Application of MA information 

A PDP sponsor shall disclose, in a clear, 
accurate, and standardized form to each en-
rollee with a prescription drug plan offered 
by the sponsor under this part at the time of 
enrollment and at least annually thereafter, 
the information described in section 
1395w–22(c)(1) of this title relating to such 
plan, insofar as the Secretary determines ap-
propriate with respect to benefits provided 
under this part, and including the informa-
tion described in subparagraph (B). 

(B) Drug specific information 

The information described in this subpara-
graph is information concerning the follow-
ing: 

(i) Access to specific covered part D 
drugs, including access through pharmacy 
networks. 
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(ii) How any formulary (including any 
tiered formulary structure) used by the 
sponsor functions, including a description 
of how a part D eligible individual may ob-
tain information on the formulary consist-
ent with paragraph (3). 

(iii) Beneficiary cost-sharing require-
ments and how a part D eligible individual 
may obtain information on such require-
ments, including tiered or other copay-
ment level applicable to each drug (or 
class of drugs), consistent with paragraph 
(3). 

(iv) The medication therapy manage-
ment program required under subsection 
(c) of this section. 

(2) Disclosure upon request of general cov-
erage, utilization, and grievance informa-
tion 

Upon request of a part D eligible individual 
who is eligible to enroll in a prescription drug 
plan, the PDP sponsor offering such plan shall 
provide information similar (as determined by 
the Secretary) to the information described in 
subparagraphs (A), (B), and (C) of section 
1395w–22(c)(2) of this title to such individual. 

(3) Provision of specific information 

(A) Response to beneficiary questions 

Each PDP sponsor offering a prescription 
drug plan shall have a mechanism for pro-
viding specific information on a timely basis 
to enrollees upon request. Such mechanism 
shall include access to information through 
the use of a toll-free telephone number and, 
upon request, the provision of such informa-
tion in writing. 

(B) Availability of information on changes in 
formulary through the Internet 

A PDP sponsor offering a prescription drug 
plan shall make available on a timely basis 
through an Internet website information on 
specific changes in the formulary under the 
plan (including changes to tiered or pre-
ferred status of covered part D drugs). 

(4) Claims information 

A PDP sponsor offering a prescription drug 
plan must furnish to each enrollee in a form 
easily understandable to such enrollees— 

(A) an explanation of benefits (in accord-
ance with section 1395b–7(a) of this title or in 
a comparable manner); and 

(B) when prescription drug benefits are 
provided under this part, a notice of the ben-
efits in relation to— 

(i) the initial coverage limit for the cur-
rent year; and 

(ii) the annual out-of-pocket threshold 
for the current year. 

Notices under subparagraph (B) need not be 
provided more often than as specified by the 
Secretary and notices under subparagraph 
(B)(ii) shall take into account the applica-
tion of section 1395w–102(b)(4)(C) of this title 
to the extent practicable, as specified by the 
Secretary. 

(b) Access to covered part D drugs 

(1) Assuring pharmacy access 

(A) Participation of any willing pharmacy 

A prescription drug plan shall permit the 
participation of any pharmacy that meets 
the terms and conditions under the plan. 

(B) Discounts allowed for network phar-
macies 

For covered part D drugs dispensed 
through in-network pharmacies, a prescrip-
tion drug plan may, notwithstanding sub-
paragraph (A), reduce coinsurance or copay-
ments for part D eligible individuals en-
rolled in the plan below the level otherwise 
required. In no case shall such a reduction 
result in an increase in payments made by 
the Secretary under section 1395w–115 of this 
title to a plan. 

(C) Convenient access for network phar-
macies 

(i) In general 

The PDP sponsor of the prescription 
drug plan shall secure the participation in 
its network of a sufficient number of phar-
macies that dispense (other than by mail 
order) drugs directly to patients to ensure 
convenient access (consistent with rules 
established by the Secretary). 

(ii) Application of TRICARE standards 

The Secretary shall establish rules for 
convenient access to in-network phar-
macies under this subparagraph that are 
no less favorable to enrollees than the 
rules for convenient access to pharmacies 
included in the statement of work of solic-
itation (#MDA906–03–R–0002) of the Depart-
ment of Defense under the TRICARE Re-
tail Pharmacy (TRRx) as of March 13, 2003. 

(iii) Adequate emergency access 

Such rules shall include adequate emer-
gency access for enrollees. 

(iv) Convenient access in long-term care fa-
cilities 

Such rules may include standards with 
respect to access for enrollees who are re-
siding in long-term care facilities and for 
pharmacies operated by the Indian Health 
Service, Indian tribes and tribal organiza-
tions, and urban Indian organizations (as 
defined in section 1603 of title 25). 

(D) Level playing field 

Such a sponsor shall permit enrollees to 
receive benefits (which may include a 90-day 
supply of drugs or biologicals) through a 
pharmacy (other than a mail order phar-
macy), with any differential in charge paid 
by such enrollees. 

(E) Not required to accept insurance risk 

The terms and conditions under subpara-
graph (A) may not require participating 
pharmacies to accept insurance risk as a 
condition of participation. 

(2) Use of standardized technology 

(A) In general 

The PDP sponsor of a prescription drug 
plan shall issue (and reissue, as appropriate) 
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such a card (or other technology) that may 
be used by an enrollee to assure access to ne-
gotiated prices under section 1395w–102(d) of 
this title. 

(B) Standards 

(i) In general 

The Secretary shall provide for the de-
velopment, adoption, or recognition of 
standards relating to a standardized for-
mat for the card or other technology re-
quired under subparagraph (A). Such 
standards shall be compatible with part C 
of subchapter XI of this chapter and may 
be based on standards developed by an ap-
propriate standard setting organization. 

(ii) Consultation 

In developing the standards under clause 
(i), the Secretary shall consult with the 
National Council for Prescription Drug 
Programs and other standard setting orga-
nizations determined appropriate by the 
Secretary. 

(iii) Implementation 

The Secretary shall develop, adopt, or 
recognize the standards under clause (i) by 
such date as the Secretary determines 
shall be sufficient to ensure that PDP 
sponsors utilize such standards beginning 
January 1, 2006. 

(3) Requirements on development and applica-
tion of formularies 

If a PDP sponsor of a prescription drug plan 
uses a formulary (including the use of tiered 
cost-sharing), the following requirements 
must be met: 

(A) Development and revision by a pharmacy 
and therapeutic (P&T) committee 

(i) In general 

The formulary must be developed and re-
viewed by a pharmacy and therapeutic 
committee. A majority of the members of 
such committee shall consist of individ-
uals who are practicing physicians or prac-
ticing pharmacists (or both). 

(ii) Inclusion of independent experts 

Such committee shall include at least 
one practicing physician and at least one 
practicing pharmacist, each of whom— 

(I) is independent and free of conflict 
with respect to the sponsor and plan; and 

(II) has expertise in the care of elderly 
or disabled persons. 

(B) Formulary development 

In developing and reviewing the for-
mulary, the committee shall— 

(i) base clinical decisions on the strength 
of scientific evidence and standards of 
practice, including assessing peer-reviewed 
medical literature, such as randomized 
clinical trials, pharmacoeconomic studies, 
outcomes research data, and on such other 
information as the committee determines 
to be appropriate; and 

(ii) take into account whether including 
in the formulary (or in a tier in such for-
mulary) particular covered part D drugs 

has therapeutic advantages in terms of 
safety and efficacy. 

(C) Inclusion of drugs in all therapeutic cat-
egories and classes 

(i) In general 

Subject to subparagraph (G), the for-
mulary must include drugs within each 
therapeutic category and class of covered 
part D drugs, although not necessarily all 
drugs within such categories and classes. 

(ii) Model guidelines 

The Secretary shall request the United 
States Pharmacopeia to develop, in con-
sultation with pharmaceutical benefit 
managers and other interested parties, a 
list of categories and classes that may be 
used by prescription drug plans under this 
paragraph and to revise such classification 
from time to time to reflect changes in 
therapeutic uses of covered part D drugs 
and the additions of new covered part D 
drugs. 

(iii) Limitation on changes in therapeutic 
classification 

The PDP sponsor of a prescription drug 
plan may not change the therapeutic cat-
egories and classes in a formulary other 
than at the beginning of each plan year ex-
cept as the Secretary may permit to take 
into account new therapeutic uses and 
newly approved covered part D drugs. 

(D) Provider and patient education 

The PDP sponsor shall establish policies 
and procedures to educate and inform health 
care providers and enrollees concerning the 
formulary. 

(E) Notice before removing drug from for-
mulary or changing preferred or tier 
status of drug 

Any removal of a covered part D drug from 
a formulary and any change in the preferred 
or tiered cost-sharing status of such a drug 
shall take effect only after appropriate no-
tice is made available (such as under sub-
section (a)(3) of this section) to the Sec-
retary, affected enrollees, physicians, phar-
macies, and pharmacists. 

(F) Periodic evaluation of protocols 

In connection with the formulary, the 
sponsor of a prescription drug plan shall pro-
vide for the periodic evaluation and analysis 
of treatment protocols and procedures. 

(G) Required inclusion of drugs in certain 
categories and classes 

(i) Formulary requirements 

(I) In general 

Subject to subclause (II), a PDP spon-
sor offering a prescription drug plan 
shall be required to include all covered 
part D drugs in the categories and class-
es identified by the Secretary under 
clause (ii)(I). 

(II) Exceptions 

The Secretary may establish excep-
tions that permit a PDP sponsor offering 
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a prescription drug plan to exclude from 
its formulary a particular covered part D 
drug in a category or class that is other-
wise required to be included in the for-
mulary under subclause (I) (or to other-
wise limit access to such a drug, includ-
ing through prior authorization or utili-
zation management). 

(ii) Identification of drugs in certain cat-
egories and classes 

(I) In general 

Subject to clause (iv), the Secretary 
shall identify, as appropriate, categories 
and classes of drugs for which the Sec-
retary determines are of clinical con-
cern. 

(II) Criteria 

The Secretary shall use criteria estab-
lished by the Secretary in making any 
determination under subclause (I). 

(iii) Implementation 

The Secretary shall establish the cri-
teria under clause (ii)(II) and any excep-
tions under clause (i)(II) through the pro-
mulgation of a regulation which includes a 
public notice and comment period. 

(iv) Requirement for certain categories and 
classes until criteria established 

Until such time as the Secretary estab-
lishes the criteria under clause (ii)(II) the 
following categories and classes of drugs 
shall be identified under clause (ii)(I): 

(I) Anticonvulsants. 
(II) Antidepressants. 
(III) Antineoplastics. 
(IV) Antipsychotics. 
(V) Antiretrovirals. 
(VI) Immunosuppressants for the treat-

ment of transplant rejection. 

(H) Use of single, uniform exceptions and ap-
peals process 

Notwithstanding any other provision of 
this part, each PDP sponsor of a prescription 
drug plan shall— 

(i) use a single, uniform exceptions and 
appeals process (including, to the extent 
the Secretary determines feasible, a sin-
gle, uniform model form for use under such 
process) with respect to the determination 
of prescription drug coverage for an en-
rollee under the plan; and 

(ii) provide instant access to such proc-
ess by enrollees through a toll-free tele-
phone number and an Internet website. 

(c) Cost and utilization management; quality as-
surance; medication therapy management 
program 

(1) In general 

The PDP sponsor shall have in place, di-
rectly or through appropriate arrangements, 
with respect to covered part D drugs, the fol-
lowing: 

(A) A cost-effective drug utilization man-
agement program, including incentives to 
reduce costs when medically appropriate, 
such as through the use of multiple source 

drugs (as defined in section 1396r–8(k)(7)(A)(i) 
of this title). 

(B) Quality assurance measures and sys-
tems to reduce medication errors and ad-
verse drug interactions and improve medica-
tion use. 

(C) A medication therapy management 
program described in paragraph (2). 

(D) A program to control fraud, abuse, and 
waste. 

Nothing in this section shall be construed as 
impairing a PDP sponsor from utilizing cost 
management tools (including differential pay-
ments) under all methods of operation. 

(2) Medication therapy management program 

(A) Description 

(i) In general 

A medication therapy management pro-
gram described in this paragraph is a pro-
gram of drug therapy management that 
may be furnished by a pharmacist and that 
is designed to assure, with respect to tar-
geted beneficiaries described in clause (ii), 
that covered part D drugs under the pre-
scription drug plan are appropriately used 
to optimize therapeutic outcomes through 
improved medication use, and to reduce 
the risk of adverse events, including ad-
verse drug interactions. Such a program 
may distinguish between services in ambu-
latory and institutional settings. 

(ii) Targeted beneficiaries described 

Targeted beneficiaries described in this 
clause are part D eligible individuals 
who— 

(I) have multiple chronic diseases 
(such as diabetes, asthma, hypertension, 
hyperlipidemia, and congestive heart 
failure); 

(II) are taking multiple covered part D 
drugs; and 

(III) are identified as likely to incur 
annual costs for covered part D drugs 
that exceed a level specified by the Sec-
retary. 

(B) Elements 

Such program may include elements that 
promote— 

(i) enhanced enrollee understanding to 
promote the appropriate use of medica-
tions by enrollees and to reduce the risk of 
potential adverse events associated with 
medications, through beneficiary edu-
cation, counseling, and other appropriate 
means; 

(ii) increased enrollee adherence with 
prescription medication regimens through 
medication refill reminders, special pack-
aging, and other compliance programs and 
other appropriate means; and 

(iii) detection of adverse drug events and 
patterns of overuse and underuse of pre-
scription drugs. 

(C) Required interventions 

For plan years beginning on or after the 
date that is 2 years after March 23, 2010, pre-
scription drug plan sponsors shall offer 
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1 So in original. Two subpars. (E) have been enacted. 

medication therapy management services to 
targeted beneficiaries described in subpara-
graph (A)(ii) that include, at a minimum, 
the following to increase adherence to pre-
scription medications or other goals deemed 
necessary by the Secretary: 

(i) An annual comprehensive medication 
review furnished person-to-person or using 
telehealth technologies (as defined by the 
Secretary) by a licensed pharmacist or 
other qualified provider. The comprehen-
sive medication review— 

(I) shall include a review of the indi-
vidual’s medications and may result in 
the creation of a recommended medica-
tion action plan or other actions in con-
sultation with the individual and with 
input from the prescriber to the extent 
necessary and practicable; and 

(II) shall include providing the individ-
ual with a written or printed summary 
of the results of the review. 

The Secretary, in consultation with rel-
evant stakeholders, shall develop a stand-
ardized format for the action plan under 
subclause (I) and the summary under sub-
clause (II). 

(ii) Follow-up interventions as war-
ranted based on the findings of the annual 
medication review or the targeted medica-
tion enrollment and which may be pro-
vided person-to-person or using telehealth 
technologies (as defined by the Secretary). 

(D) Assessment 

The prescription drug plan sponsor shall 
have in place a process to assess, at least on 
a quarterly basis, the medication use of indi-
viduals who are at risk but not enrolled in 
the medication therapy management pro-
gram, including individuals who have experi-
enced a transition in care, if the prescription 
drug plan sponsor has access to that infor-
mation. 

(E) 1 Automatic enrollment with ability to 
opt-out 

The prescription drug plan sponsor shall 
have in place a process to— 

(i) subject to clause (ii), automatically 
enroll targeted beneficiaries described in 
subparagraph (A)(ii), including bene-
ficiaries identified under subparagraph (D), 
in the medication therapy management 
program required under this subsection; 
and 

(ii) permit such beneficiaries to opt-out 
of enrollment in such program. 

(E) 1 Development of program in cooperation 
with licensed pharmacists 

Such program shall be developed in co-
operation with licensed and practicing phar-
macists and physicians. 

(F) Coordination with care management 
plans 

The Secretary shall establish guidelines 
for the coordination of any medication ther-
apy management program under this para-

graph with respect to a targeted beneficiary 
with any care management plan established 
with respect to such beneficiary under a 
chronic care improvement program under 
section 1395b–8 of this title. 

(G) Considerations in pharmacy fees 

The PDP sponsor of a prescription drug 
plan shall take into account, in establishing 
fees for pharmacists and others providing 
services under such plan, the resources used, 
and time required to, implement the medica-
tion therapy management program under 
this paragraph. Each such sponsor shall dis-
close to the Secretary upon request the 
amount of any such management or dispens-
ing fees. The provisions of section 
1396r–8(b)(3)(D) of this title apply to informa-
tion disclosed under this subparagraph. 

(3) Reducing wasteful dispensing of outpatient 
prescription drugs in long-term care facili-
ties 

The Secretary shall require PDP sponsors of 
prescription drug plans to utilize specific, uni-
form dispensing techniques, as determined by 
the Secretary, in consultation with relevant 
stakeholders (including representatives of 
nursing facilities, residents of nursing facili-
ties, pharmacists, the pharmacy industry (in-
cluding retail and long-term care pharmacy), 
prescription drug plans, MA–PD plans, and any 
other stakeholders the Secretary determines 
appropriate), such as weekly, daily, or auto-
mated dose dispensing, when dispensing cov-
ered part D drugs to enrollees who reside in a 
long-term care facility in order to reduce 
waste associated with 30-day fills. 

(d) Consumer satisfaction surveys 

In order to provide for comparative informa-
tion under section 1395w–101(c)(3)(A)(v) of this 
title, the Secretary shall conduct consumer sat-
isfaction surveys with respect to PDP sponsors 
and prescription drug plans in a manner similar 
to the manner such surveys are conducted for 
MA organizations and MA plans under part C of 
this subchapter. 

(e) Electronic prescription program 

(1) Application of standards 

As of such date as the Secretary may speci-
fy, but not later than 1 year after the date of 
promulgation of final standards under para-
graph (4)(D), prescriptions and other informa-
tion described in paragraph (2)(A) for covered 
part D drugs prescribed for part D eligible in-
dividuals that are transmitted electronically 
shall be transmitted only in accordance with 
such standards under an electronic prescrip-
tion drug program that meets the require-
ments of paragraph (2). 

(2) Program requirements 

Consistent with uniform standards estab-
lished under paragraph (3)— 

(A) Provision of information to prescribing 
health care professional and dispensing 
pharmacies and pharmacists 

An electronic prescription drug program 
shall provide for the electronic transmittal 
to the prescribing health care professional 
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and to the dispensing pharmacy and phar-
macist of the prescription and information 
on eligibility and benefits (including the 
drugs included in the applicable formulary, 
any tiered formulary structure, and any re-
quirements for prior authorization) and of 
the following information with respect to 
the prescribing and dispensing of a covered 
part D drug: 

(i) Information on the drug being pre-
scribed or dispensed and other drugs listed 
on the medication history, including infor-
mation on drug-drug interactions, warn-
ings or cautions, and, when indicated, dos-
age adjustments. 

(ii) Information on the availability of 
lower cost, therapeutically appropriate al-
ternatives (if any) for the drug prescribed. 

(B) Application to medical history informa-
tion 

Effective on and after such date as the 
Secretary specifies and after the establish-
ment of appropriate standards to carry out 
this subparagraph, the program shall provide 
for the electronic transmittal in a manner 
similar to the manner under subparagraph 
(A) of information that relates to the medi-
cal history concerning the individual and re-
lated to a covered part D drug being pre-
scribed or dispensed, upon request of the pro-
fessional or pharmacist involved. 

(C) Limitations 

Information shall only be disclosed under 
subparagraph (A) or (B) if the disclosure of 
such information is permitted under the 
Federal regulations (concerning the privacy 
of individually identifiable health informa-
tion) promulgated under section 264(c) of the 
Health Insurance Portability and Account-
ability Act of 1996. 

(D) Timing 

To the extent feasible, the information ex-
changed under this paragraph shall be on an 
interactive, real-time basis. 

(3) Standards 

(A) In general 

The Secretary shall provide consistent 
with this subsection for the promulgation of 
uniform standards relating to the require-
ments for electronic prescription drug pro-
grams under paragraph (2). 

(B) Objectives 

Such standards shall be consistent with 
the objectives of improving— 

(i) patient safety; 
(ii) the quality of care provided to pa-

tients; and 
(iii) efficiencies, including cost savings, 

in the delivery of care. 

(C) Design criteria 

Such standards shall— 
(i) be designed so that, to the extent 

practicable, the standards do not impose 
an undue administrative burden on pre-
scribing health care professionals and dis-
pensing pharmacies and pharmacists; 

(ii) be compatible with standards estab-
lished under part C of subchapter XI of 

this chapter, standards established under 
subsection (b)(2)(B)(i) of this section, and 
with general health information tech-
nology standards; and 

(iii) be designed so that they permit elec-
tronic exchange of drug labeling and drug 
listing information maintained by the 
Food and Drug Administration and the Na-
tional Library of Medicine. 

(D) Permitting use of appropriate messaging 

Such standards shall allow for the messag-
ing of information only if it relates to the 
appropriate prescribing of drugs, including 
quality assurance measures and systems re-
ferred to in subsection (c)(1)(B) of this sec-
tion. 

(E) Permitting patient designation of dis-
pensing pharmacy 

(i) In general 

Consistent with clause (ii), such stand-
ards shall permit a part D eligible individ-
ual to designate a particular pharmacy to 
dispense a prescribed drug. 

(ii) No change in benefits 

Clause (i) shall not be construed as af-
fecting— 

(I) the access required to be provided 
to pharmacies by a prescription drug 
plan; or 

(II) the application of any differences 
in benefits or payments under such a 
plan based on the pharmacy dispensing a 
covered part D drug. 

(4) Development, promulgation, and modifica-
tion of standards 

(A) Initial standards 

Not later than September 1, 2005, the Sec-
retary shall develop, adopt, recognize, or 
modify initial uniform standards relating to 
the requirements for electronic prescription 
drug programs described in paragraph (2) 
taking into consideration the recommenda-
tions (if any) from the National Committee 
on Vital and Health Statistics (as estab-
lished under section 242k(k) of this title) 
under subparagraph (B). 

(B) Role of NCVHS 

The National Committee on Vital and 
Health Statistics shall develop recommenda-
tions for uniform standards relating to such 
requirements in consultation with the fol-
lowing: 

(i) Standard setting organizations (as de-
fined in section 1320d(8) of this title) 2 

(ii) Practicing physicians. 
(iii) Hospitals. 
(iv) Pharmacies. 
(v) Practicing pharmacists. 
(vi) Pharmacy benefit managers. 
(vii) State boards of pharmacy. 
(viii) State boards of medicine. 
(ix) Experts on electronic prescribing. 
(x) Other appropriate Federal agencies. 

(C) Pilot project to test initial standards 

(i) In general 

During the 1-year period that begins on 
January 1, 2006, the Secretary shall con-



Page 2824 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 1395w–104 

duct a pilot project to test the initial 
standards developed under subparagraph 
(A) prior to the promulgation of the final 
uniform standards under subparagraph (D) 
in order to provide for the efficient imple-
mentation of the requirements described 
in paragraph (2). 

(ii) Exception 

Pilot testing of standards is not required 
under clause (i) where there already is ade-
quate industry experience with such stand-
ards, as determined by the Secretary after 
consultation with effected standard set-
ting organizations and industry users. 

(iii) Voluntary participation of physicians 
and pharmacies 

In order to conduct the pilot project 
under clause (i), the Secretary shall enter 
into agreements with physicians, physi-
cian groups, pharmacies, hospitals, PDP 
sponsors, MA organizations, and other ap-
propriate entities under which health care 
professionals electronically transmit pre-
scriptions to dispensing pharmacies and 
pharmacists in accordance with such 
standards. 

(iv) Evaluation and report 

(I) Evaluation 

The Secretary shall conduct an evalua-
tion of the pilot project conducted under 
clause (i). 

(II) Report to Congress 

Not later than April 1, 2007, the Sec-
retary shall submit to Congress a report 
on the evaluation conducted under sub-
clause (I). 

(D) Final standards 

Based upon the evaluation of the pilot 
project under subparagraph (C)(iv)(I) and not 
later than April 1, 2008, the Secretary shall 
promulgate uniform standards relating to 
the requirements described in paragraph (2). 

(5) Relation to State laws 

The standards promulgated under this sub-
section shall supersede any State law or regu-
lation that— 

(A) is contrary to the standards or re-
stricts the ability to carry out this part; and 

(B) pertains to the electronic transmission 
of medication history and of information on 
eligibility, benefits, and prescriptions with 
respect to covered part D drugs under this 
part. 

(6) Establishment of safe harbor 

The Secretary, in consultation with the At-
torney General, shall promulgate regulations 
that provide for a safe harbor from sanctions 
under paragraphs (1) and (2) of section 
1320a–7b(b) of this title and an exception to the 
prohibition under subsection (a)(1) of section 
1395nn of this title with respect to the provi-
sion of nonmonetary remuneration (in the 
form of hardware, software, or information 
technology and training services) necessary 
and used solely to receive and transmit elec-
tronic prescription information in accordance 

with the standards promulgated under this 
subsection— 

(A) in the case of a hospital, by the hos-
pital to members of its medical staff; 

(B) in the case of a group practice (as de-
fined in section 1395nn(h)(4) of this title), by 
the practice to prescribing health care pro-
fessionals who are members of such practice; 
and 

(C) in the case of a PDP sponsor or MA or-
ganization, by the sponsor or organization to 
pharmacists and pharmacies participating in 
the network of such sponsor or organization, 
and to prescribing health care professionals. 

(f) Grievance mechanism 

Each PDP sponsor shall provide meaningful 
procedures for hearing and resolving grievances 
between the sponsor (including any entity or in-
dividual through which the sponsor provides 
covered benefits) and enrollees with prescription 
drug plans of the sponsor under this part in ac-
cordance with section 1395w–22(f) of this title. 

(g) Coverage determinations and reconsider-
ations 

(1) Application of coverage determination and 
reconsideration provisions 

A PDP sponsor shall meet the requirements 
of paragraphs (1) through (3) of section 
1395w–22(g) of this title with respect to covered 
benefits under the prescription drug plan it of-
fers under this part in the same manner as 
such requirements apply to an MA organiza-
tion with respect to benefits it offers under an 
MA plan under part C of this subchapter. 

(2) Request for a determination for the treat-
ment of tiered formulary drug 

In the case of a prescription drug plan of-
fered by a PDP sponsor that provides for 
tiered cost-sharing for drugs included within a 
formulary and provides lower cost-sharing for 
preferred drugs included within the formulary, 
a part D eligible individual who is enrolled in 
the plan may request an exception to the 
tiered cost-sharing structure. Under such an 
exception, a nonpreferred drug could be cov-
ered under the terms applicable for preferred 
drugs if the prescribing physician determines 
that the preferred drug for treatment of the 
same condition either would not be as effec-
tive for the individual or would have adverse 
effects for the individual or both. A PDP spon-
sor shall have an exceptions process under this 
paragraph consistent with guidelines estab-
lished by the Secretary for making a deter-
mination with respect to such a request. De-
nial of such an exception shall be treated as a 
coverage denial for purposes of applying sub-
section (h) of this section. 

(h) Appeals 

(1) In general 

Subject to paragraph (2), a PDP sponsor 
shall meet the requirements of paragraphs (4) 
and (5) of section 1395w–22(g) of this title with 
respect to benefits (including a determination 
related to the application of tiered cost-shar-
ing described in subsection (g)(2) of this sec-
tion) in a manner similar (as determined by 
the Secretary) to the manner such require-
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ments apply to an MA organization with re-
spect to benefits under the original medicare 
fee-for-service program option it offers under 
an MA plan under part C of this subchapter. In 
applying this paragraph only the part D eligi-
ble individual shall be entitled to bring such 
an appeal. 

(2) Limitation in cases on nonformulary deter-
minations 

A part D eligible individual who is enrolled 
in a prescription drug plan offered by a PDP 
sponsor may appeal under paragraph (1) a de-
termination not to provide for coverage of a 
covered part D drug that is not on the for-
mulary under the plan only if the prescribing 
physician determines that all covered part D 
drugs on any tier of the formulary for treat-
ment of the same condition would not be as ef-
fective for the individual as the nonformulary 
drug, would have adverse effects for the indi-
vidual, or both. 

(3) Treatment of nonformulary determinations 

If a PDP sponsor determines that a plan pro-
vides coverage for a covered part D drug that 
is not on the formulary of the plan, the drug 
shall be treated as being included on the for-
mulary for purposes of section 
1395w–102(b)(4)(C)(i) of this title. 

(i) Privacy, confidentiality, and accuracy of en-
rollee records 

The provisions of section 1395w–22(h) of this 
title shall apply to a PDP sponsor and prescrip-
tion drug plan in the same manner as it applies 
to an MA organization and an MA plan. 

(j) Treatment of accreditation 

Subparagraph (A) of section 1395w–22(e)(4) of 
this title (relating to treatment of accredita-
tion) shall apply to a PDP sponsor under this 
part with respect to the following requirements, 
in the same manner as it applies to an MA orga-
nization with respect to the requirements in 
subparagraph (B) (other than clause (vii) there-
of) of such section: 

(1) Subsection (b) of this section (relating to 
access to covered part D drugs). 

(2) Subsection (c) of this section (including 
quality assurance and medication therapy 
management). 

(3) Subsection (i) of this section (relating to 
confidentiality and accuracy of enrollee 
records). 

(k) Public disclosure of pharmaceutical prices 
for equivalent drugs 

(1) In general 

A PDP sponsor offering a prescription drug 
plan shall provide that each pharmacy that 
dispenses a covered part D drug shall inform 
an enrollee of any differential between the 
price of the drug to the enrollee and the price 
of the lowest priced generic covered part D 
drug under the plan that is therapeutically 
equivalent and bioequivalent and available at 
such pharmacy. 

(2) Timing of notice 

(A) In general 

Subject to subparagraph (B), the informa-
tion under paragraph (1) shall be provided at 

the time of purchase of the drug involved, 
or, in the case of dispensing by mail order, 
at the time of delivery of such drug. 

(B) Waiver 

The Secretary may waive subparagraph 
(A) in such circumstances as the Secretary 
may specify. 

(l) Requirements with respect to sales and mar-
keting activities 

The following provisions shall apply to a PDP 
sponsor (and the agents, brokers, and other 
third parties representing such sponsor) in the 
same manner as such provisions apply to a 
Medicare Advantage organization (and the 
agents, brokers, and other third parties rep-
resenting such organization): 

(1) The prohibition under section 
1395w–21(h)(4)(C) of this title on conducting ac-
tivities described in section 1395w–21(j)(1) of 
this title. 

(2) The requirement under section 
1395w–21(h)(4)(D) of this title to conduct ac-
tivities described in section 1395w–21(j)(2) of 
this title in accordance with the limitations 
established under such subsection. 

(3) The inclusion of the plan type in the plan 
name under section 1395w–21(h)(6) of this title. 

(4) The requirements regarding the appoint-
ment of agents and brokers and compliance 
with State information requests under sub-
paragraphs (A) and (B), respectively, of section 
1395w–21(h)(7) of this title. 

(Aug. 14, 1935, ch. 531, title XVIII, § 1860D–4, as 
added Pub. L. 108–173, title I, § 101(a)(2), Dec. 8, 
2003, 117 Stat. 2082; amended Pub. L. 110–275, title 
I, §§ 103(a)(2), (b)(2), (c)(2), (d)(2), 176, July 15, 
2008, 122 Stat. 2499–2501, 2581; Pub. L. 111–148, 
title III, §§ 3307(a), 3310(a), 3312(a), title X, 
§ 10328(a), Mar. 23, 2010, 124 Stat. 471, 475, 476, 964.) 

REFERENCES IN TEXT 

Section 264(c) of the Health Insurance Portability and 
Accountability Act of 1996, referred to in subsec. 
(e)(2)(C), is section 264(c) of Pub. L. 104–191, which is set 
out as a note under section 1320d–2 of this title. 

AMENDMENTS 

2010—Subsec. (b)(3)(G). Pub. L. 111–148, § 3307(a), 
amended subpar. (G) generally. Prior to amendment, 
subpar. (G) related to required inclusion of drugs in cer-
tain categories and classes. 

Subsec. (b)(3)(H). Pub. L. 111–148, § 3312(a), added sub-
par. (H). 

Subsec. (c)(2)(C) to (G). Pub. L. 111–148, § 10328(a), 
added subpars. (C) to (E) and redesignated former sub-
pars. (C) to(E) as (E) to (G), respectively. 

Subsec. (c)(3). Pub. L. 111–148, § 3310(a), added par. (3). 
2008—Subsec. (b)(3)(C)(i). Pub. L. 110–275, § 176(1), sub-

stituted ‘‘Subject to subparagraph (G), the formulary’’ 
for ‘‘The formulary’’. 

Subsec. (b)(3)(G). Pub. L. 110–275, § 176(2), added sub-
par. (G). 

Subsec. (l). Pub. L. 110–275, § 103(a)(2), added subsec. 
(l). 

Subsec. (l)(2). Pub. L. 110–275, § 103(b)(2), added par. (2). 
Subsec. (l)(3). Pub. L. 110–275, § 103(c)(2), added par. (3). 
Subsec. (l)(4). Pub. L. 110–275, § 103(d)(2), added par. (4). 

EFFECTIVE DATE OF 2010 AMENDMENT 

Pub. L. 111–148, title III, § 3307(b), Mar. 23, 2010, 124 
Stat. 472, provided that: ‘‘The amendments made by 
this section [amending this section] shall apply to plan 
year 2011 and subsequent plan years.’’ 
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Pub. L. 111–148, title III, § 3310(b), Mar. 23, 2010, 124 
Stat. 475, provided that: ‘‘The amendment made by sub-
section (a) [amending this section] shall apply to plan 
years beginning on or after January 1, 2012.’’ 

Pub. L. 111–148, title III, § 3312(b), Mar. 23, 2010, 124 
Stat. 476, provided that: ‘‘The amendment made by sub-
section (a) [amending this section] shall apply to excep-
tions and appeals on or after January 1, 2012.’’ 

EFFECTIVE DATE OF 2008 AMENDMENT 

Amendment by section 103(a)(2) of Pub. L. 110–275 ap-
plicable to plan years beginning on or after Jan. 1, 2009, 
see section 103(a)(3) of Pub. L. 110–275, set out as a note 
under section 1395w–21 of this title. 

Amendment by section 103(b)(2) of Pub. L. 110–275 ef-
fective on a date specified by the Secretary (but in no 
case later than Nov. 15, 2008), see section 103(b)(3) of 
Pub. L. 110–275, set out as a note under section 1395w–21 
of this title. 

Amendment by section 103(d)(2) of Pub. L. 110–275 ap-
plicable to plan years beginning on or after Jan. 1, 2009, 
see section 103(d)(3) of Pub. L. 110–275, set out as a note 
under section 1395w–21 of this title. 

RULE OF CONSTRUCTION 

Pub. L. 111–148, title X, § 10328(b), Mar. 23, 2010, 124 
Stat. 965, provided that: ‘‘Nothing in this section 
[amending this section] shall limit the authority of the 
Secretary of Health and Human Services to modify or 
broaden requirements for a medication therapy man-
agement program under part D of title XVIII of the So-
cial Security Act [42 U.S.C. 1395w–101 et seq.] or to 
study new models for medication therapy management 
through the Center for Medicare and Medicaid Innova-
tion under section 1115A of such Act [42 U.S.C. 1315a], 
as added by section 3021 [of Pub. L. 111–148].’’ 

GRANTS TO PHYSICIANS TO IMPLEMENT ELECTRONIC 
PRESCRIPTION DRUG PROGRAMS 

Pub. L. 108–173, title I, § 108, Dec. 8, 2003, 117 Stat. 2172, 
provided that: 

‘‘(a) IN GENERAL.—The Secretary [of Health and 
Human Services] is authorized to make grants to physi-
cians for the purpose of assisting such physicians to 
implement electronic prescription drug programs that 
comply with the standards promulgated or modified 
under section 1860D–4(e) of the Social Security Act [42 
U.S.C. 1395w–104(e)], as inserted by section 101(a). 

‘‘(b) AWARDING OF GRANTS.— 
‘‘(1) APPLICATION.—No grant may be made under 

this section except pursuant to a grant application 
that is submitted and approved in a time, manner, 
and form specified by the Secretary. 

‘‘(2) CONSIDERATIONS AND PREFERENCES.—In award-
ing grants under this section, the Secretary shall— 

‘‘(A) give special consideration to physicians who 
serve a disproportionate number of medicare pa-
tients; and 

‘‘(B) give preference to physicians who serve a 
rural or underserved area. 
‘‘(3) LIMITATION ON GRANTS.—Only 1 grant may be 

awarded under this section with respect to any physi-
cian or group practice of physicians. 
‘‘(c) TERMS AND CONDITIONS.— 

‘‘(1) IN GENERAL.—Grants under this section shall be 
made under such terms and conditions as the Sec-
retary specifies consistent with this section. 

‘‘(2) USE OF GRANT FUNDS.—Funds provided under 
grants under this section may be used for any of the 
following: 

‘‘(A) For purchasing, leasing, and installing com-
puter software and hardware, including handheld 
computer technologies. 

‘‘(B) Making upgrades and other improvements to 
existing computer software and hardware to enable 
e-prescribing. 

‘‘(C) Providing education and training to eligible 
physician staff on the use of technology to imple-
ment the electronic transmission of prescription 
and patient information. 

‘‘(3) PROVISION OF INFORMATION.—As a condition for 
the awarding of a grant under this section, an appli-
cant shall provide to the Secretary such information 
as the Secretary may require in order to— 

‘‘(A) evaluate the project for which the grant is 
made; and 

‘‘(B) ensure that funding provided under the grant 
is expended only for the purposes for which it is 
made. 
‘‘(4) AUDIT.—The Secretary shall conduct appro-

priate audits of grants under this section. 
‘‘(5) MATCHING REQUIREMENT.—The applicant for a 

grant under this section shall agree, with respect to 
the costs to be incurred by the applicant in imple-
menting an electronic prescription drug program, to 
make available (directly or through donations from 
public or private entities) non-Federal contributions 
toward such costs in an amount that is not less than 
50 percent of such costs. Non-Federal contributions 
under the previous sentence may be in cash or in 
kind, fairly evaluated, including plant, equipment, or 
services. Amounts provided by the Federal Govern-
ment, or services assisted or subsidized to any signifi-
cant extent by the Federal Government, may not be 
included in determining the amount of such contribu-
tions. 
‘‘(d) AUTHORIZATION OF APPROPRIATIONS.—There are 

authorized to be appropriated to carry out this section 
$50,000,000 for fiscal year 2007 and such sums as may be 
necessary for each of fiscal years 2008 and 2009.’’ 

SUBPART 2—PRESCRIPTION DRUG PLANS; PDP 
SPONSORS; FINANCING 

§ 1395w–111. PDP regions; submission of bids; 
plan approval 

(a) Establishment of PDP regions; service areas 

(1) Coverage of entire PDP region 

The service area for a prescription drug plan 
shall consist of an entire PDP region estab-
lished under paragraph (2). 

(2) Establishment of PDP regions 

(A) In general 

The Secretary shall establish, and may re-
vise, PDP regions in a manner that is con-
sistent with the requirements for the estab-
lishment and revision of MA regions under 
subparagraphs (B) and (C) of section 
1395w–27a(a)(2) of this title. 

(B) Relation to MA regions 

To the extent practicable, PDP regions 
shall be the same as MA regions under sec-
tion 1395w–27a(a)(2) of this title. The Sec-
retary may establish PDP regions which are 
not the same as MA regions if the Secretary 
determines that the establishment of dif-
ferent regions under this part would improve 
access to benefits under this part. 

(C) Authority for territories 

The Secretary shall establish, and may re-
vise, PDP regions for areas in States that 
are not within the 50 States or the District 
of Columbia. 

(3) National plan 

Nothing in this subsection shall be con-
strued as preventing a prescription drug plan 
from being offered in more than one PDP re-
gion (including all PDP regions). 

(b) Submission of bids, premiums, and related in-
formation 

(1) In general 

A PDP sponsor shall submit to the Secretary 
information described in paragraph (2) with re-
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