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1989—Pub. L. 101–234 repealed Pub. L. 100–360, 
§ 203(e)(4), and provided that the provisions of law 
amended or repealed by such section are restored or re-
vived as if such section had not been enacted, see 1988 
Amendment notes below. 

1988—Pub. L. 100–360, § 203(e)(4)(A), inserted ‘‘and for 
qualified home intravenous drug therapy providers’’ at 
end of section catchline. 

Subsec. (a). Pub. L. 100–360, § 411(g)(3)(G)(i)(I), as 
amended by Pub. L. 100–485, substituted ‘‘approved’’ for 
‘‘certified’’. 

Pub. L. 100–360, § 411(g)(3)(G)(i)(II), inserted ‘‘or for 
coverage’’ after ‘‘conditions of participation’’. 

Pub. L. 100–360, § 411(g)(3)(G)(i)(III), which directed 
amendment of subsec. (a) by substituting ‘‘terminating 
immediately the provider agreement or cancelling im-
mediately approval of the clinical laboratory’’ for 
‘‘cancelling immediately the certification of the pro-
vider or clinical laboratory’’, was executed by making 
the substitution for ‘‘canceling immediately the cer-
tification of the provider or clinical laboratory’’ to re-
flect the probable intent of Congress. 

Pub. L. 100–360, § 203(e)(4)(B), inserted ‘‘or that a 
qualified home intravenous drug therapy provider that 
is certified for participation under this subchapter no 
longer substantially meets the requirements of section 
1395x(jj)(3) of this title’’ after ‘‘under this part’’. 

Subsec. (b)(1)(A). Pub. L. 100–360, § 411(g)(3)(G)(ii), 
struck out ‘‘certified’’ before ‘‘clinical laboratories’’. 

Subsec. (b)(2)(A). Pub. L. 100–360, § 411(g)(3)(G)(iv), in-
serted at end ‘‘The provisions of section 1320a–7a of this 
title (other than subsections (a) and (b)) shall apply to 
a civil money penalty under clause (ii) in the same 
manner as such provisions apply to a penalty or pro-
ceeding under section 1320a–7a(a) of this title.’’

Subsec. (b)(2)(A)(ii). Pub. L. 100–360, § 411(g)(3)(G)(iii), 
substituted ‘‘civil money penalties in an amount not to 
exceed $10,000 for each day of substantial noncompli-
ance’’ for ‘‘civil fines and penalties’’. 

Subsec. (b)(2)(A)(iii). Pub. L. 100–360, § 411(g)(3)(G)(v), 
struck out ‘‘certification’’ before ‘‘surveys’’. 

Subsec. (b)(2)(A)(iv). Pub. L. 100–360, § 411(g)(3)(G)(ii), 
(vi), struck out ‘‘certified’’ before ‘‘clinical laboratory’’ 
and substituted ‘‘furnished on or after the date on’’ for 
‘‘provided on or after the date in’’. 

Pub. L. 100–360, § 203(e)(4)(C), inserted ‘‘or home intra-
venous drug therapy services’’ after ‘‘clinical diag-
nostic laboratory tests’’. 

Subsec. (b)(3). Pub. L. 100–360, § 411(g)(3)(G)(vii), sub-
stituted ‘‘any penalties’’ for ‘‘any fines’’ and ‘‘severe 
penalties’’ for ‘‘severe fines’’.

Statutory Notes and Related Subsidiaries 

EFFECTIVE DATE OF 1990 AMENDMENT 

Amendment by Pub. L. 101–508 effective as if included 
in the enactment of the Omnibus Budget Reconcili-
ation Act of 1989, Pub. L. 101–239, see section 4154(e)(5) 
of Pub. L. 101–508, set out as a note under section 1395l 
of this title. 

EFFECTIVE DATE OF 1989 AMENDMENT 

Amendment by Pub. L. 101–234 effective Jan. 1, 1990, 
see section 201(c) of Pub. L. 101–234, set out as a note 
under section 1320a–7a of this title. 

EFFECTIVE DATE OF 1988 AMENDMENTS 

Amendment by Pub. L. 100–485 effective as if included 
in the enactment of the Medicare Catastrophic Cov-
erage Act of 1988, Pub. L. 100–360, see section 608(g)(1) of 
Pub. L. 100–485, set out as a note under section 704 of 
this title. 

Amendment by section 203(e)(4) of Pub. L. 100–360 ap-
plicable to items and services furnished on or after Jan. 
1, 1990, see section 203(g) of Pub. L. 100–360, set out as 
a note under section 1320c–3 of this title. 

Except as specifically provided in section 411 of Pub. 
L. 100–360, amendment by section 411(g)(3)(G) of Pub. L. 
100–360, as it relates to a provision in the Omnibus 

Budget Reconciliation Act of 1987, Pub. L. 100–203, ef-
fective as if included in the enactment of that provi-
sion in Pub. L. 100–203, see section 411(a) of Pub. L. 
100–360, set out as a Reference to OBRA; Effective Date 
note under section 106 of Title 1, General Provisions. 

EFFECTIVE DATE 

Pub. L. 100–203, title IV, § 4064(d)(2), Dec. 22, 1987, 101 
Stat. 1330–111, provided that: ‘‘The amendment made by 
paragraph (1) [enacting this section] shall become effec-
tive on January 1, 1990.’’

§ 1395w–3. Competitive acquisition of certain 
items and services 

(a) Establishment of competitive acquisition pro-
grams 

(1) Implementation of programs 

(A) In general 

The Secretary shall establish and imple-
ment programs under which competitive ac-
quisition areas are established throughout 
the United States for contract award pur-
poses for the furnishing under this part of 
competitively priced items and services (de-
scribed in paragraph (2)) for which payment 
is made under this part. Such areas may dif-
fer for different items and services. 

(B) Phased-in implementation 

The programs—
(i) shall be phased in among competitive 

acquisition areas in a manner consistent 
with subparagraph (D) so that the com-
petition under the programs occurs in—

(I) 10 of the largest metropolitan sta-
tistical areas in 2007; 

(II) an additional 91 of the largest met-
ropolitan statistical areas in 2011; and 

(III) additional areas after 2011 (or, in 
the case of national mail order for items 
and services, after 2010); and

(ii) may be phased in first among the 
highest cost and highest volume items and 
services or those items and services that 
the Secretary determines have the largest 
savings potential. 

(C) Waiver of certain provisions 

In carrying out the programs, the Sec-
retary may waive such provisions of the Fed-
eral Acquisition Regulation as are necessary 
for the efficient implementation of this sec-
tion, other than provisions relating to con-
fidentiality of information and such other 
provisions as the Secretary determines ap-
propriate. 

(D) Changes in competitive acquisition pro-
grams 

(i) Round 1 of competitive acquisition pro-
gram 

Notwithstanding subparagraph (B)(i)(I) 
and in implementing the first round of the 
competitive acquisition programs under 
this section—

(I) the contracts awarded under this 
section before July 15, 2008, are termi-
nated, no payment shall be made under 
this subchapter on or after July 15, 2008, 
based on such a contract, and, to the ex-
tent that any damages may be applicable 
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as a result of the termination of such 
contracts, such damages shall be payable 
from the Federal Supplementary Medical 
Insurance Trust Fund under section 1395t 
of this title; 

(II) the Secretary shall conduct the 
competition for such round in a manner 
so that it occurs in 2009 with respect to 
the same items and services and the 
same areas, except as provided in sub-
clauses (III) and (IV); 

(III) the Secretary shall exclude Puer-
to Rico so that such round of competi-
tion covers 9, instead of 10, of the largest 
metropolitan statistical areas; and 

(IV) there shall be excluded negative 
pressure wound therapy items and serv-
ices.

Nothing in subclause (I) shall be construed 
to provide an independent cause of action 
or right to administrative or judicial re-
view with regard to the termination pro-
vided under such subclause. 

(ii) Round 2 of competitive acquisition pro-
gram 

In implementing the second round of the 
competitive acquisition programs under 
this section described in subparagraph 
(B)(i)(II)—

(I) the metropolitan statistical areas 
to be included shall be those metropoli-
tan statistical areas selected by the Sec-
retary for such round as of June 1, 2008; 

(II) the Secretary shall include the 
next 21 largest metropolitan statistical 
areas by total population (after those se-
lected under subclause (I)) for such 
round; and 

(III) the Secretary may subdivide met-
ropolitan statistical areas with popu-
lations (based upon the most recent data 
from the Census Bureau) of at least 
8,000,000 into separate areas for competi-
tive acquisition purposes. 

(iii) Exclusion of certain areas in subse-
quent rounds of competitive acquisi-
tion programs 

In implementing subsequent rounds of 
the competitive acquisition programs 
under this section, including under sub-
paragraph (B)(i)(III), for competitions oc-
curring before 2015, the Secretary shall ex-
empt from the competitive acquisition 
program (other than national mail order) 
the following: 

(I) Rural areas. 
(II) Metropolitan statistical areas not 

selected under round 1 or round 2 with a 
population of less than 250,000. 

(III) Areas with a low population den-
sity within a metropolitan statistical 
area that is otherwise selected, as deter-
mined for purposes of paragraph (3)(A). 

(E) Verification by OIG 

The Inspector General of the Department 
of Health and Human Services shall, through 
post-award audit, survey, or otherwise, as-
sess the process used by the Centers for 
Medicare & Medicaid Services to conduct 

competitive bidding and subsequent pricing 
determinations under this section that are 
the basis for pivotal bid amounts and single 
payment amounts for items and services in 
competitive bidding areas under rounds 1 
and 2 of the competitive acquisition pro-
grams under this section and may continue 
to verify such calculations for subsequent 
rounds of such programs. 

(F) Supplier feedback on missing financial 
documentation 

(i) In general 

In the case of a bid where one or more 
covered documents in connection with 
such bid have been submitted not later 
than the covered document review date 
specified in clause (ii), the Secretary—

(I) shall provide, by not later than 45 
days (in the case of the first round of the 
competitive acquisition programs as de-
scribed in subparagraph (B)(i)(I)) or 90 
days (in the case of a subsequent round 
of such programs) after the covered doc-
ument review date, for notice to the bid-
der of all such documents that are miss-
ing as of the covered document review 
date; and 

(II) may not reject the bid on the basis 
that any covered document is missing or 
has not been submitted on a timely 
basis, if all such missing documents 
identified in the notice provided to the 
bidder under subclause (I) are submitted 
to the Secretary not later than 10 busi-
ness days after the date of such notice. 

(ii) Covered document review date 

The covered document review date speci-
fied in this clause with respect to a com-
petitive acquisition program is the later 
of—

(I) the date that is 30 days before the 
final date specified by the Secretary for 
submission of bids under such program; 
or 

(II) the date that is 30 days after the 
first date specified by the Secretary for 
submission of bids under such program. 

(iii) Limitations of process 

The process provided under this subpara-
graph—

(I) applies only to the timely submis-
sion of covered documents; 

(II) does not apply to any determina-
tion as to the accuracy or completeness 
of covered documents submitted or 
whether such documents meet applicable 
requirements; 

(III) shall not prevent the Secretary 
from rejecting a bid based on any basis 
not described in clause (i)(II); and 

(IV) shall not be construed as permit-
ting a bidder to change bidding amounts 
or to make other changes in a bid sub-
mission. 

(iv) Covered document defined 

In this subparagraph, the term ‘‘covered 
document’’ means a financial, tax, or 
other document required to be submitted 
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by a bidder as part of an original bid sub-
mission under a competitive acquisition 
program in order to meet required finan-
cial standards. Such term does not include 
other documents, such as the bid itself or 
accreditation documentation. 

(G) Requiring bid bonds for bidding entities 

With respect to rounds of competitions be-
ginning under this subsection for contracts 
beginning not earlier than January 1, 2017, 
and not later than January 1, 2019, an entity 
may not submit a bid for a competitive ac-
quisition area unless, as of the deadline for 
bid submission, the entity has obtained (and 
provided the Secretary with proof of having 
obtained) a bid surety bond (in this para-
graph referred to as a ‘‘bid bond’’) in a form 
specified by the Secretary consistent with 
subparagraph (H) and in an amount that is 
not less than $50,000 and not more than 
$100,000 for each competitive acquisition 
area in which the entity submits the bid. 

(H) Treatment of bid bonds submitted 

(i) For bidders that submit bids at or below 
the median and are offered but do not 
accept the contract 

In the case of a bidding entity that is of-
fered a contract for any product category 
for a competitive acquisition area, if—

(I) the entity’s composite bid for such 
product category and area was at or 
below the median composite bid rate for 
all bidding entities included in the cal-
culation of the single payment amounts 
for such product category and area; and 

(II) the entity does not accept the con-
tract offered for such product category 
and area,

the bid bond submitted by such entity for 
such area shall be forfeited by the entity 
and the Secretary shall collect on it. 

(ii) Treatment of other bidders 

In the case of a bidding entity for any 
product category for a competitive acqui-
sition area, if the entity does not meet the 
bid forfeiture conditions in subclauses (I) 
and (II) of clause (i) for any product cat-
egory for such area, the bid bond sub-
mitted by such entity for such area shall 
be returned within 90 days of the public 
announcement of the contract suppliers 
for such area. 

(2) Items and services described 

The items and services referred to in para-
graph (1) are the following: 

(A) Durable medical equipment and medical 
supplies 

Covered items (as defined in section 
1395m(a)(13) of this title) for which payment 
would otherwise be made under section 
1395m(a) of this title, including items used in 
infusion and drugs (other than inhalation 
drugs) and supplies used in conjunction with 
durable medical equipment, but excluding 
class III devices under the Federal Food, 
Drug, and Cosmetic Act [21 U.S.C. 301 et 
seq.], excluding certain complex rehabilita-

tive power wheelchairs recognized by the 
Secretary as classified within group 3 or 
higher, complex rehabilitative manual 
wheelchairs (as determined by the Sec-
retary), and certain manual wheelchairs 
(identified, as of October 1, 2018, by HCPCS 
codes E1235, E1236, E1237, E1238, and K0008 or 
any successor to such codes) (and related ac-
cessories when furnished in connection with 
such complex rehabilitative power wheel-
chairs, complex rehabilitative manual 
wheelchairs, and certain manual wheel-
chairs), and excluding drugs and biologicals 
described in section 1395u(o)(1)(D) of this 
title. 

(B) Other equipment and supplies 

Items and services described in section 
1395u(s)(2)(D) of this title, other than paren-
teral nutrients, equipment, and supplies. 

(C) Off-the-shelf orthotics 

Orthotics described in section 1395x(s)(9) of 
this title for which payment would other-
wise be made under section 1395m(h) of this 
title which require minimal self-adjustment 
for appropriate use and do not require exper-
tise in trimming, bending, molding, assem-
bling, or customizing to fit to the individual. 

(D) Lymphedema compression treatment 
items 

Lymphedema compression treatment 
items (as defined in section 1395x(mmm) of 
this title) for which payment would other-
wise be made under section 1395m(z) of this 
title. 

(3) Exception authority 

In carrying out the programs under this sec-
tion, the Secretary may exempt—

(A) rural areas and areas with low popu-
lation density within urban areas that are 
not competitive, unless there is a significant 
national market through mail order for a 
particular item or service; and 

(B) items and services for which the appli-
cation of competitive acquisition is not like-
ly to result in significant savings. 

(4) Special rule for certain rented items of du-
rable medical equipment and oxygen 

In the case of a covered item for which pay-
ment is made on a rental basis under section 
1395m(a) of this title and in the case of pay-
ment for oxygen under section 1395m(a)(5) of 
this title, the Secretary shall establish a proc-
ess by which rental agreements for the cov-
ered items and supply arrangements with oxy-
gen suppliers entered into before the applica-
tion of the competitive acquisition program 
under this section for the item may be contin-
ued notwithstanding this section. In the case 
of any such continuation, the supplier in-
volved shall provide for appropriate servicing 
and replacement, as required under section 
1395m(a) of this title. 

(5) Physician authorization 

(A) In general 

With respect to items or services included 
within a particular HCPCS code, the Sec-
retary may establish a process for certain 



Page 3223 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 1395w–3

1 So in original. Probably should be ‘‘a’’. 

items and services under which a physician 
may prescribe a particular brand or mode of 
delivery of an item or service within such 
code if the physician determines that use of 
the particular item or service would avoid 
an adverse medical outcome on the indi-
vidual, as determined by the Secretary. 

(B) No effect on payment amount 

A prescription under subparagraph (A) 
shall not affect the amount of payment oth-
erwise applicable for the item or service 
under the code involved. 

(6) Application 

For each competitive acquisition area in 
which the program is implemented under this 
subsection with respect to items and services, 
the payment basis determined under the com-
petition conducted under subsection (b) shall 
be substituted for the payment basis otherwise 
applied under section 1395m(a) of this title, 
section 1395m(h) of this title, or section 
1395u(s) of this title, as appropriate. 

(7) Exemption from competitive acquisition 

The programs under this section shall not 
apply to the following: 

(A) Certain off-the-shelf orthotics 

Items and services described in paragraph 
(2)(C) if furnished—

(i) by a physician or other practitioner 
(as defined by the Secretary) to the physi-
cian’s or practitioner’s own patients as 
part of the physician’s or practitioner’s 
professional service; or 

(ii) by a hospital to the hospital’s own 
patients during an admission or on the 
date of discharge. 

(B) Certain durable medical equipment 

Those items and services described in 
paragraph (2)(A)—

(i) that are furnished by a hospital to the 
hospital’s own patients during an admis-
sion or on the date of discharge; and 

(ii) to which such programs would not 
apply, as specified by the Secretary, if fur-
nished by a physician to the physician’s 
own patients as part of the physician’s 
professional service. 

(b) Program requirements 

(1) In general 

The Secretary shall conduct a competition 
among entities supplying items and services 
described in subsection (a)(2) for each competi-
tive acquisition area in which the program is 
implemented under subsection (a) with respect 
to such items and services. 

(2) Conditions for awarding contract 

(A) In general 

The Secretary may not award a contract 
to any entity under the competition con-
ducted in an 1 competitive acquisition area 
pursuant to paragraph (1) to furnish such 
items or services unless the Secretary finds 
all of the following: 

(i) The entity meets applicable quality 
standards specified by the Secretary under 
section 1395m(a)(20) of this title. 

(ii) The entity meets applicable financial 
standards specified by the Secretary, tak-
ing into account the needs of small pro-
viders. 

(iii) The total amounts to be paid to con-
tractors in a competitive acquisition area 
are expected to be less than the total 
amounts that would otherwise be paid. 

(iv) Access of individuals to a choice of 
multiple suppliers in the area is main-
tained. 

(v) The entity meets applicable State li-
censure requirements. 

(B) Timely implementation of program 

Any delay in the implementation of qual-
ity standards under section 1395m(a)(20) of 
this title or delay in the receipt of advice 
from the program oversight committee es-
tablished under subsection (c) shall not 
delay the implementation of the competitive 
acquisition program under this section. 

(3) Contents of contract 

(A) In general 

A contract entered into with an entity 
under the competition conducted pursuant 
to paragraph (1) is subject to terms and con-
ditions that the Secretary may specify. 

(B) Term of contracts 

The Secretary shall recompete contracts 
under this section not less often than once 
every 3 years. 

(C) Disclosure of subcontractors 

(i) Initial disclosure 

Not later than 10 days after the date a 
supplier enters into a contract with the 
Secretary under this section, such supplier 
shall disclose to the Secretary, in a form 
and manner specified by the Secretary, the 
information on—

(I) each subcontracting relationship 
that such supplier has in furnishing 
items and services under the contract; 
and 

(II) whether each such subcontractor 
meets the requirement of section 
1395m(a)(20)(F)(i) of this title, if applica-
ble to such subcontractor. 

(ii) Subsequent disclosure 

Not later than 10 days after such a sup-
plier subsequently enters into a subcon-
tracting relationship described in clause 
(i)(II), such supplier shall disclose to the 
Secretary, in such form and manner, the 
information described in subclauses (I) and 
(II) of clause (i). 

(4) Limit on number of contractors 

(A) In general 

The Secretary may limit the number of 
contractors in a competitive acquisition 
area to the number needed to meet projected 
demand for items and services covered under 
the contracts. In awarding contracts, the 
Secretary shall take into account the ability 
of bidding entities to furnish items or serv-
ices in sufficient quantities to meet the an-
ticipated needs of individuals for such items 
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2 So in original. Probably should be ‘‘acquisition’’. 

or services in the geographic area covered 
under the contract on a timely basis. 

(B) Multiple winners 

The Secretary shall award contracts to 
multiple entities submitting bids in each 
area for an item or service. 

(5) Payment 

(A) In general 

Payment under this part for competitively 
priced items and services described in sub-
section (a)(2) shall be based on bids sub-
mitted and accepted under this section for 
such items and services. Based on such bids 
the Secretary shall determine a single pay-
ment amount for each item or service in 
each competitive acquisition area. 

(B) Reduced beneficiary cost-sharing 

(i) Application of coinsurance 

Payment under this section for items 
and services shall be in an amount equal to 
80 percent of the payment basis described 
in subparagraph (A). 

(ii) Application of deductible 

Before applying clause (i), the individual 
shall be required to meet the deductible 
described in section 1395l(b) of this title. 

(C) Payment on assignment-related basis 

Payment for any item or service furnished 
by the entity may only be made under this 
section on an assignment-related basis. 

(D) Construction 

Nothing in this section shall be construed 
as precluding the use of an advanced bene-
ficiary notice with respect to a competi-
tively priced item and service. 

(6) Participating contractors 

(A) In general 

Except as provided in subsection (a)(4), 
payment shall not be made for items and 
services described in subsection (a)(2) fur-
nished by a contractor and for which com-
petition is conducted under this section un-
less—

(i) the contractor has submitted a bid for 
such items and services under this section; 
and 

(ii) the Secretary has awarded a contract 
to the contractor for such items and serv-
ices under this section. 

(B) Bid defined 

In this section, the term ‘‘bid’’ means an 
offer to furnish an item or service for a par-
ticular price and time period that includes, 
where appropriate, any services that are at-
tendant to the furnishing of the item or 
service. 

(C) Rules for mergers and acquisitions 

In applying subparagraph (A) to a con-
tractor, the contractor shall include a suc-
cessor entity in the case of a merger or ac-
quisition, if the successor entity assumes 
such contract along with any liabilities that 
may have occurred thereunder. 

(D) Protection of small suppliers 

In developing procedures relating to bids 
and the awarding of contracts under this 

section, the Secretary shall take appropriate 
steps to ensure that small suppliers of items 
and services have an opportunity to be con-
sidered for participation in the program 
under this section. 

(7) Consideration in determining categories for 
bids 

The Secretary may consider the clinical effi-
ciency and value of specific items within 
codes, including whether some items have a 
greater therapeutic advantage to individuals. 

(8) Authority to contract for education, moni-
toring, outreach, and complaint services 

The Secretary may enter into contracts with 
appropriate entities to address complaints 
from individuals who receive items and serv-
ices from an entity with a contract under this 
section and to conduct appropriate education 
of and outreach to such individuals and moni-
toring quality of services with respect to the 
program. 

(9) Authority to contract for implementation 

The Secretary may contract with appro-
priate entities to implement the competitive 
bidding program under this section. 

(10) Special rule in case of competition for dia-
betic testing strips 

(A) In general 

With respect to the competitive acquisi-
tion program for diabetic testing strips con-
ducted after the first round of the competi-
tive acquisition programs, if an entity does 
not demonstrate to the Secretary that its 
bid covers types of diabetic testing strip 
products that, in the aggregate and taking 
into account volume for the different prod-
ucts, cover 50 percent (or such higher per-
centage as the Secretary may specify) of all 
such types of products, the Secretary shall 
reject such bid. With respect to bids to fur-
nish such types of products on or after Janu-
ary 1, 2019, the volume for such types of 
products shall be determined by the Sec-
retary through the use of multiple sources of 
data (from mail order and non-mail order 
Medicare markets), including market-based 
data measuring sales of diabetic testing 
strip products that are not exclusively sold 
by a single retailer from such markets. 

(B) Study of types of testing strip products 

Before 2011, the Inspector General of the 
Department of Health and Human Services 
shall conduct a study to determine the types 
of diabetic testing strip products by volume 
that could be used to make determinations 
pursuant to subparagraph (A) for the first 
competition under the competitive acquisi-
tion program described in such subparagraph 
and submit to the Secretary a report on the 
results of the study. The Inspector General 
shall also conduct such a study and submit 
such a report before the Secretary conducts 
a subsequent competitive acquistion 2 pro-
gram described in subparagraph (A). 
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(C) Demonstration of ability to furnish types 
of diabetic testing strip products 

With respect to bids to furnish diabetic 
testing strip products on or after January 1, 
2019, an entity shall attest to the Secretary 
that the entity has the ability to obtain an 
inventory of the types and quantities of dia-
betic testing strip products that will allow 
the entity to furnish such products in a 
manner consistent with its bid and—

(i) demonstrate to the Secretary, 
through letters of intent with manufactur-
ers, wholesalers, or other suppliers, or 
other evidence as the Secretary may speci-
fy, such ability; or 

(ii) demonstrate to the Secretary that it 
made a good faith attempt to obtain such 
a letter of intent or such other evidence. 

(D) Use of unlisted types in calculation of 
percentage 

With respect to bids to furnish diabetic 
testing strip products on or after January 1, 
2019, in determining under subparagraph (A) 
whether a bid submitted by an entity under 
such subparagraph covers 50 percent (or such 
higher percentage as the Secretary may 
specify) of all types of diabetic testing strip 
products, the Secretary may not attribute a 
percentage to types of diabetic testing strip 
products that the Secretary does not iden-
tify by brand, model, and market share vol-
ume. 

(E) Adherence to demonstration 

(i) In general 

In the case of an entity that is fur-
nishing diabetic testing strip products on 
or after January 1, 2019, under a contract 
entered into under the competition con-
ducted pursuant to paragraph (1), the Sec-
retary shall establish a process to monitor, 
on an ongoing basis, the extent to which 
such entity continues to cover the product 
types included in the entity’s bid. 

(ii) Termination 

If the Secretary determines that an enti-
ty described in clause (i) fails to maintain 
in inventory, or otherwise maintain ready 
access to (through requirements, con-
tracts, or otherwise) a type of product in-
cluded in the entity’s bid, the Secretary 
may terminate such contract unless the 
Secretary finds that the failure of the en-
tity to maintain inventory of, or ready ac-
cess to, the product is the result of the dis-
continuation of the product by the product 
manufacturer, a market-wide shortage of 
the product, or the introduction of a newer 
model or version of the product in the 
market involved. 

(11) Additional special rules in case of competi-
tion for diabetic testing strips 

(A) In general 

With respect to an entity that is fur-
nishing diabetic testing strip products to in-
dividuals under a contract entered into 
under the competitive acquisition program 
established under this section, the entity 

shall furnish to each individual a brand of 
such products that is compatible with the 
home blood glucose monitor selected by the 
individual. 

(B) Prohibition on influencing and 
incentivizing 

An entity described in subparagraph (A) 
may not attempt to influence or incentivize 
an individual to switch the brand of glucose 
monitor or diabetic testing strip product se-
lected by the individual, including by—

(i) persuading, pressuring, or advising 
the individual to switch; or 

(ii) furnishing information about alter-
native brands to the individual where the 
individual has not requested such informa-
tion. 

(C) Provision of information 

(i) Standardized information 

Not later than January 1, 2019, the Sec-
retary shall develop and make available to 
entities described in subparagraph (A) 
standardized information that describes 
the rights of an individual with respect to 
such an entity. The information described 
in the preceding sentence shall include in-
formation regarding—

(I) the requirements established under 
subparagraphs (A) and (B); 

(II) the right of the individual to pur-
chase diabetic testing strip products 
from another mail order supplier of such 
products or a retail pharmacy if the en-
tity is not able to furnish the brand of 
such product that is compatible with the 
home blood glucose monitor selected by 
the individual; and 

(III) the right of the individual to re-
turn diabetic testing strip products fur-
nished to the individual by the entity. 

(ii) Requirement 

With respect to diabetic testing strip 
products furnished on or after the date on 
which the Secretary develops the stand-
ardized information under clause (i), an 
entity described in subparagraph (A) may 
not communicate directly to an individual 
until the entity has verbally provided the 
individual with such standardized informa-
tion. 

(D) Order refills 

With respect to diabetic testing strip prod-
ucts furnished on or after January 1, 2019, 
the Secretary shall require an entity fur-
nishing diabetic testing strip products to an 
individual to contact and receive a request 
from the individual for such products not 
more than 14 days prior to dispensing a refill 
of such products to the individual. 

(12) No administrative or judicial review 

There shall be no administrative or judicial 
review under section 1395ff of this title, sec-
tion 1395oo of this title, or otherwise, of—

(A) the establishment of payment amounts 
under paragraph (5); 

(B) the awarding of contracts under this 
section; 
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(C) the designation of competitive acquisi-
tion areas under subsection (a)(1)(A) and the 
identification of areas under subsection 
(a)(1)(D)(iii); 

(D) the phased-in implementation under 
subsection (a)(1)(B) and implementation of 
subsection (a)(1)(D); 

(E) the selection of items and services for 
competitive acquisition under subsection 
(a)(2); 

(F) the bidding structure and number of 
contractors selected under this section; or 

(G) the implementation of the special rule 
described in paragraph (10). 

(c) Program Advisory and Oversight Committee 

(1) Establishment 

The Secretary shall establish a Program Ad-
visory and Oversight Committee (hereinafter 
in this section referred to as the ‘‘Com-
mittee’’). 

(2) Membership; terms 

The Committee shall consist of such mem-
bers as the Secretary may appoint who shall 
serve for such term as the Secretary may 
specify. 

(3) Duties 

(A) Advice 

The Committee shall provide advice to the 
Secretary with respect to the following func-
tions: 

(i) The implementation of the program 
under this section. 

(ii) The establishment of financial stand-
ards for purposes of subsection (b)(2)(A)(ii). 

(iii) The establishment of requirements 
for collection of data for the efficient man-
agement of the program. 

(iv) The development of proposals for ef-
ficient interaction among manufacturers, 
providers of services, suppliers (as defined 
in section 1395x(d) of this title), and indi-
viduals. 

(v) The establishment of quality stand-
ards under section 1395m(a)(20) of this 
title. 

(B) Additional duties 

The Committee shall perform such addi-
tional functions to assist the Secretary in 
carrying out this section as the Secretary 
may specify. 

(4) Inapplicability of chapter 10 of title 5

The provisions of chapter 10 of title 5 shall 
not apply. 

(5) Termination 

The Committee shall terminate on Decem-
ber 31, 2011. 

(d) Report 

Not later than July 1, 2011, the Secretary shall 
submit to Congress a report on the programs 
under this section. The report shall include in-
formation on savings, reductions in cost-shar-
ing, access to and quality of items and services, 
and satisfaction of individuals. 

(e) Repealed. Pub. L. 110–275, title I, § 145(a)(1), 
July 15, 2008, 122 Stat. 2547

(f) Competitive acquisition ombudsman 

The Secretary shall provide for a competitive 
acquisition ombudsman within the Centers for 

Medicare & Medicaid Services in order to re-
spond to complaints and inquiries made by sup-
pliers and individuals relating to the application 
of the competitive acquisition program under 
this section. The ombudsman may be within the 
office of the Medicare Beneficiary Ombudsman 
appointed under section 1395b–9(c) of this title. 
The ombudsman shall submit to Congress an an-
nual report on the activities under this sub-
section, which report shall be coordinated with 
the report provided under section 1395b–9(c)(2)(C) 
of this title. 

(Aug. 14, 1935, ch. 531, title XVIII, § 1847, as added 
Pub. L. 105–33, title IV, § 4319(a), Aug. 5, 1997, 111 
Stat. 392; amended Pub. L. 106–113, div. B, 
§ 1000(a)(6) [title III, § 321(c)], Nov. 29, 1999, 113 
Stat. 1536, 1501A–366; Pub. L. 108–173, title III, 
§ 302(b)(1), Dec. 8, 2003, 117 Stat. 2224; Pub. L. 
110–275, title I, §§ 145(a)(1), 154(a)(1), (b)(2), (3), 
(c)(2)(A), (B), (d)(1), (3), (4), July 15, 2008, 122 
Stat. 2547, 2560, 2565–2568; Pub. L. 111–148, title 
VI, § 6410(a), Mar. 23, 2010, 124 Stat. 773; Pub. L. 
114–10, title V, § 522(a), (b)(1), Apr. 16, 2015, 129 
Stat. 176, 177; Pub. L. 114–255, div. A, title V, 
§ 5004(b)(1), Dec. 13, 2016, 130 Stat. 1191; Pub. L. 
115–123, div. E, title IV, § 50414(a), (b), Feb. 9, 
2018, 132 Stat. 221, 222; Pub. L. 116–94, div. N, title 
I, § 106(a), Dec. 20, 2019, 133 Stat. 3101; Pub. L. 
117–286, § 4(a)(252), Dec. 27, 2022, 136 Stat. 4333; 
Pub. L. 117–328, div. FF, title IV, § 4133(a)(3), Dec. 
29, 2022, 136 Stat. 5920.)

Editorial Notes 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (a)(2)(A), is act June 25, 1938, ch. 675, 52 
Stat. 1040, which is classified generally to chapter 9 
(§ 301 et seq.) of Title 21, Food and Drugs. For complete 
classification of this Act to the Code, see section 301 of 
Title 21 and Tables. 

PRIOR PROVISIONS 

A prior section 1395w–3, act Aug. 14, 1935, ch. 531, title 
XVIII, § 1847, as added July 1, 1988, Pub. L. 100–360, title 
II, § 202(j), 102 Stat. 719; amended Oct. 13, 1988, Pub. L. 
100–485, title VI, § 608(d)(5)(I), 102 Stat. 2414, provided for 
appointment of Prescription Drug Payment Review 
Commission by Director of Congressional Office of 
Technology Assessment, prior to repeal by Pub. L. 
101–234, title II, § 201(a), (c), Dec. 13, 1989, 103 Stat. 1981, 
effective Jan. 1, 1990. 

AMENDMENTS 

2022—Subsec. (a)(2)(D). Pub. L. 117–328 added subpar. 
(D). 

Subsec. (c)(4). Pub. L. 117–286 substituted ‘‘chapter 10 
of title 5’’ for ‘‘FACA’’ in heading and ‘‘chapter 10 of 
title 5’’ for ‘‘the Federal Advisory Committee Act (5 
U.S.C. App.)’’ in text. 

2019—Subsec. (a)(2)(A). Pub. L. 116–94 inserted 
‘‘, complex rehabilitative manual wheelchairs (as de-
termined by the Secretary), and certain manual wheel-
chairs (identified, as of October 1, 2018, by HCPCS codes 
E1235, E1236, E1237, E1238, and K0008 or any successor to 
such codes)’’ after ‘‘group 3 or higher’’ and substituted 
‘‘such complex rehabilitative power wheelchairs, com-
plex rehabilitative manual wheelchairs, and certain 
manual wheelchairs’’ for ‘‘such wheelchairs’’. 

2018—Subsec. (b)(10)(A). Pub. L. 115–123, 
§ 50414(a)(1)(A), substituted ‘‘With respect to bids to fur-
nish such types of products on or after January 1, 2019, 
the volume for such types of products shall be deter-
mined by the Secretary through the use of multiple 
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sources of data (from mail order and non-mail order 
Medicare markets), including market-based data meas-
uring sales of diabetic testing strip products that are 
not exclusively sold by a single retailer from such mar-
kets.’’ for ‘‘The volume for such types of products may 
be determined in accordance with such data (which 
may be market based data) as the Secretary recog-
nizes.’’

Subsec. (b)(10)(C) to (E). Pub. L. 115–123, 
§ 50414(a)(1)(B), added subpars. (C) to (E). 

Subsec. (b)(11), (12). Pub. L. 115–123, § 50414(b), added 
par. (11) and redesignated former par. (11) as (12). 

2016—Subsec. (a)(2)(A). Pub. L. 114–255 substituted 
‘‘, excluding certain’’ for ‘‘and excluding certain’’ and 
inserted before period at end ‘‘, and excluding drugs 
and biologicals described in section 1395u(o)(1)(D) of 
this title’’. 

2015—Subsec. (a)(1)(G), (H). Pub. L. 114–10, § 522(a), 
added subpars. (G) and (H). 

Subsec. (b)(2)(A)(v). Pub. L. 114–10, § 522(b)(1), added 
cl. (v). 

2010—Subsec. (a)(1)(B)(i)(II). Pub. L. 111–148, 
§ 6410(a)(1), substituted ‘‘91’’ for ‘‘70’’. 

Subsec. (a)(1)(D)(ii)(II), (III). Pub. L. 111–148, 
§ 6410(a)(2), added subcl. (II) and redesignated former 
subcl. (II) as (III). 

2008—Subsec. (a)(1)(B)(i). Pub. L. 110–275, 
§ 154(a)(1)(A)(i), inserted ‘‘consistent with subparagraph 
(D)’’ after ‘‘in a manner’’ in introductory provisions. 

Subsec. (a)(1)(B)(i)(II). Pub. L. 110–275, 
§ 154(a)(1)(A)(ii), substituted ‘‘an additional 70’’ for ‘‘80’’ 
and ‘‘in 2011’’ for ‘‘in 2009’’. 

Subsec. (a)(1)(B)(i)(III). Pub. L. 110–275, 
§ 154(a)(1)(A)(iii), substituted ‘‘after 2011 (or, in the case 
of national mail order for items and services, after 
2010)’’ for ‘‘after 2009’’. 

Subsec. (a)(1)(D) to (F). Pub. L. 110–275, 
§ 154(a)(1)(A)(iv), added subpars. (D) to (F). 

Subsec. (a)(2)(A). Pub. L. 110–275, § 154(a)(1)(B), which 
directed amendment of par. (2)(A) of subsec. (a)(1) by 
inserting ‘‘and excluding certain complex rehabilita-
tive power wheelchairs recognized by the Secretary as 
classified within group 3 or higher (and related acces-
sories when furnished in connection with such wheel-
chairs)’’ before period at end, was executed by making 
the insertion in subsec. (a)(2)(A), to reflect the probable 
intent of Congress. 

Subsec. (a)(7). Pub. L. 110–275, § 154(d)(1), added par. 
(7). 

Subsec. (b)(3)(C). Pub. L. 110–275, § 154(b)(2), added sub-
par. (C). 

Subsec. (b)(10). Pub. L. 110–275, § 154(d)(3)(B), added 
par. (10). Former par. (10) redesignated (11). 

Subsec. (b)(11). Pub. L. 110–275, § 154(d)(3)(A), redesig-
nated par. (10) as (11). 

Subsec. (b)(11)(C). Pub. L. 110–275, § 154(d)(4)(A), in-
serted ‘‘and the identification of areas under subsection 
(a)(1)(D)(iii)’’ after ‘‘(a)(1)(A)’’. 

Subsec. (b)(11)(D). Pub. L. 110–275, § 154(d)(4)(B), in-
serted ‘‘and implementation of subsection (a)(1)(D)’’ 
after ‘‘(a)(1)(B)’’. 

Subsec. (b)(11)(G). Pub. L. 110–275, § 154(d)(4)(C)–(E), 
added subpar. (G). 

Subsec. (c)(5). Pub. L. 110–275, § 154(c)(2)(A), sub-
stituted ‘‘December 31, 2011’’ for ‘‘December 31, 2009’’. 

Subsec. (d). Pub. L. 110–275, § 154(c)(2)(B), substituted 
‘‘July 1, 2011’’ for ‘‘July 1, 2009’’. 

Subsec. (e). Pub. L. 110–275, § 145(a)(1), struck out sub-
sec. (e) which related to a demonstration project on the 
application of competitive acquisition to clinical diag-
nostic laboratory tests, terms and conditions of the 
project, and reporting requirement. 

Subsec. (f). Pub. L. 110–275, § 154(b)(3), added subsec. 
(f). 

2003—Pub. L. 108–173 amended section catchline and 
text generally, substituting provisions relating to com-
petitive acquisition of certain items and services for 
provisions relating to demonstration projects for com-
petitive acquisition of items and services. 

1999—Subsec. (b)(2). Pub. L. 106–113 inserted ‘‘and’’ 
after ‘‘specified by the Secretary’’.

Statutory Notes and Related Subsidiaries 

EFFECTIVE DATE OF 2008 AMENDMENT 

Amendment by section 154 of Pub. L. 110–275 effective 
June 30, 2008, see section 154(e) of Pub. L. 110–275, set 
out as a note under section 1395m of this title. 

EFFECTIVE DATE OF 1999 AMENDMENT 

Amendment by Pub. L. 106–113 effective as if included 
in the enactment of the Balanced Budget Act of 1997, 
Pub. L. 105–33, except as otherwise provided, see section 
1000(a)(6) [title III, § 321(m)] of Pub. L. 106–113, set out as 
a note under section 1395d of this title. 

CONSTRUCTION OF 2015 AMENDMENT 

Pub. L. 114–10, title V, § 522(b)(2), Apr. 16, 2015, 129 
Stat. 177, provided that: ‘‘Nothing in the amendment 
made by paragraph (1) [amending this section] shall be 
construed as affecting the authority of the Secretary of 
Health and Human Services to require State licensure 
of an entity under the Medicare competitive acquisi-
tion program under section 1847 of the Social Security 
Act (42 U.S.C. 1395w–3) before the date of the enactment 
of this Act [Apr. 16, 2015].’’

NON-APPLICATION OF MEDICARE FEE SCHEDULE ADJUST-
MENTS FOR WHEELCHAIR ACCESSORIES AND SEAT AND 
BACK CUSHIONS WHEN FURNISHED IN CONNECTION 
WITH COMPLEX REHABILITATIVE MANUAL WHEEL-
CHAIRS 

Pub. L. 116–94, div. N, title I, § 106(b), Dec. 20, 2019, 133 
Stat. 3101, provided that: 

‘‘(1) IN GENERAL.—Notwithstanding any other provi-
sion of law, the Secretary of Health and Human Serv-
ices shall not, during the period beginning on January 
1, 2020, and ending on June 30, 2021, use information on 
the payment determined under the competitive acquisi-
tion programs under section 1847 of the Social Security 
Act (42 U.S.C. 1395w–3) to adjust the payment amount 
that would otherwise be recognized under section 
1834(a)(1)(B)(ii) of such Act (42 U.S.C. 1395m(a)(1)(B)(ii)) 
for wheelchair accessories (including seating systems) 
and seat and back cushions when furnished in connec-
tion with complex rehabilitative manual wheelchairs 
(as determined by the Secretary), and certain manual 
wheelchairs (identified, as of October 1, 2018, by HCPCS 
codes E1235, E1236, E1237, E1238, and K0008 or any suc-
cessor to such codes). 

‘‘(2) IMPLEMENTATION.—Notwithstanding any other 
provision of law, the Secretary may implement this 
subsection by program instruction or otherwise.’’

IMPLEMENTATION OF 2018 AMENDMENT 

Pub. L. 115–123, div. E, title IV, § 50414(c), Feb. 9, 2018, 
132 Stat. 223, provided that: 

‘‘(1) IMPLEMENTATION.—Notwithstanding any other 
provision of law, the Secretary of Health and Human 
Services may implement the provisions of, and amend-
ments made by, this section [amending this section] by 
program instruction or otherwise. 

‘‘(2) NON-APPLICATION OF THE PAPERWORK REDUCTION 
ACT.—Chapter 35 of title 44, United States Code (com-
monly referred to as the ‘Paperwork Reduction Act of 
1995’), shall not apply to this section or the amend-
ments made by this section.’’

GAO REPORT ON IMPACT OF COMPETITIVE ACQUISITION 
ON SUPPLIERS 

Pub. L. 108–173, title III, § 302(b)(3), Dec. 8, 2003, 117 
Stat. 2230, as amended by Pub. L. 110–275, title I, 
§ 154(c)(1), July 15, 2008, 122 Stat. 2565, provided that: 

‘‘(A) STUDY.—The Comptroller General of the United 
States shall conduct a study on the impact of competi-
tive acquisition of durable medical equipment under 
section 1847 of the Social Security Act [42 U.S.C. 
1395w–3], as amended by paragraph (1) and as amended 
by section 2 of the Medicare DMEPOS Competitive Ac-
quisition Reform Act of 2008 [probably should refer to 
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section 154 of the Medicare Improvements for Patients 
and Providers Act of 2008, Pub. L. 110–275], on suppliers 
and manufacturers of such equipment and on patients. 
Such study shall specifically examine the impact of 
such competitive acquisition on access to, and quality 
of, such equipment and service related to such equip-
ment and the topics specified in subparagraph (C). 

‘‘(B) REPORT.—Not later than 1 year after the first 
date that payments are made under section 1847 of the 
Social Security Act, the Comptroller General shall sub-
mit to Congress a report on the study conducted under 
subparagraph (A) and shall include in the report such 
recommendations as the Comptroller General deter-
mines appropriate. 

‘‘(C) TOPICS.—The topics specified in this subpara-
graph, for the study under subparagraph (A) concerning 
the competitive acquisition program, are the following: 

‘‘(i) Beneficiary access to items and services under 
the program, including the impact on such access of 
awarding contracts to bidders that—

‘‘(I) did not have a physical presence in an area 
where they received a contract; or 

‘‘(II) had no previous experience providing the 
product category they were contracted to provide. 
‘‘(ii) Beneficiary satisfaction with the program and 

cost savings to beneficiaries under the program. 
‘‘(iii) Costs to suppliers of participating in the pro-

gram and recommendations about ways to reduce 
those costs without compromising quality standards 
or savings to the Medicare program. 

‘‘(iv) Impact of the program on small business sup-
pliers. 

‘‘(v) Analysis of the impact on utilization of dif-
ferent items and services paid within the same 
Healthcare Common Procedure Coding System 
(HCPCS) code. 

‘‘(vi) Costs to the Centers for Medicare & Medicaid 
Services, including payments made to contractors, 
for administering the program compared with admin-
istration of a fee schedule, in comparison with the 
relative savings of the program. 

‘‘(vii) Impact on access, Medicare spending, and 
beneficiary spending of any difference in treatment 
for diabetic testing supplies depending on how such 
supplies are furnished. 

‘‘(viii) Such other topics as the Comptroller Gen-
eral determines to be appropriate.’’

REPORT ON ACTIVITIES OF SUPPLIERS 

Pub. L. 108–173, title III, § 302(e), Dec. 8, 2003, 117 Stat. 
2233, as amended by Pub. L. 110–275, title I, § 154(c)(2)(C), 
July 15, 2008, 122 Stat. 2566, provided that: ‘‘The Inspec-
tor General of the Department of Health and Human 
Services shall conduct a study to determine the extent 
to which (if any) suppliers of covered items of durable 
medical equipment that are subject to the competitive 
acquisition program under section 1847 of the Social 
Security Act [42 U.S.C. 1395w–3], as amended by sub-
section (a) [probably should be (b)(1)], are soliciting 
physicians to prescribe certain brands or modes of de-
livery of covered items based on profitability. Not later 
than July 1, 2011, the Inspector General shall submit to 
Congress a report on such study.’’

STUDY BY GAO 

Pub. L. 105–33, title IV, § 4319(c), Aug. 5, 1997, 111 Stat. 
394, provided that: ‘‘The Comptroller of the United 
States shall study the effectiveness of the establish-
ment of competitive acquisition areas under section 
1847(a) of the Social Security Act [42 U.S.C. 1395w–3(a)], 
as added by this section.’’

§ 1395w–3a. Use of average sales price payment 
methodology 

(a) Application 

(1) In general 

Except as provided in paragraph (2), this sec-
tion shall apply to payment for drugs and 

biologicals that are described in section 
1395u(o)(1)(C) of this title and that are fur-
nished on or after January 1, 2005. 

(2) Election 

This section shall not apply in the case of a 
physician who elects under subsection 
(a)(1)(A)(ii) of section 1395w–3b of this title for 
that section to apply instead of this section 
for the payment for drugs and biologicals. 

(b) Payment amount 

(1) In general 

Subject to paragraph (7) and subsections 
(d)(3)(C) and (e), the amount of payment deter-
mined under this section for the billing and 
payment code for a drug or biological (based 
on a minimum dosage unit) is, subject to ap-
plicable deductible and coinsurance—

(A) in the case of a multiple source drug 
(as defined in subsection (c)(6)(C)), 106 per-
cent of the amount determined under para-
graph (3) for a multiple source drug fur-
nished before April 1, 2008, or 106 percent of 
the amount determined under paragraph (6) 
for a multiple source drug furnished on or 
after April 1, 2008; 

(B) in the case of a single source drug or 
biological (as defined in subsection (c)(6)(D)), 
106 percent of the amount determined under 
paragraph (4) or in the case of such a drug or 
biological product that is a selected drug (as 
referred to in section 1320f–1(c) of this title), 
with respect to a price applicability period 
(as defined in section 1320f(b)(2) of this title), 
106 percent of the maximum fair price (as de-
fined in section 1320f(c)(3) of this title) appli-
cable for such drug and a year during such 
period; or 

(C) in the case of a biosimilar biological 
product (as defined in subsection (c)(6)(H)), 
the amount determined under paragraph (8). 

(2) Specification of unit 

(A) Specification by manufacturer 

The manufacturer of a drug or biological 
shall specify the unit associated with each 
National Drug Code (including package size) 
as part of the submission of data under sec-
tion 1396r–8(b)(3)(A)(iii) of this title or sub-
section (f)(2), as applicable. 

(B) Unit defined 

In this section, the term ‘‘unit’’ means, 
with respect to each National Drug Code (in-
cluding package size) associated with a drug 
or biological, the lowest identifiable quan-
tity (such as a capsule or tablet, milligram 
of molecules, or grams) of the drug or bio-
logical that is dispensed, exclusive of any 
diluent without reference to volume meas-
ures pertaining to liquids. For years after 
2004, the Secretary may establish the unit 
for a manufacturer to report and methods 
for counting units as the Secretary deter-
mines appropriate to implement this sec-
tion. 

(3) Multiple source drug 

For all drug products included within the 
same multiple source drug billing and pay-
ment code, the amount specified in this para-
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