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Multiple source drug means a drug de-
scribed by section 1847A(c)(6)(C) of the
Act.

Pacific Territories means, for purposes
of the CAP, American Samoa, Guam,
or the Northern Mariana Islands.

Participating CAP physician means a
physician electing to participate in the
CAP, as described in this subpart. The
participating CAP physician must com-
plete and sign the participating CAP
physician election agreement. Physi-
cians who do not participate in Medi-
care but who elect to participate in the
CAP must agree to accept assignment
for CAP drug administration claims.

Participating CAP physician election
agreement means the agreement that
the physician signs to notify CMS of
the physician’s election to participate
in the CAP and to agree to the terms
and conditions of CAP participation as
set forth in this subpart.

Prescription order means a written
order submitted by the participating
CAP physician to the approved CAP
vendor that meets the requirements of
this subpart.

Reference biological product means the
biological product licensed under such
section 351 of the PHSA that is referred
to in the application of the biosimilar
biological product as defined at section
1847A(c)(6)(I) of the Act.

Refundable single-dose container or sin-
gle-use package drug means a single
source drug or biological or a bio-
similar biological product for which
payment is made under this part and
that is furnished from a single-dose
container or single-use package based
on FDA-approved labeling or product
information. The term ‘“‘refundable sin-
gle-dose container or single-use pack-
age drug’”’ excludes—

(1) A drug that is a therapeutic radio-
pharmaceutical, a diagnostic radio-
pharmaceutical, or an imaging agent
as identified in the drug’s FDA-ap-
proved labeling.

(2) A drug for which the FDA-ap-
proved labeling for any National Drug
Code assigned to a billing and payment
code of such drug requires filtration
during the drug preparation process,
prior to dilution and administration
and that any unused portion of such
drug after the filtration process be dis-
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carded after the completion of such fil-
tration process.

(3) A drug approved or licensed by the
FDA on or after November 15, 2021,
until the last day of the sixth full quar-
ter for which the drug has been mar-
keted (as reported to CMS) for the first
National Drug Code assigned to the
billing and payment code of such drug.

Routine delivery means delivery of a
drug within 2 business days in appro-
priate shipping and packaging in all
areas of the United States and its terri-
tories, with the exception of the Pa-
cific Territories. In the Pacific Terri-
tories, routine delivery of drug means
delivery of a CAP drug within 7 busi-
ness days in appropriate shipping and
packaging. In each case, this time-
frame will be reduced if product sta-
bility requires it, meaning that the
manufacturer’s labeling instructions,
drug compendia, or specialized drug
stability references indicate that a
shorter delivery timeframe is nec-
essary to avoid adversely affecting the
product’s integrity, safety, or efficacy.

Single source drug means a drug de-
scribed by section 1847A(c)(6)(D) of the
Act.

Timely delivery means delivery of a
CAP drug within the defined routine
and emergency delivery timeframes.
Compliance with timely delivery
standards is also a factor for evalua-
tion of potential and approved CAP
vendors.

Unit is defined as in part 414, subpart
J of this chapter.

Wholesale acquisition cost (WAC)
means the price described by section
1847A(c)(6)(B) of the Act.

[69 FR 66424, Nov. 15, 2004, as amended at 70
FR 39093, July 6, 2005; 75 FR 73626, Nov. 29,
2010; 87 FR 70226, Nov. 18, 2022]

§414.904 Average sales price as the
basis for payment.

(a) Method of payment. Payment for a
drug furnished on or after January 1,
2005 is based on the lesser of—

(1) The actual charge on the claim for
program benefits; or

(2) 106 percent of the average sales
price, subject to the applicable limita-
tions specified in paragraph (d) of this
section or subject to the exceptions de-
scribed in paragraph (e) of this section.

(3) For purposes of this paragraph—
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(i) CMS calculates an average sales
price payment limit based on the
amount of product included in a vial or
other container as reflected on the
FDA-approved label.

(ii) Additional product contained in
the vial or other container does not
represent a cost to providers and is not
incorporated into the ASP payment
limit.

(iii) No payment is made for amounts
of product in excess of that reflected on
the FDA-approved label.

(b) Multiple source drugs—(1) Average
sales prices. The average sales price for
all drug products included within the
same multiple source drug billing and
payment code is the volume-weighted
average of the manufacturers’ average
sales prices for those drug products.

(2) Calculation of the average sales
price. (i) For dates of service before
April 1, 2008, the average sales price is
determined by—

(A) Computing the sum of the prod-
ucts (for each National Drug Code as-
signed to the drug products) of the
manufacturer’s average sales price and
the total number of units sold; and

(B) Dividing that sum by the sum of
the total number of units sold for all
NDCs assigned to the drug products.

(ii) For dates of service on or after
April 1, 2008, the average sales price is
determined by—

(A) Computing the sum of the prod-
ucts (for each National Drug Code as-
signed to such drug products) of the
manufacturer’s average sales price, de-
termined by the Secretary without di-
viding such price by the total number
of billing units for the National Drug
Code for the billing and payment code
and the total number of units sold; and

(B) Dividing the sum determined
under clause (A) by the sum of the
products (for each National Drug Code
assigned to such drug products) of the
total number of units sold and the
total number of billing units for the
National Drug Code for the billing and
payment code.

(iii) For purposes of this subsection
and subsection (c), the term billing
unit means the identifiable quantity
associated with a billing and payment
code, as established by CMS.

(c) Single source drugs—(1) Average
sales price. The average sales price is
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the volume-weighted average of the
manufacturers’ average sales prices for
all National Drug Codes assigned to the
drug or biological product.

(2) Calculation of the average sales
price. (i) For dates of service before
April 1, 2008, the average sales price is
determined by—

(A) Computing the sum of the prod-
ucts (for each National Drug Code as-
signed to the drug product) of the man-
ufacturer’s average sales price and the
total number of units sold; and

(B) Dividing that sum by the sum of
the total number of units sold for all
NDCs assigned to the drug product.

(ii) For dates of service on or after
April 1, 2008, the average sales price is
determined by—

(A) Computing the sum of the prod-
ucts (for each National Drug Code as-
signed to such drug products) of the
manufacturer’s average sales price, de-
termined by the Secretary without di-
viding such price by the total number
of billing units for the National Drug
Code for the billing and payment code
and the total number of units sold; and

(B) Dividing the sum determined
under clause (A) by the sum of the
products (for each National Drug Code
assigned to such drug products) of the
total number of units sold and the
total number of billing units for the
National Drug Code for the billing and
payment code.

(d) Limitations on the average sales
price—(1) Wholesale acquisition cost for a
single source drug. The payment limit
for a single source drug product is the
lesser of 106 percent of the average
sales price for the product or 106 per-
cent of the wholesale acquisition cost
for the product.

(2) Payment limit for a drug furnished
to an end-stage renal disease patient. (i)
Effective for drugs and biologicals fur-
nished in 2005, the payment for such
drugs and biologicals, including eryth-
ropoietin, furnished to an end-stage
renal disease patient that is separately
billed by an end-stage renal disease fa-
cility and not paid on a cost basis is ac-
quisition cost as determined by the In-
spector General report as required by
section 623(c) of the Medicare Prescrip-
tion Drug, Improvement, and Mod-
ernization Act of 2003 inflated by the
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percentage increase in the Producer
Price Index.

(ii) Except as provided in paragraph
(a) of this section, the payment for
drugs and biologicals, furnished to an
end-stage renal disease patient that is
separately billed by an end-stage renal
disease facility, is based on 106 percent
of the average sales price.

(iii) Effective for drugs and
biologicals furnished in CY 2006 and
subsequent calendar years, the pay-
ment for such drugs and biologicals
furnished in connection with renal di-
alysis services and separately billed by
freestanding and hospital-based renal
dialysis facilities not paid on a cost
basis is the amount determined under
section 1847A of the Act.

(3) Widely available market price and
average manufacturer price. If the In-
spector General finds that the average
sales price exceeds the widely available
market price or the average manufac-
turer price by the applicable threshold
percentage specified in paragraph
(d)(3)(iii) or (iv) of this section, the In-
spector General is responsible for in-
forming the Secretary (at such times
as specified by the Secretary) and the
payment amount for the drug or bio-
logical will be substituted subject to
the following adjustments:

(i) The payment amount substitution
will be applied at the next average
sales price payment amount calcula-
tion period after the Inspector General
informs the Secretary (at such times
specified by the Secretary) about bill-
ing codes for which the average sales
price has exceeded the average manu-
facturer price by the applicable thresh-
old percentage, and will remain in ef-
fect for 1 quarter after publication.

(ii) Payment at 103 percent of the av-
erage manufacturer price for a billing
code will be applied at such times when
all of the following criteria are met:

(A) The threshold for making price
substitutions, as defined in paragraph
(d)(3)(iii) of this section is met.

(B) 103 percent of the average manu-
facturer price is less than the 106 per-
cent of the average sales price for the
quarter in which the substitution
would be applied.

(C) Beginning in 2013, the drug and
dosage form described by the HCPCS
code is not identified by the FDA to be
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in short supply at the time that ASP
calculations are finalized.

(iii) The applicable percentage
threshold for average manufacturer
price comparisons is 5 percent and is
reached when—

(A) The average sales price for the
billing code has exceeded the average
manufacturer price for the billing code
by 5 percent or more in 2 consecutive
quarters, or 3 of the previous 4 quarters
immediately preceding the quarter to
which the price substitution would be
applied; and

(B) The average manufacturer price
for the billing code is calculated using
the same set of National Drug Codes
used for the average sales price for the
billing code.

(iv) The applicable percentage
threshold for widely available market
price comparisons is 5 percent.

(4) Payment adjustment for certain
drugs for which there is a self-adminis-
tered version—(i) In general. Except as
provided in paragraphs (d)(4)(ii) and
(iii) of this section, if the Inspector
General identifies a drug or biological
product in a study described in section
1847A(g)(1) of the Act, the Secretary
must apply the payment limit for the
applicable billing and payment code as
specified in paragraph (d)(4)(iv) of this
section, beginning with the first day of
the second quarter after such study is
publicly available. The methodology
described in this paragraph will be re-
calculated each quarter thereafter, ex-
cept when conditions described in para-
graph (d)(4)(ii) are met.

(ii) Exception. The adjustment de-
scribed in paragraph (d)(4)(i) of this
section does not apply to the payment
limit for a billing and payment code
for a quarter if, at the time that ASP
calculations are finalized for such
quarter, the drug in the dosage form
described by the billing and payment
code is included by the FDA on the
drug shortage list in effect under sec-
tion 506E of the Federal Food, Drug,
and Cosmetic Act.

(iii) Special rule for certain billing and
payment codes. Effective July 1, 2021,
for a billing and payment code de-
scribed under section 1847A(g)(3) of the
Act, the payment limit for the applica-
ble billing and payment code must be
determined as described in paragraph
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(d)(4)(iv) of this section, and the excep-
tion specified at paragraph (d)(4)(ii) of
this section does not apply.

(iv) Lesser-of methodology. For pur-
poses of this section, the payment
limit is the lesser of:

(A) The payment limit determined
under section 1847A of the Act for such
billing and payment code if each Na-
tional Drug Code for such product so
identified under section 1847A(g)(1) of
the Act were excluded from such deter-
mination; and

(B) The payment limit otherwise de-
termined under section 1847A of the
Act for such billing and payment code
without application of section 1847A(g)
of the Act.

(v) NDC changes. For an Inspector
General-identified National Drug Code,
as described under section 1847A(g)(1)
or (3) of the Act, for which the manu-
facturer has redesignated the National
Drug Code (without changes to the dos-
age form), the application of the lesser-
of methodology described in this para-
graph must use manufacturer-reported
ASP data associated with the redesig-
nated National Drug Code in the same
manner as the one originally identified
by the Inspector General.

(e) Exceptions to the average sales
price—(1) Vaccines. The payment limits
for hepatitis B vaccine furnished to in-
dividuals at high or intermediate risk
of contracting hepatitis B (as defined
in §410.63(a) of this subchapter), pneu-
mococcal vaccine, influenza vaccine,
and COVID-19 vaccine are calculated
using 95 percent of the average whole-
sale price.

(2) Infusion drugs furnished through a
covered item of durable medical equip-
ment. The payment limit for an infu-
sion drug furnished before January 1,
2017, through a covered item of durable
medical equipment is calculated using
95 percent of the average wholesale
price in effect on October 1, 2003.

(3) Blood and blood products. In the
case of blood and blood products (other
than blood clotting factors), the pay-
ment limits are determined in the
same manner as the payment limits
were determined on October 1, 2003.

(4) Payment limit in a case where the
average sales price during the first quar-
ter of sales is unavailable. In the case of
a drug during an initial period (not to
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exceed a full calendar quarter) in
which data on the prices for sales of
the drug are not sufficiently available
from the manufacturer to compute an
average sales price for the drug, the
payment limit is based on the whole-
sale acquisition cost or the Medicare
Part B drug payment methodology in
effect on November 1, 2003.

(5) Treatment of certain drugs. Begin-
ning with April 1, 2008, the payment
amount for—

(i) Each single source drug or biologi-
cal described in section 1842(0)(1)(G)
that is treated as a multiple source
drug because of the application of sec-
tion 1847A(c)(6)(C)(ii) is the lower of—

(A) The payment amount that would
be determined for such drug or biologi-
cal applying section 1847A(c)(6)(C)(ii);
or

(B) The payment amount that would
have been determined for such drug or
biological if section 1847A(c)(6)(C)(ii)
were not applied.

(ii) A multiple source drug described
in section 1842(0)(1)(G) (excluding a
drug or biological that is treated as a
multiple source drug because of the ap-
plication of section 1847A(c)(6)(C)(ii)) is
the lower of—

(A) The payment amount that would
be determined for such drug or biologi-
cal taking into account the application
of section 1847A(c)(6)(C)(ii); or

(B) The payment amount that would
have been determined for such drug or
biological if section 1847A(c)(6)(C)(ii)
were not applied.

(f) Except as otherwise specified (see
paragraph (e)(2) of this section) for in-
fusion drugs, the payment limits are
updated quarterly.

(g) The payment limit is computed
without regard to any special pack-
aging, labeling, or identifiers on the
dosage form or product or package.

(h) The payment amount is subject to
applicable deductible and coinsurance.

(i) If manufacturer ASP data is not
available prior to the publication dead-
line for quarterly payment limits and
the unavailability of manufacturer
ASP data significantly changes the
quarterly payment limit for the billing
code when compared to the prior quar-
ter’s billing code payment limit, the
payment limit is calculated by car-
rying over the most recent available
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manufacturer ASP price from a pre-
vious quarter for an NDC in the billing
code, adjusted by the weighted average
of the change in the manufacturer
ASPs for the NDCs that were reported
for both the most recently available
previous quarter and the current quar-
ter.

(j) Biosimilar biological products. Effec-
tive January 1, 2016, the payment
amount for a biosimilar biological drug
product (as defined in §414.902) for all
NDCs assigned to such product is the
sum of the average sales price of all
NDCs assigned to the biosimilar bio-
logical products included within the
same billing and payment code as de-
termined under section 1847A(b)(6) of
the Act and 6 percent of the amount
determined under section 1847A(b)(4) of
the Act for the reference drug product
(as defined in §414.902).

[69 FR 66424, Nov. 15, 2004, as amended at 70
FR 70332, Nov. 21, 2005; 71 FR 69788, Dec. 1,
2006; 72 FR 66402, Nov. 27, 2007; 73 FR 69937,
Nov. 19, 2008; 73 FR 80304, Dec. 31, 2008; 74 FR
62012, Nov. 25, 2009; 75 FR 73626, Nov. 29, 2010;
76 FR 73473, Nov. 28, 2011; 77 FR 69368, Nov. 16,
2012; 80 FR 71382, Nov. 16, 2015; 82 FR 53363,
Nov. 15, 2017; 83 FR 60074, Nov. 23, 2018; 85 FR
71197, Nov. 6, 2020; 86 FR 65669, Nov. 19, 2021;
87 FR 70226, Nov. 18, 2022]

§414.906 Competitive acquisition pro-
gram as the basis for payment.

(a) Program payment. Beginning in
2006, as an alternative to payment
under §414.904, payment for a CAP drug
may be made through the CAP if the
following occurs:

(1) The CAP drug is supplied under
the CAP by an approved CAP vendor as
specified in §414.908(b).

(2) The claim for the prescribed drug
is submitted by the approved CAP ven-
dor that supplied the drug, and pay-
ment is made only to that vendor.

(3) The approved CAP vendor collects
applicable deductible and coinsurance
with respect to the drug furnished
under the CAP only after the drug is
administered to the beneficiary.

(4) The approved CAP vendor delivers
CAP drugs directly to the participating
CAP physician in unopened vials or
other original containers as supplied
by the manufacturer or from a dis-
tributor that has acquired the products
directly from the manufacturer and in-
cludes language with the shipping ma-
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terial stating that the drug was ac-
quired in a manner consistent with all
statutory requirements. If the ap-
proved CAP vendor opts to split ship-
ments, the participating CAP physi-
cian must be notified in writing which
can be included with the initial ship-
ment, and each incremental shipment
must arrive at least 2 business days be-
fore the anticipated date of adminis-
tration.

(6) The approved CAP vendor bills
Medicare only for the amount of the
drug administered to the patient, and
the beneficiary’s coinsurance will be
calculated from the quantity of drug
that is administered.

(b) Ezxceptions to competitive acquisi-
tion. Specific CAP drugs, including a
category of these drugs, may be ex-
cluded from the CAP if the application
of competitive bidding to these drugs—

(1) Is not likely to result in signifi-
cant savings; or

(2) Is likely to have an adverse im-
pact on access to those drugs.

(c) Computation of payment amount.
Except as specified in paragraph (c)(2)
of this section, payment for CAP drugs
is based on bids submitted as a result
of the bidding process as described in
§414.910 of this subpart.

(1) Single payment amount. (i) A single
payment amount for each CAP drug in
the competitive acquisition area is de-
termined on the basis of the bids sub-
mitted and accepted and updated from
the bidding period to the beginning of
the payment year.

(ii) The single payment amount is
then updated quarterly based on the
approved CAP vendor’s reasonable net
acquisition costs for that category as
determined by CMS, and limited by the
weighted payment amount established
under section 1847A of the Act across
all drugs for which a composite bid is
required in the category.

(iii) The payment amount for each
other drug for which the approved CAP
vendor submits a bid in accordance
with §414.910 of this subpart and each
other drug that is approved by CMS for
the approved CAP vendor to furnish
under the CAP is also updated quar-
terly based on the approved CAP ven-
dor’s reasonable net acquisition costs
for each HCPCS code and limited by
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