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lagged price concessions apply, the
manufacturer’s average sales price cal-
culation for this National Drug Code
for this quarter is: $50,000—(0.33333 x
$50,000) $33,334 (net total sales
amount); $33,334/10,000 = $3.33 (average
sales price).

(4) In calculating the manufacturer’s
average sales price, a manufacturer
must exclude sales that are exempt
from the Medicaid best price calcula-
tion under sections 1927(c)(1)(C)(i) and
1927(c)(1)(C)(ii)(III) of the Act.

(6) The manufacturer’s average sales
price must be calculated by the manu-
facturer every calendar quarter and
submitted to CMS within 30 days of the
close of the quarter. The first quarter
submission must be submitted by April
30, 2004. Subsequent reports are due not
later than 30 days after the last day of
each calendar quarter.

(6) Each report must be certified by
one of the following:

(i) The manufacturer’s Chief Execu-
tive Officer (CEO).

(ii) The manufacturer’s Chief Finan-
cial Officer (CFO).

(iii) An individual who has delegated
authority to sign for, and who reports
directly to, the manufacturer’s CEO or
CFO.

[69 FR 17938, Apr. 6, 2004, as amended at 69
FR 55764, Sept. 16, 2004; 70 FR 70332, Nov. 21,
2005]

§414.806 Penalties associated with the
failure to submit timely and accu-
rate ASP data.

Section 1847A(d)(4) specifies the pen-
alties associated with misrepresenta-
tions associated with ASP data. If the
Secretary determines that a manufac-
turer has made a misrepresentation in
the reporting of ASP data, a civil
money penalty in an amount of up to
$10,000 may be applied for each price
misrepresentation and for each day in
which the price misrepresentation was
applied. Section 1927(b)(3)(C) of the
Act, as amended by section 303(i)(4) of
the MMA, specifies the penalties asso-
ciated with a manufacturer’s failure to
submit timely information or the sub-
mission of false information.
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SOURCE: 69 FR 66424, Nov. 15, 2004, unless
otherwise noted.

§414.900 Basis and scope.

(a) This subpart implements sections
1842(0), 1847A, and 1847B of the Act and
outlines two payment methodologies
applicable to drugs and biologicals cov-
ered under Medicare Part B that are
not paid on a cost or prospective pay-
ment system basis.

(b) Examples of drugs that are sub-
ject to the requirements specified in
this subpart are:

(1) Drugs furnished incident to a phy-
sician’s service; durable medical equip-
ment (DME) drugs.

(2) Separately billable drugs at inde-
pendent dialysis facilities not under
the ESRD composite rate.

(3) Statutorily covered drugs, for ex-
ample—

(i) Influenza.

(ii) Pneumococcal and Hepatitis B
vaccines.

(iii) Antigens.

(iv) Hemophilia blood clotting factor.

(v) Immunosuppressive drugs.

(vi) Certain oral anti-cancer drugs.

[69 FR 66424, Nov. 15, 2004, as amended at 70
FR 39093, July 6, 2005]

§414.902 Definitions.

As used in this subpart, unless the
context indicates otherwise—

Approved CAP vendor means an entity
that has been awarded a contract by
CMS to participate in the competitive
acquisition program under 1847B of the
Act.

Bid means an offer to furnish a CAP
drug within a category of CAP drugs in
a competitive acquisition area for a
particular price and time period.

CAP drug means a physician-adminis-
tered drug or biological furnished on or
after January 1, 2006 described in sec-
tion 1842(0)(1)(C) of the Act and sup-
plied by an approved CAP vendor under
the CAP as provided in this subpart.

Competitive acquisition area means a
geographic area established by the Sec-
retary for purposes of implementing
the CAP required by section 1847B of
the Act.



Centers for Medicare & Medicaid Services, HHS

Competitive acquisition program (CAP)
means a program as defined under sec-
tion 1847B of the Act.

Designated carrier means an entity as-
signed by CMS to process and pay
claims for drugs and biologicals under
the CAP.

Drug means
biologicals.

Emergency delivery means delivery of
a CAP drug within one business day in
appropriate shipping and packaging, in
all areas of the United States and its
territories, with the exception of the
Pacific Territories. In the Pacific Ter-
ritories, emergency delivery means de-
livery of a CAP drug within 5 business
days in appropriate shipping and pack-
aging. In each case, this timeframe
shall be reduced if product stability re-
quires it, meaning that the manufac-
turer’s labeling instructions, drug com-
pendia, or specialized drug stability
references indicate that a shorter de-
livery timeframe is necessary to avoid
adversely affecting the product’s integ-
rity, safety, or efficacy.

Emergency situation means, for the
purposes of the CAP, an unforeseen oc-
currence or situation determined by
the participating CAP physician, in his
or her clinical judgment, to require
prompt action or attention for pur-
poses of permitting the participating
CAP physician to use a drug from his
or her own stock, if the other require-
ments of §414.906(e) are met.

Local carrier means an entity as-
signed by CMS to process and pay
claims for administration of drugs and
biologicals under the CAP.

Manufacturer’s average sales price
means the price calculated and re-
ported by a manufacturer under part
414, subpart J of this chapter.

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

both  drugs and
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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.

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]

§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



