§414.800

hepatitis B (as determined by the Sec-
retary).

(iv) A drug or biological furnished
during 2004 in connection with the fur-
nishing of renal dialysis services if sep-
arately billed by renal dialysis facili-
ties.

(3) The payment limits for infusion
drugs furnished through a covered item
of durable medical equipment are cal-
culated using 95 percent of the average
wholesale price in effect on October 1,
2003.

(4) The payments limits for drugs
contained in the following table are
calculated based on the percentages of
the average wholesale price determined
as of April 1, 2003 that are specified in
the table.

Percentage
used to cal-
Drug culate 2004
payment
limit
EPOETIN ALFA ..o 87
LEUPROLIDE ACETATE . 81
GOSERELIN ACETATE ... 80
RITUXIMAB ............... 81
PACLITAXEL .. 81
DOCETAXEL ..... 80
CARBOPLATIN . 81
IRINOTECAN ........ 80
GEMCITABINE HCL ........ 80
PAMIDRONATE DISODIUM ... 85
DOLASETRON MESYLATE ... 80
FILGRASTIM ......cccovnnee. 81
HYLAN G-F 20 ...cccoovreens 82
MYCOPHENOLATE MOFETIL ........... 86
GRANISETRON HCL .....cccovieiiree 80
ONDANSETRON ............. 87
VINORELBINE TARTATE 81
SARGRAMOSTIM ........ 80
TOPOTECAN .....cccoevvvine 84
IPRATROPIUM BROMIDE . 80
ALBUTEROL SULFATE ... 80
IMMUNE GLOBULIN ....... 80
LEUCOVORIN CALCIUM 80
DOXORUBICIN HCL .....cocviieieirens 80
DEXAMETHOSONE SODIUM PHOS-

PHATE ..o 86
HEPARIN SODIUM LOCK-FLUSH ..... 80
CROMOLYN SODIUM 80
ACETYLCYSTEINE 80

() The payment limits for

imiglucerase and alglucerase are cal-
culated using 94 percent of the average
wholesale price determined as of April
1, 2003.

(6) Exception. The payment limit for
a drug otherwise subject to paragraph
(a)(1)(ii) or paragraph (a)(4) of this sec-
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tion may be calculated using the per-
centage of the average wholesale price
as the Secretary deems appropriate
based on data and information sub-
mitted by the drug manufacturer.

(i) The manufacturer must submit
data after October 15, 2003 and before
January 1, 2004.

(ii) The percentage only applies for
drugs furnished on or after April 1,
2004.

(7) In the case of blood and blood
products (other than blood clotting fac-
tors), the payment limits shall be de-
termined in the same manner as such
payment limit was determined on Oc-
tober 1, 2003.

(b) Mandatory assignment. Effective
with services furnished on or after Feb-
ruary 1, 2001, payment for any drug
covered under Part B of Medicare may
be made on an assignment-related basis
only. All billers must accept the pro-
gram allowed charge as payment in full
and may not bill nor collect from the
beneficiary any amount other than the
unmet Part B deductible and Part B
coinsurance amounts, if applicable.
Violations of this requirement may
subject the supplier to sanctions, as
provided by the statute (See §402 of this
chapter).

Subpart J—Submission of Manu-
facturer’'s Average Sales Price
Data

SOURCE: 69 FR 17938, Apr. 6, 2004, unless
otherwise noted.

§414.800 Purpose.

This subpart implements section
1847A of the Act by specifying the re-
quirements for submission of a manu-
facturer’s average sales price data for
certain drugs and biologicals covered
under Part B of Title XVIII of the Act

that are paid under sections
1842(0)(1)(D), 1847A, and
1881(b)(13)(A)(ii) of the Act.

§414.802 Definitions.

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

Drug means both drugs
biologicals.

Manufacturer means any entity that
is engaged in the following (This term

and



