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§413.200

drug or biological product from a sin-
gle-dose container or single-use pack-
age that is paid for under the ESRD
PPS for which there is no discarded
amount (or no discarded amount ex-
pected, for renal dialysis drugs and bio-
logical products provided to bene-
ficiaries for use while receiving home
dialysis services as defined in §413.217
of this chapter or oral forms of renal
dialysis drugs and biological products),
using the JZ modifier (or any successor
modifier that includes the same data).
(6) Beginning January 1, 2025, each
ESRD facility must document in the
beneficiary’s medical record any dis-
carded amounts of a renal dialysis drug
or biological product from a single-
dose container or single-use package
that is paid for under the ESRD PPS.

[62 FR 43668, Aug. 15, 1997, as amended at 73
FR 20474, Apr. 15, 2008; 87 FR 72287, Nov. 23,
2022; 88 FR 76504, Nov. 6, 2023]

§413.200 [Reserved]

§413.202 Organ procurement organiza-
tion (OPO) cost for kidneys sent to
foreign countries or transplanted in
patients other than Medicare bene-
ficiaries.

An OPO’s total costs for all kidneys
is reduced by the costs associated with
procuring Kkidneys sent to foreign
transplant centers or transplanted in
patients other than Medicare bene-
ficiaries. OPOs, as defined in §486.302 of
this chapter, must separate costs for
procuring kidneys that are sent to for-
eign transplant centers and Kkidneys
transplanted in patients other than
Medicare beneficiaries from Medicare
allowable costs prior to final settle-
ment by the Medicare fiscal contrac-
tors. Medicare costs are based on the
ratio of the number of usable kidneys
transplanted into Medicare bene-
ficiaries to the total number of usable
kidneys applied to reasonable costs.
Certain long-standing arrangements
that existed before March 3, 1988 (for
example, an OPO that procures Kidneys
at a military transplant hospital for
transplant at that hospital), will be
deemed to be Medicare kidneys for cost
reporting statistical purposes. The
OPO must submit a request to the con-
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tractor for review and approval of
these arrangements.

[62 FR 43668, Aug. 15, 1997, as amended at 71
FR 31046, May 31, 2006]

§413.203 Transplant center costs for
organs sent to foreign countries or
transplanted in patients other than
Medicare beneficiaries.

(a) A transplant center’s total costs
for all organs is reduced by the costs
associated with procuring organs sent
to foreign transplant centers or trans-
planted in patients other than Medi-
care beneficiaries. Organs are defined
in §486.302 (only covered organs will be
paid for on a reasonable cost basis).

(b) Transplant center hospitals must
separate costs for procuring organs
that are sent to foreign transplant cen-
ters and organs transplanted in pa-
tients other than Medicare bene-
ficiaries from Medicare allowable costs
prior to final cost settlement by the
Medicare fiscal contractors.

(c) Medicare costs are based on the
ratio of the number of usable organs
transplanted into Medicare bene-
ficiaries to the total number of usable
organs applied to reasonable costs.

§413.210 Conditions for payment
under the end-stage renal disease
(ESRD) prospective payment sys-
tem.

Except as noted in §413.174(f), items
and services furnished on or after Jan-
uary 1, 2011, under section 1881(b)(14)(A)
of the Act and as identified in §413.217
of this part, are paid under the ESRD
prospective payment system described
in §413.215 through §413.235 of this part.

(a) Qualifications for payment. To
qualify for payment, ESRD facilities
must meet the conditions for coverage
in part 494 of this chapter.

(b) Payment for items and services.
CMS will not pay any entity or sup-
plier other than the ESRD facility for
covered items and services furnished to
a Medicare beneficiary. The ESRD fa-
cility must furnish all covered items
and services defined in §413.217 of this
part either directly or under arrange-
ments.

[75 FR 49199, Aug. 12, 2010]
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