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§413.375

supplies that ESRD facilities are cer-
tified to furnish and that would other-
wise be furnished to a beneficiary with
AKI in a hospital outpatient setting.

§413.375 Notification of changes in
rate-setting methodologies and pay-
ment rates.

(a) Changes to the methodology for
payment for renal dialysis services fur-
nished to beneficiaries with AKI as
well as any adjustments to the AKI
payment rate other than wage index
will be adopted through notice and
comment rulemaking.

(b) Annual updates in the AKI dialy-
sis payment rate as described in
§413.372 that do not include those
changes described in paragraph (a) of
this section are announced by notice
published in the FEDERAL REGISTER
without opportunity for public com-
ment.

(c) Effective for cost reporting peri-
ods beginning on or after January 1,
2017, on an annual basis CMS updates
the AKI dialysis payment rate.

Subpart L—Payment of Organ Ac-
quisition Costs for Transplant
Hospitals. Organ Procurement

Organizations, and
Histocompatibility Labora-
tories

SOURCE: 86 FR 73515, Dec. 27, 2021, unless
otherwise noted.

§413.400 Definitions.

As used in this subpart:

Histocompatibility laboratory means a
laboratory meeting the requirements
set forth in §493.1227 of this chapter
and providing the services for the ac-
quisition of kidneys or other organs for
transplantation.

Hospital-based organ procurement orga-
nication (HOPO) means an organ pro-
curement organization that is consid-
ered a department of the TH and re-
ports organ acquisition costs it incurs
on the TH’s Medicare cost report.

Independent organ procurement organi-
zation (IOPO) means an organ procure-
ment organization that files a Medi-
care cost report separate from a hos-
pital and meets all of the following:

42 CFR Ch. IV (10-1-24 Edition)

(1) Is not subject to the control of a
hospital with respect to the hiring, fir-
ing, training, and paying of employees.

(2) Is not considered as a department
of a hospital for insurance purposes (in-
cluding malpractice insurance, general
liability insurance, worker’s compensa-
tion insurance, and employee retire-
ment insurance).

(3) Reports organ acquisition costs it
incurs on the IOPO Medicare cost re-
port.

Organ, for Medicare organ acquisi-
tion payment purposes, means:

(1) A human kidney, liver, heart,
lung, pancreas, or intestine (or multi-
visceral organs when transplanted at
the same time as an intestine).

(2) Pancreata procured on or after
October 1, 2004, for the purpose of ac-
quiring pancreatic islet cells for trans-
plantation into individuals who are
participating in a National Institute of
Diabetes and Digestive and Kidney Dis-
eases clinical trial in accordance with
section 733 of the Medicare Prescrip-
tion Drug, Improvement and Mod-
ernization Act of 2003.

Organ procurement organization (OPO)
means an organization defined in
§486.302 of this chapter. OPOs can be
independent or hospital based.

Standard acquisition charge (SAC)
means a charge as defined in §413.404 of
this chapter.

Transplant hospital (TH) means a hos-
pital that furnishes organ transplants
and other medical and surgical spe-
cialty services required for the care of
transplant patients.

Transplant hospital/HOPO (TH/HOPO)
refers to a TH, or a TH that operates a
HOPO (as previously defined in this
section) and performs organ procure-
ment activities as one entity reported
on the TH’s Medicare cost report.

Transplant program means an organ-
specific transplant program within a
TH (as defined in this section).

[86 FR 73515, Dec. 27, 2021, as amended at 87
FR 72287, Nov. 23, 2022]

§413.402 Organ acquisition costs.

(a) Costs related to organ acquisition.
Costs recognized in paragraph (b) of
this section are allowable costs in-
curred in the acquisition of organs in-
tended for transplant, including those
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