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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:
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(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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organs that are subsequently deter-
mined unsuitable for transplant and
furnished for research from a living
donor or a deceased donor by the hos-
pital, or from a deceased donor by an
OPO. Additionally, there are adminis-
trative and general costs that may be
allowable and included on the cost re-
port for an OPO or a TH.

(b) Types of costs. Organ acquisition
costs are as follows:

(1) Tissue typing, including tissue
typing furnished by independent lab-
oratories.

(2) Donor and beneficiary evaluation.

(3) Other costs associated with excis-
ing organs, such as general routine and
special care services (for example, in-
tensive care unit or critical care unit
services), provided to the living or de-
ceased donor.

(4) Operating room and other inpa-
tient ancillary services applicable to
the living or deceased donor.

(5) Organ preservation and perfusion
costs.

(6) Organ Procurement and Trans-
plantation Network registration fees,
and the reasonable and necessary cost
of other fees, such as the registration
fees for a Kkidney paired exchange, to
register candidates for organ trans-
plants. These allowable registry fees
must support or promote organ trans-
plantation and must not be duplicative
in nature.

(7) Surgeons’ fees for excising de-
ceased organs (currently limited to
$1,250 for kidneys).

(8) Transportation of the:

(i) Excised organ to the TH; and

(i1) Deceased donor to procure organs
when it is necessary to preserve clin-
ical outcomes or to avoid loss of poten-
tially transplantable organs.

(9) Costs of organs acquired from
other hospitals or organ procurement
organizations.

(10) Hospital costs normally classi-
fied as outpatient costs applicable to
organ excisions (services include donor
and recipient tissue typing, work-up,
and related services furnished prior to
inpatient admission).

(11) Costs of services applicable to
organ excisions which are rendered by
residents and interns not in approved
teaching programs.
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(12) All pre-admission services appli-
cable to organ excisions, such as lab-
oratory, electroencephalography, and
the costs of physicians’ services.

(c) Living donor complications. (1) Liv-
ing kidney donor complications. Living
kidney donor complications directly
related to the kidney donation, which
occur after the date of the donor’s dis-
charge, must not be reported as kidney
acquisition costs on the Medicare cost
report.

(A) Medicare covers reasonable costs
incurred for living kidney donor com-
plications only if they are directly re-
lated to a kidney donation for a cov-
ered transplant into a Medicare bene-
ficiary.

(B) Living Kkidney donor complica-
tions are paid through the claims proc-
essing system under Medicare Part A
or Part B, as applicable for the services
provided, with no donor liability for
deductibles or coinsurance. Living kid-
ney donor complications are billed
under the Medicare Beneficiary Identi-
fier of the transplant recipient.

(2) Living mon-renal donor complica-
tions. Hospital costs incurred for living
non-renal donor complications directly
related to the non-renal organ dona-
tion, which occur after the date of the
donor’s discharge are not paid through
the claims processing system but are
reported as organ acquisition costs on
the hospital’s Medicare cost report.

(A) Medicare covers reasonable hos-
pital costs incurred for living non-renal
organ donor complications only if they
are directly related to a non-renal
organ donation for a covered trans-
plant into a Medicare beneficiary.

(B) Hospital costs incurred for living
non-renal organ donor complications
are reported as organ acquisition costs
on the Medicare cost report, and paid
through the cost report on a reasonable
cost basis.

(d) Costs not related to organ acquisi-
tion. (1) Items or services that are not
related or reasonable to acquire an
organ for transplantation, non-allow-
able administrative and general costs,
or costs that are not related to patient
care, are not considered organ acquisi-
tion costs.

(2) Examples of items or services that
are not organ acquisition costs include,
but are not limited to the following:
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(i) Donor burial and funeral expenses.

(ii) Transportation costs of the de-
ceased donor after organ procurement
for funeral services or for burial.

(iii) Transportation costs for a living
donor.

(iv) Fees or in-center payments for
donor referrals.

(v) Costs associated with and in-
curred for OPO-sponsored seminars
where continuing education credits are
given and where the attendee is not on
the OPO’s staff (as described at
§486.326(b)).

(vi) Unreasonable costs incurred for
administrator’s duties associated with
professional organizations.

[86 FR 73515, Dec. 27, 2021, as amended at 87
FR 72288, Nov. 23, 2022]

§413.404 Standard acquisition charge.

(a) General. (1) Procuring an organ is
not a covered service when performed
independent of a Medicare covered
transplant, however, the reasonable
costs to procure an organ are reimburs-
able when billed in connection with a
Medicare covered transplant.

(2) The SAC represents the average of
the total organ acquisition costs asso-
ciated with procuring either deceased
donor organs or living donor organs, by
organ type.

(3) When a TH/HOPO or IOPO fur-
nishes an organ to another TH/HOPO or
IOPO, it bills its SAC to the TH/HOPO
or IOPO receiving the organ.

(b) THs/HOPOs SACs. (1) A TH/HOPO
must develop a SAC for each organ
type (for example heart, liver, or lung).

(2) When a TH/HOPO furnishes an
organ to another TH or IOPO, it must
bill the receiving TH or IOPO its SAC
by organ type, or the hospital’s stand-
ard departmental charges that are re-
duced to cost.

(3) A TH must establish SACs for liv-
ing donor organs. A TH/HOPO must es-
tablish SACs for deceased donor or-
gans.

(i) Living donor SAC for THs—(A) Defi-
nition. The living donor SAC is an aver-
age organ acquisition cost that a TH
incurs to procure an organ from a liv-
ing donor.

(B) Establishment of living donor SAC.
A TH must establish a living donor
SAC before the TH bills its first living
donor transplant to Medicare.

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

(C) Calculating the living donor SAC.—
(1) Initial living donor SAC. A TH cal-
culates its initial living donor SAC for
each living donor organ type as fol-
lows:

(i) By estimating the reasonable and
necessary organ acquisition costs it ex-
pects to incur for services furnished to
living donors, and pre-admission serv-
ices furnished to recipients of living
donor organs during the hospital’s cost
reporting period.

(i) By dividing the estimated amount
described in paragraph (b)(3)(1)(C)(1)(i)
of this section by the projected number
of usable living donor organs to be pro-
cured by the TH during the TH’s cost
reporting period.

(2) Subsequent living donor SAC. A TH
calculates its subsequent years’ living
donor SAC for each living donor organ
type as follows:

(1) By using the TH’s actual organ ac-
quisition costs for the living donor
organ type from the prior year’s Medi-
care cost report, adjusted for any
changes in the current year.

(i1) Dividing the costs in paragraph
(B)(B)A)(C)(2)(i) of this section by the
actual number of usable living donor
organs procured by the TH during that
prior cost reporting period.

(D) Costs used to develop the living
donor SAC. Costs that may be used to
develop the living donor SAC include,
but are not limited to the following:

(1) Costs of tissue typing services, in-
cluding those furnished by independent
laboratories.

(2) Costs of physician pre-admission
transplant evaluation services.

(3) Registry fees as specified at
§413.402(b)(6) of this subpart.

(4) Costs for donor and recipient eval-
uations and workups furnished prior to
admission for transplantation.

(5) Other costs associated with pro-
curement, for example, general routine
and special care services (for example,
intensive care unit or critical care unit
services), related to the donor.

(6) Costs of operating room and other
inpatient ancillary services related to
the donor.

(7) Organ preservation and perfusion
costs.

(8) Transportation costs of the
excised organ as specified in
§413.402(b)(8)(i) of this subpart.
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