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charge ratio) and included as acquisi-
tion costs on the recipient TH’s Medi-
care cost report.

(c) Procurement and transport of a kid-
ney. When a donor’s TH procures and
furnishes a kidney to a recipient’s TH
all of the following are applicable:

(1) All costs must be reasonable and
necessary.

(2)(1) The donor’s TH bills the recipi-
ent’s TH.

(ii) The donor’s TH bills its charges
reduced to cost, or bills its applicable
kidney SAC for the reasonable costs as-
sociated with procuring, packaging,
and transporting the kidney.

(3) The donor’s TH records the costs
described in paragraph (c)(2)(ii) of this
section on its Medicare cost report as
kidney acquisition costs and offsets
any payments received from the recipi-
ent’s TH against its kidney acquisition
costs.

(4) The recipient’s TH records as part
of its kidney acquisition costs -

(i) The amounts billed by the donor’s
TH for the reasonable costs associated
with procuring, packaging, and trans-
porting the organ; and

(ii) Any additional testing performed
and billed by the donor’s TH.

(d) Donor’s procurement occurs at re-
cipient TH. In a Kkidney-paired ex-
change—

(1) When a donor’s TH does not pro-
cure a kidney, but the donor travels to
the recipient’s TH for the organ pro-
curement, the reasonable costs associ-
ated with the organ procurement are
included on the Medicare cost report of
the recipient’s TH; and

(2) The travel expenses of the living
donor are not allowable Medicare costs.

[86 FR 73515, Dec. 27, 2021, as amended at 87
FR 72290, Nov. 23, 2022]

§413.418 Amounts billed to organ pro-
curement organizations for hospital
services provided to deceased do-
nors and included as organ acquisi-
tion costs.

(a) General. A donor community hos-
pital (a Medicare-certified non-TH) and
a TH incur costs for hospital services
attributable to a deceased donor or a
donor whose death is imminent. These
services must not be part of medical
treatment that primarily offers a med-
ical benefit to the patient as deter-
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mined by a healthcare team, must be
authorized by the OPO, and are in-
cluded as organ acquisition costs when:

(1) There is consent to donate; and

(2) Declaration of death has been
made, or if a declaration of death has
not been made, death is imminent and
it is necessary that the services be pro-
vided prior to declaration of death in
order to avoid compromising the via-
bility of the organs for transplant.

(b) Amounts billed for organ acquisition
costs. When a donor community hos-
pital or TH incurs costs for services
furnished to a deceased donor, or a
donor whose death is imminent as de-
scribed in paragraph (a) of this section,
as authorized by the OPO, the donor
community hospital or TH must bill
the OPO the lesser of its customary
charges that are reduced to cost by ap-
plying its most recently available hos-
pital specific inpatient operating cost-
to-charge ratio for the period in which
the service was rendered, or a nego-
tiated rate.

[87 FR 72290, Nov. 23, 2022]

§413.420 Payment to independent
organ procurement organizations
and histocompatibility laboratories
for kidney acquisition costs.

(a) Principle. (1) Covered services fur-
nished by IOPOs and
histocompatibility laboratories in con-
nection with Kkidney acquisition and
transplantation are reimbursed under
the principles for determining reason-
able cost contained in this part.

(2) Services furnished by IOPOs and
histocompatibility laboratories, that
have an agreement with the Secretary
in accordance with paragraph (c) of
this section, are paid directly by the
TH using a kidney SAC (for an IOPO)
or contractor-established rates (for a
histocompatibility laboratory). (The
reasonable costs of services furnished
by IOPOs or laboratories are reim-
bursed in accordance with the prin-
ciples contained in §§413.60 and 413.64.)

(b) Definitions. Definitions relevant to
this section can be found in §413.400.

(c) Agreements with IOPOs and labora-
tories. (1) Any IOPO or
histocompatibility laboratory that
wishes to have the cost of its pre-trans-
plant services reimbursed under the
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Medicare program must file an agree-
ment with CMS under which the IOPO
or laboratory agrees to do all of the
following:

(i) To file a cost report in accordance
with §413.24(f) within 5 months fol-
lowing the close of the period covered
by the report.

(ii) To permit CMS to designate a
contractor to determine the interim re-
imbursement rate, payable by the THs
for services provided by the IOPO or
laboratory, and to determine Medi-
care’s reasonable cost based upon the
cost report filed by the IOPO or labora-
tory.

(iii) To provide such budget or cost
projection information as may be re-
quired to establish an initial interim
reimbursement rate.

(iv) To pay to CMS amounts that
have been paid by CMS to THs and that
are determined to be in excess of the
reasonable cost of the services provided
by the IOPO or laboratory.

(v) Not to charge any individual for
items or services for which that indi-
vidual is entitled to have payment
made under section 1881 of the Act.

(2) The initial cost report due from
an IOPO or laboratory is for its first
fiscal year during any portion of which
it had an agreement with the Secretary
under paragraphs (c)(1) and (2) of this
section. The initial cost report covers
only the period covered by the agree-
ment.

(d) Interim reimbursement. (1) THs
with approved Kkidney transplant pro-
grams pay the IOPO or
histocompatibility laboratory for their
pre-transplantation services on the
basis of an interim rate established by
the contractor for that IOPO or labora-
tory.

(2) The interim rate is a kidney SAC
or contractor established rates, based
on costs associated with procuring a
kidney for transplantation, incurred by
an IOPO or laboratory respectively,
during its previous fiscal year. If there
is not adequate cost data to determine
the initial interim rate, the contractor
determines it according to the IOPO’s
or laboratory’s estimate of its pro-
jected costs for the fiscal year.

(3) Payments made by THs on the
basis of interim rates are reconciled di-
rectly with the IOPO or laboratory

42 CFR Ch. IV (10-1-23 Edition)

after the close of its fiscal year, in ac-
cordance with paragraph (e) of this sec-
tion.

(4) Information on the interim rate
for all IOPOs and histocompatibility
laboratories must be disseminated to
all THs and contractors.

(e) Retroactive adjustment—(1) Cost re-
ports. Information provided in cost re-
ports by IOPOs and histocompatibility
laboratories must meet the require-
ments for cost data and cost finding
specified in §413.24. These cost reports
must provide the following:

(i) A complete accounting of the cost
incurred by the IOPO or laboratory in
providing covered services, the total
number of Medicare beneficiaries who
received those services.

(ii) Any other data necessary to en-
able the contractor to determine the
reasonable cost of covered services pro-
vided to Medicare beneficiaries.

(2) Audit and adjustment. A cost re-
port submitted by an IOPO or
histocompatibility laboratory is re-
viewed by the contractor and a new in-
terim reimbursement rate for kidney
acquisition costs for the subsequent
fiscal year is established based upon
this review.

(i) Retroactive adjustment. A retro-
active adjustment in the amount paid
under the interim rate is made in ac-
cordance with §413.64(f).

(i1) Lump sum adjustment. If the deter-
mination of reasonable cost reveals an
overpayment or underpayment result-
ing from the interim reimbursement
rate paid to THs, a lump sum adjust-
ment is made directly between that
contractor and the IOPO or laboratory.

(f) Payment requirements. For services
furnished on or after April 1, 1988, no
payment may be made for services fur-
nished by an IOPO that does not meet
the requirements of part 486, subpart G,
of this chapter.

(g) Appeals. If the amount in con-
troversy is $1,000 or more, any IOPO or
histocompatibility laboratory that dis-
agrees with a contractor’s cost deter-
mination under this section is entitled
to a contractor hearing, in accordance
with the procedures set forth in
§§405.1811 through 405.1833 of this chap-
ter.

[86 FR 73515, Dec. 27, 2021, as amended at 87
FR 72290, Nov. 23, 2022]
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