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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. 

(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. 

(ii) By dividing the estimated amount 
described in paragraph (b)(3)(i)(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: 

(i) 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. 

(ii) Dividing the costs in paragraph 
(b)(3)(i)(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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(ii) Deceased donor SAC for TH/ 
HOPOs—(A) Definition. The deceased 
donor SAC is an average cost that a 
TH/HOPO incurs to procure a deceased 
donor organ. 

(B) Calculating the deceased donor 
SAC—(1)—Initial deceased donor SAC. A 
TH/HOPO calculates its initial de-
ceased donor SAC for each deceased 
donor organ type as follows: 

(i) By estimating the reasonable and 
necessary costs it expects to incur to 
procure deceased donor organs, com-
bined with the expected costs of acquir-
ing deceased donor organs from OPOs 
or other THs. 

(ii) By dividing the estimated amount 
described in paragraph (b)(3)(ii)(B)(1)(i) 
of this section by the projected number 
of usable deceased donor organs to be 
procured by the TH/HOPO within the 
TH’s cost reporting period. 

(2) Subsequent deceased donor SAC. A 
TH/HOPO calculates its subsequent 
years’ deceased donor SAC for each de-
ceased donor organ type as follows: 

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

(ii) By dividing the costs in para-
graph (b)(3)(ii)(B)( 2)(i) of this section 
by the actual number of usable de-
ceased donor organs procured by the 
TH/HOPO during that prior cost report-
ing period. 

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

(1) Costs of organs acquired from 
other THs or OPOs. 

(2) Costs of transportation as speci-
fied in § 413.402(b)(8). 

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

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

(5) Organ preservation and perfusion 
costs. 

(6) General routine and special care 
service costs (for example, intensive 
care unit or critical care unit services 
related to the donor). 

(7) Operating room and other inpa-
tient ancillary service costs. 

(c) Independent OPO SACs—(1) Non- 
renal SAC. An IOPO establishes non- 
renal SACs based on its costs of pro-
curing non-renal organs for each organ 
type, by— 

(i) Estimating the reasonable and 
necessary costs it expects to incur for 
services furnished to procure deceased 
donor non-renal organs during the 
IOPO’s cost reporting period; and 

(ii) Dividing the amount estimated in 
paragraph (c)(1)(i) of this section by 
the projected number of deceased donor 
non-renal organs the IOPO expects to 
procure within its cost reporting pe-
riod. 

(iii) An IOPO may adjust its non- 
renal SACs during the year if necessary 
to account for cost changes. 

(2) Kidney SAC. (i) General. An IOPO’s 
contractor establishes the kidney SAC 
based on an estimate of, initial year 
projected or subsequent years’ actual, 
reasonable and necessary costs the 
IOPO expects to incur to procure de-
ceased donor kidneys during the 
IOPO’s cost reporting period, divided 
by the, initial year projected or subse-
quent years’ actual, number of usable 
deceased donor kidneys the IOPO ex-
pects to procure. 

(ii) Initial year. The contractor devel-
ops the IOPO’s initial kidney SAC 
based on the IOPO’s budget informa-
tion. 

(iii) Subsequent years. The contractor 
computes the kidney SAC for subse-
quent years using the IOPO’s costs re-
lated to kidney acquisition that were 
incurred in the prior cost reporting pe-
riod and dividing those costs by the 
number of usable deceased donor kid-
neys procured during that cost report-
ing period. The kidney SAC amount is 
the interim payment made by the TH 
or other OPO to the IOPO, as set forth 
in § 413.420(d)(1). 

(iv) SAC adjustments. The IOPO’s con-
tractor may adjust the kidney SAC 
during the year, if necessary, for cost 
changes. 

(v) The IOPO cannot use or change 
its kidney SAC without the contrac-
tor’s approval. 

(3) Billing SACs for organs generally. 
When an IOPO obtains an organ from 
another IOPO, the receiving IOPO is re-
sponsible for paying the procuring 
IOPO’s SAC. The receiving IOPO uses 
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its SAC for each organ type and not 
the procuring IOPO’s SAC when billing 
the TH receiving the organ. 

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

§ 413.406 Acquisition of pancreata for 
islet cell transplant. 

(a) Medicare only covers and pays for 
reasonable costs of acquisition on or 
after October 1, 2004, of pancreata for 
islet cell transplants into Medicare 
beneficiaries participating in a Na-
tional Institute of Diabetes and Diges-
tive and Kidney Diseases clinical trial 
of islet cell transplantation in accord-
ance with section 733 of the Medicare 
Prescription Drug, Improvement and 
Modernization Act of 2003. 

(b) Pancreata procured under para-
graph (a), for covered islet cell trans-
plants must be assigned a full standard 
acquisition charge and be treated as 
solid organs for procurement purposes. 

§ 413.408 [Reserved] 

§ 413.410 [Reserved] 

§ 413.412 Intent to transplant, intent 
for research, counting en bloc, and 
unusable organs. 

(a) Principles for organs intended for 
transplant for organ acquisition payment 
purposes. (1) An organ is intended for 
transplant when the OPO or TH des-
ignates it for transplant prior to the 
time the donor enters the hospital’s op-
erating room for surgical excision/re-
covery of the organ(s). 

(2) OPOs and THs must identify the 
costs associated with the recovered and 
unrecovered organs and apportion 
those costs to the appropriate cost cen-
ters by organ type. These costs include 
the costs associated with an organ in-
tended for transplant, but subsequently 
determined unsuitable for transplant 
and furnished for research. 

(3) An organ intended for transplant 
but subsequently determined unsuit-
able for transplant and instead fur-
nished for research is not counted as a 
Medicare usable organ or as a total us-
able organ in the ratio used to cal-
culate Medicare’s share of organ acqui-
sition costs. 

(4) Subject to paragraph (a)(4)(iii) of 
this section, OPOs and THs must re-

duce total organ acquisition costs, 
when the organ is intended for trans-
plant but determined unsuitable for 
transplant and instead furnished for re-
search, as follows: 

(i) By deducting the costs to furnish 
organs for research from total organ 
acquisition costs; or 

(ii) By offsetting the total organ ac-
quisition costs by the revenue received 
for these organs. 

(iii) In no event may the reduction in 
total organ acquisition costs as a re-
sult of application of paragraph (a)(4) 
of this section exceed the costs in-
curred to furnish organs for research. 

(5) When the costs to furnish organs 
for research are not included in total 
organ acquisition costs but are in-
cluded in a non-reimbursable cost cen-
ter, no offset is necessary. 

(b) Principles for organs intended for 
research for organ acquisition payment 
purposes. (1) An organ is intended for 
research when the OPO or TH des-
ignates it for research 

prior to the time the donor enters 
the hospital’s operating room for sur-
gical removal of the organ. 

(2) Medicare does not share in the ac-
quisition costs of an organ intended for 
research and costs to procure these or-
gans must not be included in organ ac-
quisition costs (except pancreata for 
islet cell transplants as specified in 
§ 413.406(a)). 

(3) An organ intended for research is 
not counted as a Medicare usable organ 
or as a total usable organ in the ratio 
used to calculate Medicare’s share of 
organ acquisition costs (except 
pancreata for islet cell transplants as 
specified in § 413.406(a)). 

(c) Counting en bloc organs. En bloc 
organs can be en bloc lungs or en bloc 
kidneys. For Medicare cost allocation 
purposes, OPOs and THs count - 

(1) En bloc lungs or en bloc kidneys 
procured and transplanted en bloc (two 
organs transplanted as one unit) as one 
total usable organ. En bloc organs 
transplanted into a Medicare bene-
ficiary count as one Medicare usable 
organ or one Medicare usable kidney. 

(2) En bloc lungs and en bloc kidneys 
procured en bloc but separated and 
transplanted into two different recipi-
ents as two total usable organs. For 
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