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weighting factor to determine the hos-
pital-specific base payment amount 
(target amount) for a particular cov-
ered discharge. 

(f) Notice of hospital-specific rate. The 
intermediary furnishes the MDH a no-
tice of its hospital-specific rate which 
contains a statement of the hospital’s 
Medicare Part A allowable inpatient 
operating costs, number of Medicare 
discharges, and case-mix index adjust-
ment factor used to determine the hos-
pital’s cost per discharge for the Fed-
eral fiscal year 2002 base period. 

(g) Right to administrative and judicial 
review. An intermediary’s determina-
tion of the hospital-specific rate for a 
hospital is subject to administrative 
and judicial review. Review is available 
to an MDH upon receipt of the notice 
of the hospital-specific rate. The notice 
is treated as a final intermediary de-
termination of the amount of program 
reimbursement for purposes of subpart 
R of part 405 of this chapter, governing 
provider reimbursement determina-
tions and appeals. 

(h) Modification of hospital-specific 
rate. (1) The intermediary recalculates 
the hospital-specific rate to reflect the 
following: 

(i) Any modifications that are deter-
mined as a result of administrative or 
judicial review of the hospital-specific 
rate determinations; or 

(ii) Any additional costs that are rec-
ognized as allowable costs for the 
MDH’s base period as a result of admin-
istrative or judicial review of the base- 
period notice of amount of program re-
imbursement. 

(2) With respect to either the hos-
pital-specific rate determination or the 
amount of program reimbursement de-
termination, the actions taken on ad-
ministrative or judicial review that 
provide a basis for recalculations of the 
hospital-specific rate include the fol-
lowing: 

(i) A reopening and revision of the 
MDH’s base-period notice of amount of 
program reimbursement under 
§§ 405.1885 through 405.1889 of this chap-
ter. 

(ii) A prehearing order or finding 
issued during the provider payment ap-
peals process by the appropriate re-
viewing authority under § 405.1821 or 
§ 405.1853 of this chapter that resolved a 

matter at issue in the MDH’s base-pe-
riod notice of amount of program reim-
bursement. 

(iii) An affirmation, modification, or 
reversal of a Provider Reimbursement 
Review Board decision by the Adminis-
trator of CMS under § 405.1875 of this 
chapter that resolved a matter at issue 
in the hospital’s base-period notice of 
amount of program reimbursement. 

(iv) An administrative or judicial re-
view decision under § 405.1831, § 405.1871, 
or § 405.1877 of this chapter that is final 
and no longer subject to review under 
applicable law or regulations by a high-
er reviewing authority, and that re-
solved a matter at issue in the hos-
pital’s base-period notice of amount of 
program reimbursement. 

(v) A final, nonappealable court judg-
ment relating to the base-period costs. 

(3) The adjustments to the hospital- 
specific rate made under paragraphs 
(h)(1) and (2) of this section are effec-
tive retroactively to the time of the 
intermediary’s initial determination of 
the rate. 

(i) Maintaining budget neutrality. CMS 
makes an adjustment to the hospital- 
specific rate to ensure that changes to 
the DRG classifications and recalibra-
tions of the DRG relative weights are 
made in a manner so that aggregate 
payments to section 1886(d) hospitals 
are not affected. 

[71 FR 48137, Aug. 18, 2006, as amended at 75 
FR 50414, Aug. 16, 2010] 

Subpart F—Payments for Outlier 
Cases, Special Treatment 
Payment for New Technology, 
and Payment Adjustment for 
Certain Replaced Devices 

PAYMENT FOR OUTLIER CASES 

§ 412.80 Outlier cases: General provi-
sions. 

(a) Basic rule—(1) Discharges occurring 
on or after October 1, 1994 and before Oc-
tober 1, 1997. For discharges occurring 
on or after October 1, 1994, and before 
October 1, 1997, except as provided in 
paragraph (b) of this section con-
cerning transferring hospitals, CMS 
provides for additional payment, be-
yond standard DRG payments, to a 
hospital for covered inpatient hospital 
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services furnished to a Medicare bene-
ficiary if either of the following condi-
tions is met: 

(i) The beneficiary’s length-of-stay 
(including days at the SNF level of 
care if a SNF bed is not available in 
the area) exceeds the mean length-of- 
stay for the applicable DRG by the 
lesser of the following: 

(A) A fixed number of days, as speci-
fied by CMS; or 

(B) A fixed number of standard devi-
ations, as specified by CMS. 

(ii) The beneficiary’s length-of-stay 
does not exceed criteria established 
under paragraph (a)(1)(i) of this sec-
tion, but the hospital’s charges for cov-
ered services furnished to the bene-
ficiary, adjusted to operating costs and 
capital costs by applying cost-to- 
charge ratios as described in § 412.84(h), 
exceed the DRG payment for the case 
plus a fixed dollar amount (adjusted for 
geographic variation in costs) as speci-
fied by CMS. 

(2) Discharges occurring on or after Oc-
tober 1, 1997 and before October 1, 2001. 
For discharges occurring on or after 
October 1, 1997 and before October 1, 
2001, except as provided in paragraph 
(b) of this section concerning transfers, 
CMS provides for additional payment, 
beyond standard DRG payments, to a 
hospital for covered inpatient hospital 
services furnished to a Medicare bene-
ficiary if the hospital’s charges for cov-
ered services, adjusted to operating 
costs and capital costs by applying 
cost-to-charge ratios, as described in 
§ 412.84(h), exceed the DRG payment for 
the case, payments for indirect costs of 
graduate medical education (§ 412.105), 
and payments for serving dispropor-
tionate share of low-income patients 
(§ 412.106), plus a fixed dollar amount 
(adjusted for geographic variation in 
costs) as specified by CMS. 

(3) Discharges occurring on or after Oc-
tober 1, 2001. For discharges occurring 
on or after October 1, 2001, except as 
provided in paragraph (b) of this sec-
tion concerning transfers, CMS pro-
vides for additional payment, beyond 
standard DRG payments and beyond 
additional payments for new medical 
services or technology specified in 
§§ 412.87 and 412.88, to a hospital for cov-
ered inpatient hospital services fur-
nished to a Medicare beneficiary if the 

hospital’s charges for covered services, 
adjusted to operating costs and capital 
costs by applying cost-to-charge ratios 
as described in § 412.84(h), exceed the 
DRG payment for the case (plus pay-
ments for indirect costs of graduate 
medical education (§ 412.105), payments 
for serving a disproportionate share of 
low-income patients (§ 412.106), and ad-
ditional payments for new medical 
services or technologies) plus a fixed 
dollar amount (adjusted for geographic 
variation in costs) as specified by CMS. 

(b) Outlier cases in transferring hos-
pitals. CMS provides cost outlier pay-
ments to a transferring hospital for 
cases paid in accordance with § 412.4(f), 
if the hospital’s charges for covered 
services furnished to the beneficiary, 
adjusted to costs by applying cost-to- 
charge ratios as described in § 412.84(h), 
exceed the DRG payment for the case 
plus a fixed dollar amount (adjusted for 
geographic variation in costs) as speci-
fied by CMS, divided by the geometric 
mean length of stay for the DRG, and 
multiplied by an applicable factor de-
termined as follows: 

(1) For transfer cases paid in accord-
ance with § 412.4(f)(1), the applicable 
factor is equal to the length of stay 
plus 1 day. 

(2) For transfer cases paid in accord-
ance with § 412.4(f)(2), the applicable 
factor is equal to 0.5 plus the product 
of the length of stay plus 1 day multi-
plied by 0.5. 

(c) Publication and revision of outlier 
criteria. CMS will issue threshold cri-
teria for determining outlier payment 
in the annual notice of the prospective 
payment rates published in accordance 
with § 412.8(b). 

[62 FR 46028, Aug. 29, 1997, as amended at 63 
FR 41003, July 31, 1998; 66 FR 46924, Sept. 7, 
2001; 67 FR 50111, Aug. 1, 2002] 

§ 412.82 Payment for extended length- 
of-stay cases (day outliers). 

(a) For discharges occurring before 
October 1, 1997, if the hospital stay re-
flected by a discharge includes covered 
days of care beyond the applicable 
threshold criterion, the intermediary 
will make an additional payment, on a 
per diem basis, to the discharging hos-
pital for those days. A special request 
or submission by the hospital is not 
necessary to initiate this payment. 
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However, a hospital may request pay-
ment for day outliers before the med-
ical review required in paragraph (b) of 
this section. 

(b) The QIO must review and approve 
to the extent required by CMS— 

(1) The medical necessity and appro-
priateness of the admission and outlier 
services in the context of the entire 
stay; 

(2) The validity of the diagnostic and 
procedural coding; and 

(3) The granting of grace days. 

(c) Except as provided in § 412.83, the 
per diem payment made under para-
graph (a) of this section is derived by 
taking a percentage of the average per 
diem payment for the applicable DRG, 
as calculated by dividing the Federal 
prospective payment rate for inpatient 
operating costs and inpatient capital- 
related costs determined under subpart 
D of this part, by the arithmetic mean 
length of stay for that DRG. CMS 
issues the applicable percentage of the 
average per diem payment in the an-
nual publication of the prospective 
payment rates in accordance with 
§ 412.8(b). 

(d) Any days in a covered stay identi-
fied as noncovered reduce the number 
of days reimbursed at the day outlier 
rate but not to exceed the number of 
days that occur after the day outlier 
threshold. 

[50 FR 12741, Mar. 29, 1985, as amended at 50 
FR 15326, Apr. 17, 1985; 50 FR 35689, Sept. 3, 
1985; 53 FR 38529, Sept. 30, 1988; 57 FR 39822, 
Sept. 1, 1992; 59 FR 45398, Sept. 1, 1994; 62 FR 
46028, Aug. 29, 1997; 85 FR 59020, Sept. 18, 2020] 

§ 412.84 Payment for extraordinarily 
high-cost cases (cost outliers). 

(a) A hospital may request its inter-
mediary to make an additional pay-
ment for inpatient hospital services 
that meet the criteria established in 
accordance with § 412.80(a). 

(b) The hospital must request addi-
tional payment— 

(1) With initial submission of the bill; 
or 

(2) Within 60 days of receipt of the 
intermediary’s initial determination. 

(c) Except as specified in paragraph 
(e) of this section, an additional pay-
ment for a cost outlier case is made 
prior to medical review. 

(d) As described in paragraph (f) of 
this section, the QIO reviews a sample 
of cost outlier cases after payment. 
The charges for any services identified 
as noncovered through this review are 
denied and any outlier payment made 
for these services are recovered, as ap-
propriate, after a determination as to 
the provider’s liability has been made. 

(e) If the QIO finds a pattern of inap-
propriate utilization by a hospital, all 
cost outlier cases from that hospital 
are subject to medical review, and this 
review may be conducted prior to pay-
ment until the QIO determines that ap-
propriate corrective actions have been 
taken. 

(f) The QIO reviews the cost outlier 
cases, using the medical records and 
itemized charges, to verify the fol-
lowing: 

(1) The admission was medically nec-
essary and appropriate. 

(2) Services were medically necessary 
and delivered in the most appropriate 
setting. 

(3) Services were ordered by the phy-
sician, actually furnished, and not 
duplicatively billed. 

(4) The diagnostic and procedural 
codings are correct. 

(g) The intermediary bases the oper-
ating and capital costs of the discharge 
on the billed charges for covered inpa-
tient services adjusted by the cost to 
charge ratios applicable to operating 
and capital costs, respectively, as de-
scribed in paragraph (h) of this section. 

(h) For discharges occurring before 
October 1, 2003, the operating and cap-
ital cost-to-charge ratios used to ad-
just covered charges are computed an-
nually by the intermediary for each 
hospital based on the latest available 
settled cost report for that hospital 
and charge data for the same time pe-
riod as that covered by the cost report. 
For discharges occurring before August 
8, 2003, statewide cost-to-charge ratios 
are used in those instances in which a 
hospital’s operating or capital cost-to- 
charge ratios fall outside reasonable 
parameters. CMS sets forth the reason-
able parameters and the statewide 
cost-to-charge ratios in each year’s an-
nual notice of prospective payment 
rates published in the FEDERAL REG-
ISTER in accordance with § 412.8(b). 
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(i)(1) For discharges occurring on or 
after August 8, 2003, CMS may specify 
an alternative to the ratios otherwise 
applicable under paragraphs (h) or (i)(2) 
of this section. A hospital may also re-
quest that its fiscal intermediary use a 
different (higher or lower) cost-to- 
charge ratio based on substantial evi-
dence presented by the hospital. Such a 
request must be approved by the CMS 
Regional Office. 

(2) For discharges occurring on or 
after October 1, 2003, the operating and 
capital cost-to-charge ratios applied at 
the time a claim is processed are based 
on either the most recent settled cost 
report or the most recent tentative set-
tled cost report, whichever is from the 
latest cost reporting period. 

(3) For discharges occurring on or 
after August 8, 2003, the fiscal inter-
mediary may use a statewide average 
cost-to-charge ratio if it is unable to 
determine an accurate operating or 
capital cost-to-charge ratio for a hos-
pital in one of the following cir-
cumstances: 

(i) New hospitals that have not yet 
submitted their first Medicare cost re-
port. (For this purpose, a new hospital 
is defined as an entity that has not ac-
cepted assignment of an existing hos-
pital’s provider agreement in accord-
ance with § 489.18 of this chapter.) 

(ii) Hospitals whose operating or cap-
ital cost-to-charge ratio is in excess of 
3 standard deviations above the cor-
responding national geometric mean. 
This mean is recalculated annually by 
CMS and published in the annual no-
tice of prospective payment rates 
issued in accordance with § 412.8(b). 

(iii) Other hospitals for whom the fis-
cal intermediary obtains accurate data 
with which to calculate either an oper-
ating or capital cost-to-charge ratio (or 
both) are not available. 

(4) For discharges occurring on or 
after August 8, 2003, any reconciliation 
of outlier payments will be based on 
operating and capital cost-to-charge 
ratios calculated based on a ratio of 
costs to charges computed from the 
relevant cost report and charge data 
determined at the time the cost report 
coinciding with the discharge is set-
tled. 

(j) If any of the services are deter-
mined to be noncovered, the charges 

for these services will be deducted from 

the requested amount of reimburse-

ment but not to exceed the amount 

claimed above the cost outlier thresh-

old. 

(k) Except as provided in paragraph 

(l) of this section, the additional 

amount is derived by first taking 80 

percent of the difference between the 

hospital’s adjusted operating cost for 

the discharge (as determined under 

paragraph (g) of this section) and the 

operating threshold criteria estab-

lished under § 412.80(a)(1)(ii); 80 percent 

is also taken of the difference between 

the hospital’s adjusted capital cost for 

the discharge (as determined under 

paragraph (g) of this section) and the 

capital threshold criteria established 

under § 412.80(a)(1)(ii). The resulting 

capital amount is then multiplied by 

the applicable Federal portion of the 

payment as determined in § 412.340(a) or 

§ 412.344(a). 

(l) For discharges occurring on or 

after April 1, 1988, the additional pay-

ment amount for the DRGs related to 

burn cases, which are identified in the 

most recent annual notice of prospec-

tive payment rates published in accord-

ance with § 412.8(b), is computed under 

the provisions of paragraph (k) of this 

section except that the payment is 

made using 90 percent of the difference 

between the hospital’s adjusted cost for 

the discharge and the threshold cri-

teria. 

(m) Effective for discharges occur-

ring on or after August 8, 2003, at the 

time of any reconciliation under para-

graph (i)(4) of this section, outlier pay-

ments may be adjusted to account for 

the time value of any underpayments 

or overpayments. Any adjustment will 

be based upon a widely available index 

to be established in advance by the 

Secretary, and will be applied from the 

midpoint of the cost reporting period 

to the date of reconciliation. 

[50 FR 12741, Mar. 29, 1985, as amended at 50 

FR 35689, Sept. 3, 1985; 51 FR 31496, Sept. 3, 

1986; 53 FR 38529, Sept. 30, 1988; 54 FR 36494, 

Sept. 1, 1989; 55 FR 15174, Apr. 20, 1990; 56 FR 

43448, Aug. 30, 1991; 57 FR 39823, Sept. 1, 1992; 

59 FR 45398, Sept. 1, 1994; 62 FR 46028, Aug. 29, 

1997; 68 FR 34515, June 9, 2003; 71 FR 48138, 

Aug. 18, 2006] 
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PAYMENT ADJUSTMENT FOR CERTAIN 

CLINICAL TRIAL CASES AND EXPANDED 

ACCESS USE IMMUNOTHERAPY 

§ 412.85 Payment adjustment for cer-
tain clinical trial and expanded ac-
cess use immunotherapy cases. 

(a) General rule. For discharges occur-

ring on or after October 1, 2020, the 

amount of payment for a discharge de-

scribed in paragraph (b) of this section 

is adjusted as described in paragraph 

(c) of this section. 

(b) Discharges subject to payment ad-

justment. Payment is adjusted in ac-

cordance with paragraph (c) of this sec-

tion for discharges assigned to MS– 

DRG 018 involving expanded access use 

of immunotherapy, or that are part of 

an applicable clinical trial as deter-

mined by CMS based on the reporting 

of a diagnosis code indicating the en-

counter is part of a clinical research 

program on the claim for the dis-

charge. 

(c) Adjustment. The DRG weighting 

factor determined under § 412.60(b) is 

adjusted by a factor that reflects the 

average cost for cases to be assigned to 

MS–DRG 018 that involve expanded ac-

cess use of immunotherapy, or are part 

of an applicable clinical trial, to the 

average cost for cases to be assigned to 

MS–DRG 018 that do not involve ex-

panded access use of immunotherapy 

and are not part of an applicable clin-

ical trial. 

[85 FR 59020, Sept. 18, 2020] 

§ 412.83 Payment for extraordinarily 
high-cost day outliers. 

For discharges occurring before Octo-

ber 1, 1997, if a discharge that qualifies 

for an additional payment under the 

provisions of § 412.82 has charges ad-

justed to costs that exceed the cost 

outlier threshold criteria for an ex-

traordinarily high-cost case as set 

forth in § 412.80(a)(1)(ii), the additional 

payment made for the discharge is the 

greater of— 

(a) The applicable per diem payment 

computed under § 412.82 (c) or (d); or 

(b) The payment that would be made 

under § 412.84 (i) or (j) if the case had 

not met the day outlier criteria thresh-
old set forth in § 412.80(a)(1)(i). 

[53 FR 38529, Sept. 30, 1988, as amended at 62 
FR 46028, Aug. 29, 1997. Redesignated at 85 FR 
59020, Sept. 18, 2020] 

412.86 [Reserved] 

ADDITIONAL SPECIAL PAYMENT FOR 
CERTAIN NEW TECHNOLOGY 

§ 412.87 Additional payment for new 
medical services and technologies: 
General provisions. 

(a) Basis. Sections 412.87 and 412.88 
implement sections 1886(d)(5)(K) and 
1886(d)(5)(L) of the Act, which author-
ize the Secretary to establish a mecha-
nism to recognize the costs of new 
medical services and technologies 
under the hospital inpatient prospec-
tive payment system. 

(b) Eligibility criteria. For discharges 
occurring on or after October 1, 2001, 
CMS provides for additional payments 
(as specified in § 412.88) beyond the 
standard DRG payments and outlier 
payments to a hospital for discharges 
involving covered inpatient hospital 
services that are new medical services 
and technologies, if the following con-
ditions are met: 

(1) A new medical service or tech-
nology represents an advance that sub-
stantially improves, relative to tech-
nologies previously available, the diag-
nosis or treatment of Medicare bene-
ficiaries. 

(i) The totality of the circumstances 
is considered when making a deter-
mination that a new medical service or 
technology represents an advance that 
substantially improves, relative to 
services or technologies previously 
available, the diagnosis or treatment of 
Medicare beneficiaries. 

(ii) A determination that a new med-
ical service or technology represents 
an advance that substantially im-
proves, relative to services or tech-
nologies previously available, the diag-
nosis or treatment of Medicare bene-
ficiaries means one of the following: 

(A) The new medical service or tech-
nology offers a treatment option for a 
patient population unresponsive to, or 
ineligible for, currently available 
treatments. 

(B) The new medical service or tech-
nology offers the ability to diagnose a 



670 

42 CFR Ch. IV (10–1–24 Edition) § 412.87 

medical condition in a patient popu-
lation where that medical condition is 
currently undetectable, or offers the 
ability to diagnose a medical condition 
earlier in a patient population than al-
lowed by currently available methods 
and there must also be evidence that 
use of the new medical service or tech-
nology to make a diagnosis affects the 
management of the patient. 

(C) The use of the new medical serv-
ice or technology significantly im-
proves clinical outcomes relative to 
services or technologies previously 
available as demonstrated by one or 
more of the outcomes described in 
paragraphs (b)(1)(ii)(C(1) through (7) of 
this section. 

(1) A reduction in at least one clini-
cally significant adverse event, includ-
ing a reduction in mortality or a clini-
cally significant complication. 

(2) A decreased rate of at least one 
subsequent diagnostic or therapeutic 
intervention. 

(3) A decreased number of future hos-
pitalizations or physician visits. 

(4) A more rapid beneficial resolution 
of the disease process treatment in-
cluding, but not limited to, a reduced 
length of stay or recovery time 

(5) An improvement in one or more 
activities of daily living 

(6) An improved quality of life 
(7) A demonstrated greater medica-

tion adherence or compliance. 
(D) The totality of the information 

otherwise demonstrates that the new 
medical service or technology substan-
tially improves, relative to tech-
nologies previously available, the diag-
nosis or treatment of Medicare bene-
ficiaries. 

(iii) Evidence from published or un-
published information sources from 
within the United States or elsewhere 
may be sufficient to establish that a 
new medical service or technology rep-
resents an advance that substantially 
improves, relative to services or tech-
nologies previously available, the diag-
nosis or treatment of Medicare bene-
ficiaries. Information source may in-
clude the following: 

(A) Clinical trials; 
(B) Peer reviewed journal articles; 
(C) Study results; 
(D) Meta-analyses; 
(E) Consensus statements; 

(F) White papers; 

(G) Patient surveys; 

(H) Case studies; 

(I) Reports; 

(J) Systematic literature reviews; 

(K) Letters from major healthcare as-
sociations; 

(L) Editorials and letters to the edi-
tor; and, 

(M) Public comments. 

(N) Other appropriate information 
sources may be considered. 

(iv) The medical condition diagnosed 
or treated by the new medical service 
or technology may have a low preva-
lence among Medicare beneficiaries. 

(v) The new medical service or tech-
nology may represent an advance that 
substantially improves, relative to 
services or technologies previously 
available, the diagnosis or treatment of 
a subpopulation of patients with the 
medical condition diagnosed or treated 
by the new medical service or tech-
nology. 

(2) A medical service or technology 
may be considered new within 2 or 3 
years after the point at which data 
begin to become available reflecting 
the inpatient hospital code (as defined 
in section 1886(d)(5)(K)(iii) of the Social 
Security Act) assigned to the new serv-
ice or technology (depending on when a 
new code is assigned and data on the 
new service or technology become 
available for DRG recalibration). After 
CMS has recalibrated the DRGs, based 
on available data, to reflect the costs 
of an otherwise new medical service or 
technology, the medical service or 
technology will no longer be considered 
‘‘new’’ under the criterion of this sec-
tion. 

(3) The DRG prospective payment 
rate otherwise applicable to discharges 
involving the medical service or tech-
nology is determined to be inadequate, 
based on application of a threshold 
amount to estimated charges incurred 
with respect to such discharges. To de-
termine whether the payment would be 
adequate, CMS will determine whether 
the charges of the cases involving a 
new medical service or technology will 
exceed a threshold amount that is the 
lesser of 75 percent of the standardized 
amount (increased to reflect the dif-
ference between cost and charges) or 75 
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percent of one standard deviation be-
yond the geometric mean standardized 
charge for all cases in the DRG to 
which the new medical service or tech-
nology is assigned (or the case-weight-
ed average of all relevant DRGs if the 
new medical service or technology oc-
curs in many different DRGs). Stand-
ardized charges reflect the actual 
charges of a case adjusted by the pro-
spective payment system payment fac-
tors applicable to an individual hos-
pital, such as the wage index, the indi-
rect medical education adjustment fac-
tor, and the disproportionate share ad-
justment factor. 

(c) Eligibility criteria for alternative 
pathway for certain transformative new 
devices. For discharges occurring on or 
after October 1, 2020, CMS provides for 
additional payments (as specified in 
§ 412.88) beyond the standard DRG pay-
ments and outlier payments to a hos-
pital for discharges involving covered 
inpatient hospital services that are 
new medical devices, if the following 
conditions are met: 

(1) A new medical device is part of 
the Food and Drug Administration’s 
(FDA) Breakthrough Devices Program 
and has received marketing authoriza-
tion for the indication covered by the 
Breakthrough Device designation. 

(2) A medical device that meets the 
condition in paragraph (c)(1) of this 
section will be considered new for not 
less than 2 years and not more than 3 
years after the point at which data 
begin to become available reflecting 
the inpatient hospital code (as defined 
in section 1886(d)(5)(K)(iii) of the Social 
Security Act) assigned to the new tech-
nology (depending on when a new code 
is assigned and data on the new tech-
nology become available for DRG re-
calibration). After CMS has recali-
brated the DRGs, based on available 
data, to reflect the costs of an other-
wise new medical technology, the med-
ical technology will no longer be con-
sidered ‘‘new’’ under the criterion of 
this section. 

(3) The new medical device meets the 
conditions described in paragraph (b)(3) 
of this section. 

(d) Eligibility criteria for alternative 
pathway for certain antimicrobial prod-
ucts. (1)(i) A new medical product is 
designated by FDA as a Qualified Infec-

tious Disease Product and has received 
marketing authorization for the indi-
cation covered by the Qualified Infec-
tious Disease Product designation; or 

(ii) For discharges occurring on or 
after October 1, 2021, a new medical 
product is approved under FDA’s Lim-
ited Population Pathway for Anti-
bacterial and Antifungal Drugs (LPAD) 
and used for the indication approved 
under the LPAD pathway. 

(2) A medical product that meets the 
condition in paragraph (d)(1) of this 
section will be considered new for not 
less than 2 years and not more than 3 
years after the point at which data 
begin to become available reflecting 
the inpatient hospital code (as defined 
in section 1886(d)(5)(K)(iii) of the Social 
Security Act) assigned to the new tech-
nology (depending on when a new code 
is assigned and data on the new tech-
nology become available for DRG re-
calibration). After CMS has recali-
brated the DRGs, based on available 
data, to reflect the costs of an other-
wise new medical technology, the med-
ical technology will no longer be con-
sidered ‘‘new’’ under the criterion of 
this section. 

(3) The new medical product meets 
the conditions described in paragraph 
(b)(3) of this section. 

(e) FDA status requirement. CMS only 
considers, for add-on payments for a 
particular fiscal year, an application 
for which one of the following condi-
tions are met at the time of new tech-
nology add-on payment application 
submission: 

(1) The new medical service or tech-
nology is FDA market authorized for 
the indication that is the subject of the 
new technology add-on payment appli-
cation. 

(2) The new medical service or tech-
nology is the subject of a complete and 
active FDA marketing authorization 
request and documentation of FDA ac-
ceptance or filing of the request is pro-
vided to CMS. 

(f) Announcement of determinations 
and deadline for consideration of new 
medical service or technology applica-
tions, and conditional approval for cer-
tain antimicrobial products. (1) CMS will 
consider whether a new medical service 
or technology meets the eligibility cri-
teria specified in paragraph (b), (c), or 



672 

42 CFR Ch. IV (10–1–24 Edition) § 412.88 

(d) of this section and announce the re-

sults in the FEDERAL REGISTER as part 

of its annual updates and changes to 

the IPPS. CMS will only consider any 

particular new medical service or tech-

nology for add-on payments under 

paragraph (b), (c), or (d) of this section. 

(2) Except as provided for in para-

graph (f)(3) of this section, CMS only 

considers, for add-on payments for a 

particular fiscal year, an application 

for which the new medical service or 

technology has received FDA mar-

keting authorization by May 1 prior to 

the particular fiscal year. 

(3) A technology for which an appli-

cation is submitted under an alter-

native pathway for certain anti-

microbial products under paragraph (d) 

of this section that does not receive 

FDA marketing authorization by July 

1 prior to the particular fiscal year for 

which the applicant applied for new 

technology add-on payments may be 

conditionally approved for the new 

technology add-on payment for that 

fiscal year, effective for discharges be-

ginning in the first quarter after FDA 

marketing authorization is granted, 
provided that FDA marketing author-
ization is granted before July 1 of the 
fiscal year for which the applicant ap-
plied for new technology add-on pay-
ments. 

[66 FR 46924, Sept. 7, 2001, as amended at 68 

FR 45469, Aug. 1, 2003; 69 FR 49243, Aug. 11, 

2004; 73 FR 48755, Aug. 19, 2008; 74 FR 43997, 

Aug. 27, 2009; 82 FR 38511, Aug. 14, 2017; 84 FR 

42611, Aug. 16, 2019; 85 FR 59020, Sept. 18, 2020; 

88 FR 59331, Aug. 28, 2023] 

§ 412.88 Additional payment for new 
medical service or technology. 

(a) For discharges involving new 
medical services or technologies that 
meet the criteria specified in § 412.87, 
Medicare payment will be: 

(1) One of the following: 

(i) The full DRG payment (including 
adjustments for indirect medical edu-
cation and disproportionate share but 
excluding outlier payments); 

(ii) The payment determined under 
§ 412.4(f) for transfer cases; 

(iii) The payment determined under 
§ 412.92(d) for sole community hospitals; 
or 

(iv) The payment determined under 
§ 412.108(c) for Medicare-dependent hos-
pitals; plus 

(2)(i) For discharges occurring before 
October 1, 2019. If the costs of the dis-
charge (determined by applying the op-
erating cost-to-charge ratios as de-
scribed in § 412.84(h)) exceed the full 
DRG payment, an additional amount 
equal to the lesser of— 

(A) 50 percent of the costs of the new 
medical service or technology; or 

(B) 50 percent of the amount by 
which the costs of the case exceed the 
standard DRG payment. 

(ii) For discharges occurring on or after 
October 1, 2019. (A) Except as provided 
under paragraph (a)(2)(ii)(B) of this sec-
tion, if the costs of the discharge (de-
termined by applying the operating 
cost-to-charge ratios as described in 
§ 412.84(h)) exceed the full DRG pay-
ment, an additional amount equal to 
the lesser of— 

(1) 65 percent of the costs of the new 
medical service or technology; or 

(2) 65 percent of the amount by which 
the costs of the case exceed the stand-
ard DRG payment. 

(B) For a medical product designated 
by FDA as a Qualified Infectious Dis-
ease Product or, for discharges occur-
ring on or after October 1, 2020, for a 
product approved under FDA’s Limited 
Population Pathway for Antibacterial 
and Antifungal Drugs, if the costs of 
the discharge (determined by applying 
the operating cost-to-charge ratios as 
described in § 412.84(h)) exceed the full 
DRG payment, an additional amount 
equal to the lesser of— 

(1) 75 percent of the costs of the new 
medical service or technology; or 

(2) 75 percent of the amount by which 
the costs of the case exceed the stand-
ard DRG payment. 

(C) For a medical product that is a 
gene therapy that is indicated and used 
specifically for the treatment of sickle 
cell disease and approved for new tech-
nology add-on payments in the FY 2025 
IPPS/LTCH PPS final rule, for dis-
charges occurring on or after October 
1, 2024, if the costs of the discharge (de-
termined by applying the operating 
cost-to-charge ratios as described in 
§ 412.84(h)) exceed the full DRG pay-
ment, an additional amount equal to 
the lesser of— 
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(1) 75 percent of the costs of the new 
medical service or technology; or 

(2) 75 percent of the amount by which 
the costs of the case exceed the stand-
ard DRG payment. 

(b)(1) For discharges occurring before 
October 1, 2019. Unless a discharge case 
qualifies for outlier payment under 
§ 412.84, Medicare will not pay any addi-
tional amount beyond the DRG pay-
ment plus 50 percent of the estimated 
costs of the new medical service or 
technology. 

(2) For discharges occurring on or after 
October 1, 2019. Unless a discharge case 
qualifies for outlier payment under 
§ 412.84, Medicare will not pay any addi-
tional amount beyond the DRG pay-
ment plus— 

(i) 65 percent of the estimated costs 
of the new medical service or tech-
nology; 

(ii) For a medical product designated 
by FDA as a Qualified Infectious Dis-
ease Product, 75 percent of the esti-
mated costs of the new medical service 
or technology; or 

(iii) For discharges occurring on or 
after October 1, 2020, for a product ap-
proved under FDA’s Limited Popu-
lation Pathway for Antibacterial and 
Antifungal Drugs, 75 percent of the es-
timated costs of the new medical serv-
ice or technology. 

(iv) For discharges occurring on or 
after October 1, 2024, for a medical 
product that is a gene therapy that is 
indicated and used specifically for the 
treatment of sickle cell disease and ap-
proved for new technology add-on pay-
ments in the FY 2025 IPPS/LTCH PPS 
final rule, 75 percent of the estimated 
costs of the new medical service or 
technology. 

[66 FR 46924, Sept. 7, 2001, as amended at 67 
FR 50111, Aug. 1, 2002; 69 FR 49244, Aug. 11, 
2004; 72 FR 47411, Aug. 22, 2007; 84 FR 42612, 
Aug. 16, 2019; 85 FR 59021, Sept. 18, 2020; 89 FR 
69910, Aug. 28, 2024] 

PAYMENT ADJUSTMENT FOR CERTAIN 
REPLACED DEVICES 

§ 412.89 Payment adjustment for cer-
tain replaced devices. 

(a) General rule. For discharges occur-
ring on or after October 1, 2007, the 
amount of payment for a discharge de-

scribed in paragraph (b) of this section 
is reduced when— 

(1) A device is replaced without cost 
to the hospital; 

(2) The provider received full credit 
for the cost of a device; or 

(3) The provider receives a credit 
equal to 50 percent or more of the cost 
of the device. 

(b) Discharges subject to payment ad-
justment. (1) Payment is reduced in ac-
cordance with paragraph (a) of this sec-
tion only if the implantation of the de-
vice determines the DRG assignment. 

(2) CMS lists the DRGs that qualify 
under paragraph (b)(1) of this section in 
the annual final rule for the hospital 
inpatient prospective payment system. 

(c) Amount of reduction. (1) For a de-
vice provided to the hospital without 
cost, the cost of the device is sub-
tracted from the DRG payment. 

[72 FR 47411, Aug. 22, 2007] 

Subpart G—Special Treatment of 
Certain Facilities Under the 
Prospective Payment System 
for Inpatient Operating Costs 

§ 412.90 General rules. 

(a) Sole community hospitals. CMS may 
adjust the prospective payment rates 
for inpatient operating costs deter-
mined under subpart D or E of this part 
if a hospital, by reason of factors such 
as isolated location, weather condi-
tions, travel conditions, or absence of 
other hosptials, is the sole source of in-
patient hospital services reasonably 
available in a geographic area to Medi-
care beneficiaries. If a hospital meets 
the criteria for such an exception 
under § 412.92(a), its prospective pay-
ment rates for inpatient operating 
costs are determined under § 412.92(d). 

(b) Referral center. CMS may adjust 
the prospective payment rates for inpa-
tient operating costs determined under 
subpart D or E of this part if a hospital 
acts as a referral center for patients 
transferred from other hospitals. Cri-
teria for identifying such referral cen-
ters are set forth in § 412.96. 

(c) [Reserved] 
(d) Kidney acquisition costs incurred by 

hospitals with approved kidney trans-
plant programs. CMS pays for kidney 
acquisition costs incurred by kidney 
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