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negative sales, then the calculation is 
based on 100 percent of WAC and, when 
WAC is not available, the payment is 
based on the drug manufacturer’s in-
voice. 

(2) CMS calculates the post-TDAPA 
add-on payment adjustment annually 
as the expenditure for the new renal di-
alysis drug or biological product di-
vided by the total number of ESRD 
PPS treatments during the same pe-
riod. 

(3) CMS applies a reduction factor to 
the post-TDAPA add-on payment ad-
justment for case mix standardization 
to reflect estimated increases resulting 
from the application of the patient- 
level adjustments as described in para-
graph (g)(5) of this section. This reduc-
tion factor is calculated based on the 
patient-level adjustments (as described 
in § 413.235) applicable to the most re-
cent 12-month period of utilization of 
ESRD PPS claims. 

(4) The amount of the post-TDAPA 
add-on payment adjustment is equal to 
65 percent of the amount calculated in 
paragraph (g)(2) of this section, multi-
plied by the reduction factor specified 
in paragraph (g)(3) of this section, and 
multiplied by the latest available fore-
cast of annual growth in the ESRD 
bundled market basket composite price 
proxy for pharmaceuticals. 

(5) The post-TDAPA add-on payment 
adjustment that is applied to an ESRD 
PPS claim is adjsuted by any applica-
ble patient-level case-mix adjustments 
under § 413.235. 

[80 FR 69077, Nov. 6, 2015, as amended at 83 
FR 57070, Nov. 14, 2018; 84 FR 60803, Nov. 8, 
2019; 85 FR 71485, Nov. 9, 2020; 88 FR 76506, 
Nov. 6, 2023] 

EFFECTIVE DATE NOTE: At 87 FR 67302, Nov. 
7, 2022, § 413.234 paragraph (a) was amended 
by adding the word ‘‘functional’’ before the 
word ‘‘equivalent’’ in the definition of ‘‘Oral- 
only drug’’, effective Jan. 1, 2025. 

§ 413.235 Patient-level adjustments. 

Adjustments to the per-treatment 
base rate may be made to account for 
variation in case-mix. These adjust-
ments reflect patient characteristics 
that result in higher costs for ESRD fa-
cilities. 

(a) CMS adjusts the per treatment 
base rate for adults to account for pa-
tient age, body surface area, low body 

mass index, onset of dialysis (new pa-
tient), and co-morbidities, as specified 
by CMS. 

(b) CMS adjusts the per treatment 
base rate for Pediatric ESRD Patients 
in accordance with section 
1881(b)(14)(D)(iv)(I) of the Act as fol-
lows: 

(1) To account for patient age and 
treatment modality; and 

(2) Beginning January 1, 2024, to pro-
vide a per-treatment transitional add- 
on payment adjustment of 30 percent of 
the per treatment payment amount 
under § 413.230 for renal dialysis serv-
ices furnished to Pediatric ESRD Pa-
tients during calendar years 2024, 2025, 
and 2026. 

(c) CMS provides a wage-adjusted 
add-on per treatment adjustment for 
home and self-dialysis training. 

[75 FR 49201, Aug. 12, 2010, as amended at 88 
FR 76506, Nov. 6, 2023] 

§ 413.236 Transitional add-on payment 
adjustment for new and innovative 
equipment and supplies. 

(a) Basis and definitions. (1) Effective 
January 1, 2020, this section establishes 
an add-on payment adjustment to sup-
port ESRD facilities in the uptake of 
new and innovative renal dialysis 
equipment and supplies under the 
ESRD prospective payment system 
under the authority of section 
1881(b)(14)(D)(iv) of the Social Security 
Act. 

(2) For purposes of this section, the 
following definitions apply: 

Capital-related asset. Asset that an 
ESRD facility has an economic interest 
in through ownership (regardless of the 
manner in which it was acquired) and 
is subject to depreciation. Equipment 
obtained by the ESRD facility through 
operating leases are not considered 
capital-related assets. 

Depreciation. The amount that rep-
resents a portion of the capital-related 
asset’s cost and that is allocable to a 
period of operation. 

Home dialysis machines. Hemodialysis 
machines and peritoneal dialysis 
cyclers in their entirety (meaning that 
one new part of a machine does not 
make the entire capital-related asset 
new) that receive FDA marketing au-
thorization for home use and when 
used in the home for a single patient. 
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