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(i) Total units of oral and injectable
calcimimetics and total number of paid
hemodialysis-equivalent dialysis treat-
ments furnished, as derived from Medi-
care ESRD facility claims, that is, the
837-institutional form with bill type
072X, for the third and fourth quarters
of calendar year 2018 and for the full
calendar year 2019.

(ii) The weighted average ASP based
on the most recent determinations by
CMS.

(2) CMS uses the following method-
ology to calculate the average per
treatment payment amount for
calcimimetics that is added to the
ESRD PPS base rate:

(i) Determines utilization of oral and
injectable calcimimetics by aggre-
gating the total units of oral and
injectable calcimimetics in paragraph
(£)(1) of this section.

(ii) Determines a price for each form
of the drug by calculating 100 percent
of the values from the most recent cal-
endar quarter ASP calculations avail-
able to the public for the oral and
injectable calcimimetic.

(iii) Calculates the total
calcimimetic expenditure amount by
multiplying the utilization of the oral
and injectable calcimimetics deter-
mined in paragraph (f)(2)(i) of this sec-
tion by their respective prices deter-
mined in paragraph (f)(2)(ii) of this sec-
tion and adding the expenditure
amount for both forms.

(iv) Calculates the average per treat-
ment payment amount by dividing the
total calcimimetic expenditure amount
determined in paragraph (f)(2)(iii) of
this section by the total number of
paid hemodialysis-equivalent dialysis
treatments in the third and fourth
quarter of calendar year 2018 and the
full calendar year 2019.

(v) Calculates the amount added to
the ESRD PPS base rate by reducing
the average per treatment payment
amount determined in paragraph
(£)(2)(iv) of this section by 1 percent to
account for the outlier policy under
§413.2317.

[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]

EFFECTIVE DATE NOTE: At 87 FR 67302, Nov.
7, 2022, §413.234 paragraph (a) was amended
by adding the word ‘‘functional’” before the

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

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 patients in ac-
cordance with section  1881(b)(14)
(D)(@Av)(I) of the Act, to account for pa-
tient age and treatment modality.

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

[75 FR 49201, Aug. 12, 2010]

§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
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