
42 C.F.R. § 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 support 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 represents 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
authorization for home use and when used in the home for a single patient.

Particular calendar year. The year in which the payment adjustment specified in paragraph (d) of this section
would take effect.

Straight-line depreciation method.  A method in accounting in which the annual allowance is determined by
dividing the cost of the capital-related asset by the years of useful life.

Useful life. The estimated useful life of a capital-related asset is its expected useful life to the ESRD facility, not
necessarily the inherent useful or physical life.

(b) Eligibility criteria. CMS provides for a transitional add-on payment adjustment for new and innovative
equipment and supplies (as specified in paragraph (d) of this section) to an ESRD facility for furnishing a
covered equipment or supply only if the item:

(1) Has been designated by CMS as a renal dialysis service under § 413.171;

(2) Is new, meaning a complete application has been submitted to CMS under paragraph (c) of this section
within 3 years of the date of the Food and Drug Administration (FDA) marketing authorization;

(3) Is commercially available by January 1 of the particular calendar year, meaning the year in which the
payment adjustment would take effect;

(4) Has a complete Healthcare Common Procedure Coding System (HCPCS) Level II code application submitted,
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in accordance with the HCPCS Level II coding procedures on the CMS website, by the HCPCS Level II code
application deadline for biannual Coding Cycle 2 for durable medical equipment, orthotics, prosthetics and
supplies (DMEPOS) items and services as specified in the HCPCS Level II coding guidance on the CMS website
prior to the particular calendar year;
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