
42 C.F.R. § 419.66
Transitional pass-through payments: Medical devices.

(a) General rule. CMS makes a pass-through payment for a medical device that meets the requirements in
paragraph (b) of this section and that is described by a category of devices established by CMS under the
criteria in paragraph (c) of this section.

(b) Eligibility. A medical device must meet the following requirements:

(1) If required by the FDA, the device must have received FDA premarket approval or clearance (except for a
device that has received an FDA investigational device exemption (IDE) and has been classified as a Category B
device by the FDA in accordance with §§ 405.203 through 405.207 and 405.211 through 405.215 of this chapter),
or meet another appropriate FDA exemption for premarket approval or clearance. Under this provision, the
pass-through payment application for a medical device must be submitted within 3 years from the date of the
initial FDA approval or clearance, if required, unless there is a documented, verifiable delay in U.S. market
availability after FDA approval or clearance is granted, in which case CMS will consider the pass-through
payment application if it is submitted within 3 years from the date of market availability.
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