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only where the amount of the device
credit is greater than or equal to 50
percent of the cost of the new replacement device being implanted.
(b) Amount of reduction to the ASC
payment for the covered surgical procedure. (1) The amount of the reduction
to the ASC payment made under paragraphs (a)(1) and (a)(2) of this section is
calculated in the same manner as the
device payment reduction that would
be applied to the ASC payment for the
covered surgical procedure in order to
remove predecessor device costs so that
the ASC payment amount for a device
with pass-through status under § 419.66
of this subchapter represents the full
cost of the device, and no packaged device payment is provided through the
ASC payment for the covered surgical
procedure.
(2) The amount of the reduction to
the ASC payment made under paragraph (a)(3) of this section is 50 percent
of the payment reduction that would
be calculated under paragraph (b)(1) of
this section.
(c) Amount of beneficiary coinsurance.
The beneficiary coinsurance is calculated based on the ASC payment for
the covered surgical procedure after
application of the reduction under
paragraph (b) of this section.
[72 FR 42545, Aug. 2, 2007, as amended at 72
FR 66932, No. 27, 2007]
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§ 416.180 Basis and scope.
(a) Basis. This subpart implements
section 141 of Public Law 103–432, which
provides for adjustments to payment
amounts for new technology intraocular lenses (IOLs) furnished at ambulatory surgical centers (ASCs).
(b) Scope. This subpart sets forth—
(1) The process for interested parties
to request that CMS review the appropriateness of the ASC facility fee for
insertion of an IOL. This process includes a review of whether that pay-

ment is reasonable and related to the
cost of acquiring a lens determined by
CMS as belonging to a class of new
technology IOLs;
(2) Factors that CMS considers for
determination of a new class of new
technology IOLs; and
(3) Application of the payment adjustment.
§ 416.185 Process for establishing a
new class of new technology IOLs.
(a) Announcement of deadline for requests for review. CMS announces the
deadline for each year’s requests for review of a new class of new technology
IOLs in the final rule updating the ASC
payment rates for that calendar year.
(b) Announcement of new classes of new
technology IOLs for which review requests have been made and solicitation of
public comments. CMS announces the requests for review received in a calendar
year and the deadline for public comments regarding the requests in the
proposed rule updating the ASC payment rates for the following calendar
year. The deadline for submission of
public comments is 30 days following
the date of the publication of the proposed rule.
(c) Announcement of determinations regarding requests for review. CMS announces its determinations for a calendar year in the final rule updating
the ASC payment rates for the following calendar year. CMS publishes
the codes and effective dates allowed
for those lenses recognized by CMS as
belonging to a class of new technology
IOLs. New classes of new technology
IOLs are effective 30 days following the
date of publication of the final rule.
§ 416.190 Request for review of payment amount.
(a) When requests can be submitted. A
request for review of the appropriateness of ASC payment for insertion of
an IOL that might qualify for a payment adjustment as belonging to a new
class of new technology IOLs must be
submitted to CMS in accordance with
the annual published deadline.
(b) Who may submit a request. Any individual, partnership, corporation, association, society, scientific or academic establishment, or professional or
trade organization able to furnish the
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