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(c) Amount of beneficiary coinsurance. 
The beneficiary coinsurance is cal-
culated 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] 

Subpart G—Adjustment in Pay-
ment Amounts for New Tech-
nology Intraocular Lenses Fur-
nished by Ambulatory Service 
Centers 

SOURCE: 71 FR 68226, Nov. 24, 2006, unless 
otherwise noted. 

§ 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 intra-
ocular lenses (IOLs) furnished at ambu-
latory surgical centers (ASCs). 

(b) Scope. This subpart sets forth— 
(1) The process for interested parties 

to request that CMS review the appro-
priateness of the ASC facility fee for 
insertion of an IOL. This process in-
cludes 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 ad-
justment. 

§ 416.185 Process for establishing a 
new class of new technology IOLs. 

(a) Announcement of deadline for re-
quests for review. CMS announces the 
deadline for each year’s requests for re-
view 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 re-
quests have been made and solicitation of 
public comments. CMS announces the re-
quests for review received in a calendar 
year and the deadline for public com-
ments regarding the requests in the 
proposed rule updating the ASC pay-
ment rates for the following calendar 

year. The deadline for submission of 
public comments is 30 days following 
the date of the publication of the pro-
posed rule. 

(c) Announcement of determinations re-
garding requests for review. CMS an-
nounces its determinations for a cal-
endar year in the final rule updating 
the ASC payment rates for the fol-
lowing 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 pay-
ment amount. 

(a) When requests can be submitted. A 
request for review of the appropriate-
ness of ASC payment for insertion of 
an IOL that might qualify for a pay-
ment 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 in-
dividual, partnership, corporation, as-
sociation, society, scientific or aca-
demic establishment, or professional or 
trade organization able to furnish the 
information required in paragraph (c) 
of this section may request that CMS 
review the appropriateness of the pay-
ment amount provided under section 
1833(i)(2)(A)(iii) of the Act with respect 
to an IOL that meets the criteria of a 
new technology IOL under § 416.195. 

(c) Content of a request. In order to be 
accepted by CMS for review, a request 
for review of the ASC payment amount 
for insertion of an IOL must include all 
the information as specified by CMS. 

(d) Confidential information. In order 
for CMS to invoke the protection al-
lowed under Exemption 4 of the Free-
dom of Information Act (5 U.S.C. 
552(b)(4)) and, with respect to trade se-
crets, the Trade Secrets Act (18 U.S.C. 
1905), the requestor must clearly iden-
tify all information that is to be char-
acterized as confidential. 

§ 416.195 Determination of member-
ship in new classes of new tech-
nology IOLs. 

(a) Factors to be considered. CMS uses 
the following criteria to determine 
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