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whether an IOL qualifies for a payment
adjustment as a member of a new class
of new technology IOLs when inserted
at an ASC:

(1) The IOL is considered new. CMS
will evaluate an application for a new
technology IOL only if the IOL type
has received initial FDA premarket ap-
proval within the 3 years prior to the
new technology IOL application sub-
mission date.

(2) The IOL shall have a new lens
characteristic in comparison to cur-
rently available IOLs. The labeling,
which must be approved by FDA, shall
contain a claim of a specific clinical
benefit imparted by the new lens char-
acteristic.

(3) The IOL is not described by an ac-
tive or expired class of new technology
IOLs; that is, it does not share a pre-
dominant, class-defining characteristic
associated with improved clinical out-
comes with members of an active or ex-
pired class.

(4) Any specific clinical benefit re-
ferred to in paragraph (a)(2) of this sec-
tion must be supported by evidence
that demonstrates that the IOL results
in a measurable, clinically meaningful,
improved outcome. Improved outcomes
include:

(i) Reduced risk of intraoperative or
postoperative complication or trauma;

(ii) Accelerated postoperative recov-
ery;

(iii) Reduced induced astigmatism;

(iv) Improved postoperative visual
acuity;

(v) More stable postoperative vision;

(vi) Other comparable clinical advan-
tages.

(b) CMS determination of eligibility for
payment adjustment. CMS reviews the
information submitted with a com-
pleted request for review, public com-
ments submitted timely, and other per-
tinent information and makes a deter-
mination as follows:

(1) The IOL is eligible for a payment
adjustment as a member of a new class
of new technology IOLs.

(2) The IOL is a member of an active
class of new technology IOLs and is eli-
gible for a payment adjustment for the
remainder of the period established for
that class.

(3) The IOL does not meet the cri-
teria for designation as a new tech-
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nology IOL and a payment adjustment
is not appropriate.

[71 FR 68226, Nov. 24, 2006, as amended at 77
FR 68558, Nov. 15, 2012; 80 FR 70604, Nov. 13,
2015]

§416.200 Payment adjustment.

(a) CMS establishes the amount of
the payment adjustment for classes of
new technology IOLs through proposed
and final rulemaking in connection
with ASC facility services.

(b) CMS adjusts the payment for in-
sertion of an IOL approved as belong-
ing to a class of new technology IOLs
for the b-year period of time estab-
lished for that class.

(c) Upon expiration of the 5-year pe-
riod of the payment adjustment, pay-
ment reverts to the standard rate for
IOL insertion procedures performed in
ASCs.

(d) ASCs that furnish an IOL des-
ignated by CMS as belonging to a class
of new technology IOLs must submit
claims using billing codes specified by
CMS to receive the new technology IOL
payment adjustment.

Subpart H—Requirements Under
the Ambulatory Surgical Cen-
ter Quality Reporting (ASCQR)
Program

SOURCE: 80 FR 70604, Nov. 13, 2015, unless
otherwise noted.

§416.300 Basis and scope of subpart.

(a) Statutory basis. Section
1833(1)(2)(D)(iv) and (i)(7) of the Act au-
thorizes the Secretary to implement a
revised ASC payment system in a man-
ner so as to provide for a 2.0 percentage
point reduction in any annual update
for an ASC’s failure to report on qual-
ity measures in accordance with the
Secretary’s requirements.

(b) Scope. This subpart contains spe-
cific requirements and standards for
the ASCQR Program.

§416.305 Participation and with-
drawal requirements wunder the
ASCQR Program.

(a) Participation in the ASCQR Pro-
gram. Except as provided in paragraph
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(c) of this section, an ambulatory sur-
gical center (ASC) is considered as par-
ticipating in the ASCQR Program once
the ASC submits any quality measure
data to the ASCQR Program and has
been designated as open in the Certifi-
cation and Survey Provider Enhanced
Reporting system for at least four
months prior to the beginning of data
collection for a payment determina-
tion.

(b) Withdrawal from the ASCQR Pro-
gram. (1) An ASC may withdraw from
the ASCQR Program by submitting to
CMS a withdrawal of participation
form that can be found in the secure
portion of the QualityNet Web site.

(2) An ASC may withdraw from the
ASCQR Program any time up to and
including August 31 of the year pre-
ceding a payment determination.

(3) Except as provided in paragraph
(c) of this section, an ASC will incur a
2.0 percentage point reduction in its
ASC annual payment update for that
payment determination year and any
subsequent payment determinations in
which it is withdrawn.

(4) An ASC will be considered as re-
joining the ASCQR Program if it be-
gins to submit any quality measure
data again to the ASCQR Program.

(c) Minimum case volume for program
participation. ASCs with fewer than 240
Medicare claims (Medicare primary
and secondary payer) per year during
an annual reporting period for a pay-
ment determination year are not re-
quired to participate in the ASCQR
Program for the subsequent annual re-
porting period for that subsequent pay-
ment determination year.

(d) Indian Health Service hospital out-
patient department participation. Begin-
ning with the CY 2017 payment deter-
mination, Indian Health Service hos-
pital outpatient departments that bill
Medicare under the Ambulatory Sur-
gical Center payment system are not
considered ASCs for the purposes of the
ASCQR Program. These facilities are
not required to meet ASCQR Program
requirements and will not receive pay-
ment reductions under the ASCQR Pro-
gram.

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

§416.310 Data collection and submis-
sion requirements under the
ASCQR Program.

(a) Requirements for claims-based meas-
ures using quality data codes (®DCs). (1)
ASCs must submit complete data on
individual claims-based quality meas-
ures through a claims-based reporting
mechanism by submitting the appro-
priate QDCs on the ASC’s Medicare
claims.

(2) The data collection period for
claims-based quality measures re-
ported using QDCs is the calendar year
2 years prior to the payment deter-
mination year. Only claims for services
furnished in each calendar year paid by
the Medicare Administrative Con-
tractor (MAC) by April 30 of the fol-
lowing year of the ending data collec-
tion period will be included in the data
used for the payment determination
year.

(3) For ASCQR Program purposes,
data completeness for claims-based
measures using QDCs is determined by
comparing the number of Medicare
claims (where Medicare is the primary
or secondary payer) meeting measure
specifications that contain the appro-
priate QDCs with the number of Medi-
care claims that meet measure speci-
fications, but do not have the appro-
priate QDCs on the submitted Medicare
claim. The minimum threshold for suc-
cessful reporting is that at least 50 per-
cent of Medicare claims meeting meas-
ure specifications contain the appro-
priate QDCs. ASCs that meet this min-
imum threshold are regarded as having
provided complete data for the claims-
based measures using QDCs for the
ASCQR Program.

(b) Requirements for claims-based meas-
ures not using @DCs. The data collec-
tion period for claims-based quality
measures not using QDCs is paid Medi-
care fee-for-service claims from the
calendar year 2 years prior to the pay-
ment determination year. Only claims
for services furnished in each calendar
year paid by the MAC by April 30 of the
following year of the ending data col-
lection period will be included in the
data used for the payment determina-
tion.

(c) Requirements for data submitted via
an online data submission tool—(1) Re-
quirements for data submitted via a CMS
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