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Table 3.

Proposed Scoring Methodology for Hemodialysis Adequacy

Measure using National Average Performance Rates in 2008 as the
Performance Standard for 2010 Facility-Specific Comparison

Hemodialysis Adequacy Measure
POINTS
Percentage of Medicare patients whose
average URR levels are greater than 65 percent

10 points 96 percent or more

8 points 95 percent

6 points 94 percent

4 points 93 percent

2 points 92 percent

0 points 91 percent or less

Table 4.

Proposed Scoring Methodology for Hemodialysis Adequacy

Measure using Facility-Specific Rates in 2007 as the Performance
Standard and 2010 Facility-Specific Rate for Comparison

Hemodialysis Adequacy Measure
POINTS Percentage of Medicare patients
whose URR levels are greater than
65 percent
92 Percent
(Example of a 2007 facility-specific
score)
10 points 92 percent or more
8 points 91 percent
6 points 90 percent
4 points 89 percent
2 points 88 percent
0 points 87 percent or less

We note that our proposed
methodology—that is, subtracting 2
points for every 1 percentage point the
provider or facility’s performance falls
below the performance standard—does
not take into account the relative
variability in performance associated

with each measure. For example, based
on 2008 data, a 1 percentage point
difference under the Hemoglobin Less
Than 10 g/dL measure would affect a
greater proportion of facilities and
providers than a 1 percentage point
difference under the Hemoglobin More

Than 12 g/dL measure. The table below
highlights the variability in performance
associated with each measure. (We note
that lower scores on the anemia
measures reflect better performance.)

Table 5: Variation among finalized ESRD QIP measures in 2008

Nat’l [Median| Mode | Low | High | 1SD | 2SD | 3SD 25M 50 750
Average Range | Range percentile | percentile | percentile
Hgb<10 2% 2% 0% 0% 31% 95% 99% 100% 0% 2% 3%
Hgb>12 26% 25% | 13% 0% 93% 72% 97% 100% 15% 25% 38%
URR>65 96% 97% | 100% | 0% 100% | 96% 99% 100% 94% 97% 100%
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Despite this difference in variability
in performance among the measures, we
are proposing to apply the straight-
forward methodology we have described
above in a manner that is consistent
across all three measures adopted in this
rule. In designing the scoring
methodology for the first year, CMS
wanted to adopt a clear-cut approach
(that is, subtracting two points for each
percentage point providers and facilities
fell below their performance standard)
consistent with the conceptual model
published in the End-Stage Renal
Disease Prospective Payment System
Final Rule (CMS-1418-F) on August 12,
2010 in the Federal Register. We seek
public comment on our proposal to
apply the score reductions in this
manner, as opposed to a methodology
which takes into account the relative
variation in performance that exists for
each measure.

We recognize that this straight-
forward approach may not be
appropriate in future years of the QIP as
we adopt new measures for inclusion in
the program that may have a wider
variability in performance. Moreover,
we may need to reevaluate this
approach for the three measures
adopted in this rule, depending on how
providers and facilities perform in
future years on these measures. If this
approach is finalized, we will continue
to evaluate the applicability and
appropriateness of such an approach in
future years of the QIP. As we have
stated, we want to ensure that the
performance measures included in the
QIP will result in meaningful quality
improvement for patients at both the
national and individual facility/
provider level. Therefore, we seek
comment on potential methodologies
that would take into account variation
in performance amongst all measures
included in the QIP. For example, under
one possible methodology, a provider or
facility’s performance could be awarded
10 points for achieving a higher level of
performance (for example, the 90th
percentile). The remaining points could

then be assigned according to a linear
distribution, where a provider/facility
might receive 0 points for a lower level
of performance (for example, 1 standard
deviation below the mean).

In calculating the total performance
score, section 1881(h)(3)(A)(iii) of the
Act requires the agency to weight the
performance scores with respect to
individual measures to reflect priorities
for quality improvement, such as
weighting scores to ensure that
providers/facilities have strong
incentives to meet or exceed the
performance standards. In the
development of our conceptual model,
we initially considered that the initial
scoring method would weight each of
the three proposed measures equally.
After further examination and based on
the public comments received, we
propose to give greater weight to the
Hemoglobin Less Than 10 g/dL
measure. Low hemoglobin levels below
10 g/dL can lead to serious adverse
health outcomes for ESRD patients such
as increased hospitalizations, need for
transfusions, and mortality. Giving more
weight to the Hemoglobin Less Than 10
g/dL measure ensures that providers/
facilities are incentivized to continue to
properly manage and treat anemia. We
believe that this is important in light of
concerns that have been raised that the
new bundled ESRD payment system
could improperly incentivize providers/
facilities to undertreat patients with
anemia by underutilizing ESAs.

Specifically, we propose to weight the
Hemoglobin Less Than 10 g/dL measure
as 50 percent of the total performance
score. The remaining 50 percent of the
total performance score would be
divided equally between the
Hemoglobin More Than 12 g/dL
measure and the Hemodialysis
Adequacy Measure. When calculating
the total performance score for a
provider/facility, we would first
multiply the score achieved by that
provider/facility on each measure (0-10
points) by that measure’s assigned
weight (.50 or .25). Then we would add
each of the three numbers together,

resulting in a number (although not
necessarily an integer) between 0-10.
Lastly, this number would be multiplied
by the number of measures (three) and
rounded to the nearest integer (if
necessary). In rounding, any fractional
portion 0.5 or greater would be rounded
up to the next integer, while fractional
portions less than 0.5 are rounded
down. Thus, a score of 27.4 would
round to 27, while 27.6 would round to
28.

An example of how the proposed
scoring methodology would work
follows below. The example assumes
that the performance standard for
Facility A during the initial
performance period is based on the 2008
national average rates under section
1881(h)(4)(E)(ii) of the Act (which are
set forth above) (because Facility A’s
base utilization year results were higher
than the 2008 national average) and that
Facility A achieves the following results
in 2010:

1. Hemoglobin Less Than 10 g/dL: 2
percent.

2. Hemoglobin More Than 12 g/dL: 26
percent.

3. Hemodialysis Adequacy: 93
percent.

The total performance score for
Facility A would be 26 points. Facility
A would receive 10 points for achieving
the 2008 national average rate for the
Hemoglobin Less Than 10 g/dL measure
(see Table 1); 10 points for achieving the
2008 national average rate for the
Hemoglobin More Than 12 g/dL
measure (see Table 1); and 4 points for
performing 3 percentage points below
the 2008 national average rate for the
Hemodialysis Adequacy Measure in
2010. Next, we would multiply each
individual measure’s score by its
assigned weight: 10 x.5 = 5; 10 x .25
=2.5; 4 x.25 = 1. Then, all three scores
would be added together and multiplied
by three: (5 + 2.5 + 1) x 3 = 25.5. Finally,
we would round Facility A’s score to
the nearest whole number, resulting in
a total performance score of 26 points
(see Table 6 below).
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measure performs. While we will
consider use of national performance
rates, we also will take into
consideration future performance
measures that reflect performance goals
widely recognized by the ESRD medical
community as demonstrating high
quality care for ESRD patients, should
such a consensus be reached.

As noted above, section 1881(h)(2)(A)
of the Act also requires that the
measures include, to the extent feasible,
measures on patient satisfaction, as well
as such other measures that the
Secretary specifies, including iron
management, bone mineral metabolism
(i.e. for calcium and phosphorus), and
vascular access. CMS is currently
developing measures in each of the
areas specified in section 1881(h)(2)(A)
of the Act and is also developing
additional measures such as Kt/V,
access infection rate, fluid weight
management, and pediatric measures.
As part of the process of developing
these new measures, where necessary
data are not currently being collected,
we intend to require providers to submit
data needed to establish a baseline for
each of the measures under
consideration, as listed above, as soon
as is practicable. For most measures,
CMS will use a collection process that
has been determined appropriate by the
Secretary to obtain this data. For
collection of calcium and phosphorus
levels, however, we intend to collect
information on facility and provider
ESRD claims as soon as practicable.
Additional detail on submission of the
calcium and phosphorus levels will be
provided as soon as it is available. We
anticipate proposing additional
measures, such as those listed above
under section 1881(h)(2)(A) of the Act,
in future rulemaking for the QIP.

We seek public comments on how we
might best incorporate both
improvement and achievement
standards as specified by the Act. We
also seek comments on performance
standards for future years of the QIP. We
are committed to adopting additional
quality measures for the QIP as soon is
practicable. While we are evaluating
measures for inclusion in future years of
the QIP, we also seek public comment
on setting performance standards for the
first year a new measure is included in

the QIP.

IV. Collection of Information
Requirements

Under the Paperwork Reduction Act
of 1995, we are required to provide 60-
day notice in the Federal Register and
solicit public comment before a
collection of information requirement is
submitted to the Office of Management

and Budget (OMB) for review and
approval. In order to fairly evaluate
whether an information collection
should be approved by OMB, section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 requires that we
solicit comment on the following issues:
¢ The need for the information
collection and its usefulness in carrying
out the proper functions of our agency.

e The accuracy of our estimate of the
information collection burden.

e The quality, utility, and clarity of
the information to be collected.

¢ Recommendations to minimize the
information collection burden on the
affected public, including automated
collection techniques.

We are soliciting public comment on
each of these issues for the following
sections of this document that contain
information collection requirements
(ICRs):

Section VIIL.C. of the preamble of this
proposed rule discusses a disclosure
requirement. As stated earlier in the
preamble, section 1881(h)(6)(C) of the
Act requires the Secretary to provide
certificates to dialysis care providers
and facilities about their total
performance scores under the QIP. This
section also requires each provider and
facility that receives a QIP certificate to
display it prominently in patient areas.

To comply with this requirement,
CMS will be issuing QIP certificates to
providers and facilities via a generally
accessible electronic file format. We
propose that each provider and facility
would prominently display the QIP
certificate in patient areas. In addition,
we propose that each provider and
facility will take the necessary measures
to ensure the security of the certificate
in the patient areas. Finally, we propose
that each provider/facility would have
staff available to answer questions about
the certificate in an understandable
manner, taking into account that some
patients might have limited English
proficiency.

The burden associated with the
aforementioned requirements is the time
and effort necessary for providers and
facilities to print the QIP certificates,
display the certificate prominently in
patient areas, ensure the safety of the
certificate, and respond to patient
inquiries in reference to the certificates.
We estimate that 4,311 providers and
facilities will receive QIP certificates
and will be required to display them.
We also estimate that it will take each
provider or facility 10 minutes to print,
prominently display and secure the QIP
certificate, for a total estimated annual
burden of 719 hours. We estimate that
approximately one-third of ESRD
patients will ask a question about the

QIP certificate. We further estimate that
it will take each provider/facility 5
minutes to answer each patient question
about the QIP certificate, or 1.65 hours
per provider or facility each year. The
total estimated annual burden
associated with this requirement is
7,121 hours. The total estimated annual
burden for both displaying the QIP
certificates and answering patient
questions about the certificates is 7,839
hours. While the total estimated annual
burden associated with both of these
requirements as discussed is 7,839
hours, we do not believe that there will
be a significant cost associated with
these requirements because we are not
requiring facilities to complete new
forms. As discussed in Section VI. of the
preamble of this proposed rule, we
estimate that the total cost for all ESRD
facilities to comply with the collection
of information requirements would be
less than $200,000.

If you wish to comment on these
information collection and
recordkeeping requirements, please do
either of the following:

1. Submit your comments
electronically as specified in the
ADDRESSES section of this proposed rule;
or

2. Submit your comments to the
Office of Information and Regulatory
Affairs, Office of Management and
Budget, Attention: CMS Desk Officer,
[CMS-3206-P].

Fax: (202) 395-6974; or

E-mail:
OIRA_submission@omb.eop.gov.

V. Response to Comments

Because of the large number of public
comments we normally receive on
Federal Register documents, we are not
able to acknowledge or respond to them
individually. We will consider all
comments we receive by the date and
time specified in the DATES section of
this preamble, and, when we proceed
with a subsequent document, we will
respond to the comments in the
preamble to that document.

VI. Regulatory Impact Statement
A. Overall Impact

We have examined the impact of this
rule as required by Executive Order
12866 on Regulatory Planning and
Review, the Regulatory Flexibility Act
(RFA) (September 19, 1980, Pub. L. 96—
354), section 1102(b) of the Social
Security Act, section 202 of the
Unfunded Mandates Reform Act of 1995
(March 22, 1995; Pub. L. 104—4),
Executive Order 13132 on Federalism
(August 4, 1999) and the Congressional
Review Act (5 U.S.C. 804(2)).


mailto:OIRA_submission@omb.eop.gov

Federal Register/Vol. 75, No. 155/ Thursday, August 12, 2010/Proposed Rules

49229

Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
if regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). A regulatory impact
analysis (RIA) must be prepared for
major rules with economically
significant effects ($100 million or more
in any 1 year). As explained in the
analysis that follows, we have
determined that this proposed rule is
not economically significant since it
does not have effects of $100 million or
more. Furthermore, it is not considered
a major rule under the Congressional
Review Act.

The RFA requires agencies to analyze
options for regulatory relief of small
businesses. For purposes of the RFA,
small entities include small businesses,
nonprofit organizations, and small
governmental jurisdictions. Most

hospitals and most other providers or
facilities are small entities, either by
nature of their nonprofit status or by
having revenues of $7.0 million to $34.5
million in any 1 year. Individuals and
States are not included in the definition
of a small entity. Based on our review
of 2007-2008 DFC quality performance
data, we estimate that approximately 19
percent of ESRD facilities are small
entities according to the Small Business
Administration’s (SBA) size standard of
those dialysis facilities having total
revenues of $34.5 million or less in any
one year, and that 19 percent of dialysis
facilities are nonprofit organizations.
For more information on SBA’s size
standards, see the SBA Web site at
http://sba.gov/idc/groups/public/
documents/sba_homepage/
serv_sstd_tablepdf.pdf. (Kidney Dialysis
Centers are listed as North American
Industry Classification System (NAICS)
Code 621492 with a size standard of
$34.5 million.)

Using DFC performance data based on
Medicare claims from 2007 and 2008,
we consider the 802 independent
facilities and hospital-based facilities to
be small entities. The ESRD facilities
that are owned and operated by a Large
Dialysis Organization (LDO) and/or
regional chain, comprising
approximately 3,509 facilities, would
have total revenues in excess of $34.5
million in any year when the total
revenues for all locations are combined
for each business (individual LDO or
regional chain). Table 9 below shows
the estimated impact of the QIP on
small entities for payment consequence
year 2012. The distribution of ESRD
providers/facilities by facility size (both
among facilities considered to be small
entities for purposes of this analysis and
by number of treatments per facility),
geography (both urban/rural and by
region), and by facility type (hospital
based/freestanding facilities).

BILLING CODE 4120-01-P
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Table 9. Impact of Proposed QIP Payment Reductions to ESRD
Facilities for CY 2012 Includes estimated impact on small

entities for Regulatory Flexibility Act (RFA) analysis)

Payment
Number of reduction

Number facilities expected | (percent change

of to receive a in total ESRD
Facility type facilities payment reduction | payments)
All Facilities 4,311 1,106 -0.19%
Type:
Freestanding 3,916 977 -0.18%
Hospital Based 167 47 -0.25%
Unknown' 228 82 -0.30%
Facility Size:?
Small entities 802 252 -0.27%
Large entities 3,509 854 -0.17%
Urban/Rural status:
Urban 3,159 788 -0.19%
Rural 924 236 -0.18%
Unknown® 228 82 -0.30%
Geographic Region:
Northeast 652 182 -0.22%
South 2,048 521 -0.18%
Midwest 871 237 -0.22%
West 705 158 -0.16%
Other* 35 8 -0.23%
Facility Size (# of treatments):
Less than 3,000 treatments 261 77 -0.28%
3,000-9,999 treatments 2,566 675 -0.20%
Over 10,000 treatments 1,484 354 -0.18%

! Based on DFC self-reported status.
? “Small entities” include hospital-based facilities and non-chain facilities based on DFC self-reported status.
3 Based on DFC self-reported status.

* Includes American Samoa, Guam, Northern Mariana Islands, Puerto Rico, and Virgin Islands.

BILLING CODE 4120-01-C

providers/facilities reporting data on all

SOURCE: Analysis of DFC/Medicare  three measures.

claims data (2007—2008) for ESRD

We note that guidance issued by the
Department of Health and Human

Services interpreting the RFA considers
effects to be economically significant if
they reach a threshold of 3 to 5 percent
or more of total revenue or total costs.
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Under the proposed rule, the maximum
payment reduction applied to
providers/facilities, regardless of its
size, is 2.0 percent of aggregate
Medicare payments for dialysis services.
This falls below the 3.0 percent
threshold for economic significance
established by HHS. To further ascertain
the impact on small entities for
purposes of the RFA, we projected
provider/facility performance based on
DFC performance data from 2007 and
2008. For the 2012 QIP, of the 1,106
ESRD facilities expected to receive a
payment reduction, 252 small entities
would be expected to receive a payment
reduction (ranging from 0.5 percent up
to 2.0 of total payments). We expect
payment reductions received would
average approximately $18,000 per
facility, regardless of facility size. Using
our projections of provider/facility
performance, we next estimated the
impact of expected payment reductions
on small entities by comparing the total
payment reduction for the 252 small
entities expected to receive a payment
reduction with aggregate ESRD
payments to all small entities. For the
entire group of 802 small entities, a
minor decrease of 0.27 percent in
aggregate ESRD payments is observed.

Therefore, we are not preparing an
initial analysis for the RFA because the
Secretary has determined that this
proposed rule will not have a significant
economic impact on a substantial
number of small entities.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of

Table 10.

Reductions.

a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 603 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of

a Metropolitan Statistical Area for
Medicare payment regulations and has
fewer than 100 beds. We do not believe
this proposed rule has a significant
impact on operations of a substantial
number of small rural hospitals because
most dialysis facilities are freestanding.
Therefore, we are not preparing an
analysis for section 1102(b) of the Act
because the Secretary has determined
that this proposed rule will not have a
significant impact on the operations of
a substantial number of small rural
hospitals.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
rule whose mandates require spending
in any 1 year of $100 million in 1995
dollars, updated annually for inflation.
In 2010, that threshold is approximately
$135 million. This rule will not have a
consequential effect on State, local, or
tribal governments in the aggregate, or
by the private sector of $135 million.

Executive Order 13132 establishes
certain requirements that an agency
must meet when it promulgates a
proposed rule (and subsequent final
rule) that imposes substantial direct
requirement costs on State and local
governments, preempts State law, or
otherwise has Federalism implications.
Since this regulation does not impose
any costs on State or local governments,

the requirements of Executive Order
13132 are not applicable.

B. Anticipated Effects

This proposed rule is intended to
mitigate possible reductions in the
quality of ESRD dialysis facility services
provided to beneficiaries as a result of
payment changes under the ESRD PPS
by implementing a quality incentive
program (QIP) that would reduce ESRD
payments by up to 2 percent to dialysis
providers/facilities that fail to meet or
exceed a total performance score with
respect to performance standards
established by the Secretary with
respect to certain specified measures.
The methodology that we are proposing
to determine a provider/facility’s
performance score is described in
section VI (Methodology for Calculating
the Total Performance Score for the
ESRD QIP Measures). Any reductions in
ESRD payment would begin on January
1, 2012 for services furnished on or after
January 1, 2012.

The End-Stage Renal Disease
Prospective Payment System Final Rule
(CMS-1418-F) published on August 12,
2010 estimates payments to ESRD
facilities in 2012 to be $8.5 billion. The
calculations used to determine the
impact of this proposed rule reveal that
approximately 27 percent or 1,106 ESRD
dialysis facilities would likely receive
some kind of payment reduction for
2012. Again using DFC/Medicare claims
data from 2007—2008, Table 10 shows
the overall estimated distribution of
payment reductions resulting from the
2012 QIP.

Estimated Distribution of CY 2012 ESRD QIP Payment

Payment Reduction

Number of ESRD Facilities

No Payment Reduction

3,205

0.5% Payment Reduction

709

1.0% Payment Reduction

183

1.5% Payment Reduction

184

2.0% Payment Reduction

30

To estimate the total payment
reductions in 2012 resulting from the
proposed rule for each facility, we
multiplied the number of patients
treated at each facility receiving a
reduction times an average of three
treatments per week. We then
multiplied this product by a base rate of
$229.63 per dialysis treatment (before

an adjustor is applied) to arrive at a total
ESRD payment for each facility:

((Number of patients treated at each
facility x 3 treatments per week) x base
rate)

Finally, we applied the estimated
payment reduction percentage expected
under the QIP, yielding a total payment
reduction amount for each facility:

(Total ESRD payment estimated
payment reduction percentage)

Totaling all of the payment reductions
for each of the 1,106 facilities expected
to receive a reduction leads to a total
payment reduction of approximately
$17.3 million for payment consequence
year 2012. Further, we estimate that the
total costs associated with the collection
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of information requirements described
in Section IV. of the preamble of this
proposed rule would be less than
$200,000 for all ESRD facilities. As a
result, the estimated aggregate $17.5
million impact for 2012 does not reach
the $100 million threshold for an
economically significant rule.

C. Alternatives Considered

As stated above, this proposed rule
proposes to implement a QIP for
Medicare ESRD dialysis providers and
facilities with payment reductions
beginning January 1, 2012. Under
section 1881(h) of the Act, after
selecting measures, establishing
performance standards that apply to
each of the measures, specifying a
performance period, and developing a
methodology for assessing the total
performance of each provider and
facility based on the specified
performance standards, the Secretary is
required to apply an appropriate
reduction to ESRD providers and
facilities that do not meet or exceed the
established total performance score. In
developing the proposed QIP, we
carefully considered the size of the
incentive to providers and facilities to
provide high-quality care. We also
selected the measures adopted for the
2012 ESRD QIP because these measures
are important indicators of patient
outcomes and quality of care. Poor
management of anemia and inadequate
dialysis, for example, can lead to
avoidable hospitalizations, decreased
quality of life, and death. Thus, we
believe the measures selected will allow
CMS to continue focusing on improving
the quality of care that Medicare
beneficiaries receive from ESRD dialysis
providers and facilities.

We considered alternatives for
identifying the performance standard,
including the mean, median, and mode.
However, we determined that the
national average would be appropriate
for the first payment year for the reasons
listed below:

¢ CMS believes that the legislative
intent was to set the performance
standard at the “average”, as this is the
performance standard that has been
publicly reported on the Dialysis
Facility Compare Web site (DFC) for the
past ten years and was the standard in
effect when the language was crafted;

¢ Recognizing however that there was
some flexibility, CMS reviewed other
possible standards and noted that there
was little difference in the range of

performance, with the exception of
performance for Hemoglobin More Than
12 (Hgb <10-0%—3%; Hgb >12—-8%—
38%; URR 94%-100%). As the bundled
payment will likely reverse the
incentive that may be leading to the
wider range for the Hgb>12, the
differences in the performance did not
warrant moving from the use of a
national average for performance.

e CMS has seen great improvement in
the rates for these measures over the
past several years in part due to public
reporting and continuous oversight and
monitoring. The rate for Hemoglobin
Less Than 10 has improved and
maintained improvement, while
Hemoglobin More Than 12 improved
from 44% in 2007 to 26% in 2008 as
demonstrated below. Should it become
evident that the rates begin to move in
the wrong direction due to the bundled
payment, different performance
standards can be proposed through
future rulemaking. For example, if the
national average for Hemoglobin Less
Than 10 began to drop, CMS could
propose to require a rate of 2% or less
regardless of the national average;

e The national average was also
selected because of the rapid
implementation date for the first year
and because the period of performance
for the first payment year has already
begun. We anticipate the final rule will
be published near the end of the
performance period. Therefore,
introduction of a new performance
standard after the period of performance
has nearly ended was not appropriate.

We also considered alternatives for
applying payment reductions. Our main
alternatives considered varying point
reductions based on each 1 percentage
point a facility or provider was below
the performance standard. We did not
propose alternatives that applied
payment reductions that accounted for
the variability seen within each
measure, and as noted above, we ask for
public comment on such alternatives.

In accordance with the provisions of
Executive Order 12866, this regulation
was reviewed by the Office of
Management and Budget.

List of Subjects in 42 CFR Part 413

Health facilities, Kidney diseases,
Medicare, Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, the Centers for Medicare &
Medicaid Services propose to amend 42
CFR chapter IV as set forth below:

PART 413—PRINCIPLES OF
REASONABLE COST
REIMBURSEMENT; PAYMENT FOR
END-STAGE RENAL DISEASE
SERVICES; OPTIONAL
PROSPECTIVELY DETERMINED
PAYMENT RATES FOR SKILLED
NURSING FACILITIES

1. The authority citation for part 413
continues to read as follows:

Authority: Secs. 1102, 1812(d), 1814(b),
1815, 1833(a), (i), and (n), 1861(v), 1871,
1881, 1883, and 1886 of the Social Security
Act (42 U.S.C. 1302, 1395d(d), 13951(b),
1395(g), 1395I(a), (i), and (n), 1395x(v),
1395hh, 13951T, 1395tt, and 1395ww); and
sec. 124 of Public Law 106-113 (133 stat.
1501A-332).

Subpart H—Payment for End-Stage
Renal Disease (ESRD) Services and
Organ Procurement Costs

2. Section 413.177 is added to subpart
H to read as follows:

§413.177 Quality Incentive Program
Payment.

(a) With respect to renal dialysis
services as defined under §413.171 of
this part, in the case of a provider of
services or a renal dialysis facility that
does not meet the performance
requirements described in section
1881(h)(1)(B) of the Act for the
performance year, payments otherwise
made to the provider or facility under
this subpart for renal dialysis services
will be reduced by up to 2.0 percent, as
determined appropriate by the
Secretary.
(b) Any payment reduction will apply
only to services provided in the
payment year involved and will not be
taken into account in computing the
single payment amount under this
subpart for services provided in a
subsequent payment year.
(Catalog of Federal Domestic Assistance
Program No. 93.773, Medicare—Hospital
Insurance; and Program No. 93.774,
Medicare—Supplementary Medical
Insurance Program)
Dated: March 18, 2010.
Marilyn Tavenner,
Acting Administrator and Chief Operating
Officer, Centers for Medicare & Medicaid
Services.

Approved: July 19, 2010.
Kathleen Sebelius,
Secretary.
[FR Doc. 2010-18465 Filed 7—26—10; 4:15 pm]
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