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commenter’s suggestion to measure
plasma water volume, vascular
compartment refilling and use of
techniques assuming optimal fluid
volume management, this is an area that
experts in the renal community are
currently evaluating in the ESRD
population because of poor fluid
management’s implications for
hospitalizations, development of
congestive heart failure and other
avoidable adverse events.

Comment: One commenter requested
a detailed outline of the process for
measure development.

Response: We use a standardized
process for developing measures which
can be found at: http://www.cms.hhs.
gov/QualitylnitiativesGenlnfo/
downloads/
QualityMeasuresDevelopmentOverview.
pdf. Tested measures are then submitted
to the NQF for endorsement.

After careful consideration of the
comments, we have decided that for the
QIP payment consequence year 2012,
we are finalizing the three proposed
measures; the two anemia management
measures (Hemoglobin Less Than 10 g/
dL and Hemoglobin More Than 12 g/dL)
and the Dialysis Adequacy Measure
(Urea Reduction Rate (URR) =65
percent) as proposed with one change.
As described above, we will not include
ESRD patients less than 18 years of age
in the measure calculation of the two
anemia management measures
(Hemoglobin Less Than 10 g/dL and
Hemoglobin More Than 12 g/dL).

I11. Collection of Information
Requirements

Under the Paperwork Reduction Act
of 1995, we are required to provide 30-
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 tKe
information collection burden.

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

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

We solicited public comment on each
of these issues for the following sections
of this document that contain

information collection requirements
(ICRs):

A. ICRs Regarding a Low-volume
adjustment. (§ 413.232(f))

As discussed in section VIII.A.2.b. of
the proposed rule (74 FR 49975), to
receive the low-volume adjustment, we
proposed that an ESRD facility must
provide an attestation to the Medicare
administrative contractor or fiscal
intermediary that it has met the criteria
to qualify as a low-volume facility. The
Medicare administrative contractor or
fiscal intermediary would verify the
ESRD facility’s attestation of their low-
volume status using the ESRD facility’s
final-settled cost reports.

In the proposed rule, we indicated
that the burden associated with the
requirement would be the time and
effort necessary for an ESRD facility
attesting as a low-volume facility to
develop an attestation and submit it to
the Medicare administrative contractor
or fiscal intermediary (74 FR 50016). In
the 2006 data analysis conducted by our
contractor, UM—KECC, 489 ESRD
facilities were identified as below the
low-volume threshold of 3,000
treatments per year. Of these 488
facilities, 166 met the additional low-
volume criteria as specified in §413.232
of this proposed rule. We estimated that
it would require an administrative staff
member from each low-volume facility
5 minutes to develop the attestation and
a negligible amount of time to submit it
to the Medicare administrative
contractor or fiscal intermediary (74 FR
50016). We further estimated several
dozen additional ESRD facilities may
meet the criteria of a low-volume
facility prior to implementation of the
ESRD PPS and therefore, we rounded
the total number of estimated low-
volume facilities to 200 (74 FR 50016).
Therefore, we estimated that the total
initial ESRD facility burden would be
16.6 hours (74 FR 50017).

We did not receive any public
comments related to this information
collection. However, as discussed in
section II.F.4. of this final rule, we are
finalizing a threshold of 4,000 instead of
3,000 treatments. Therefore, we
identified 857 ESRD facilities as below
the updated low-volume threshold of
4,000 treatments per year. Of these 857
facilities, 351 meet the low-volume
criteria specified in §413.232 of this
final rule. We continue to believe that
the estimated administrative staff time
burden of 5 minutes to develop the
attestation and a negligible amount of
time to submit it to the FI/MAGC is
appropriate. Therefore, we are finalizing
our estimated administrative staff time
burden of 5 minutes per facility. We

estimate several dozen additional ESRD
facilities may meet the criteria of a low-
volume facility based on the 4,000
treatment threshold prior to
implementation of the ESRD PPS and
therefore, we rounded the total number
of estimated low-volume facilities to
400. Therefore, we are finalizing the
total initial ESRD facility burden to be
33.2 hours.

B. ICRs Regarding Transition Period
(§413.239)

As discussed in section XIILA. of the
proposed rule, prior to January 1, 2011,
an ESRD facility may make a one-time
election to be excluded from the four-
year transition to the ESRD PPS (74 FR
50003). That is, a facility may elect to
be paid entirely based on the proposed
ESRD PPS beginning January 1, 2011.
Under proposed § 413.239(b), an ESRD
facility may make a one-time election to
be paid for items and services provided
during transition based on 100 percent
of the payment amount determined
under §413.215 of this part, rather than
based on the payment amount
determined under paragraph (a) of this
section. The section specified that such
election must be submitted to the
facility’s FI/MAC no later than
November 1, 2010.

We estimated in the proposed rule
that it would require an accountant or
financial management staff member
from each of the 4,921 ESRD facilities 1
hour to simulate average aggregate
payments under the proposed ESRD
PPS and compare them to average
aggregate payments under the current
basic case-mix adjusted composite
payment system, for a total of 4,921
hours (74 FR 50016). In addition, for
those facilities electing to be excluded
from the four-year transition, we
estimated that the burden associated
with the requirement in proposed
§413.239(b) would be the time and
effort necessary to develop an election
and submit it to the FI/MAC (74 FR
50016). We estimated that it would
require an administrative staff member
from each facility 15 minutes to develop
the notice and a negligible amount of
time to submit it. We estimated that 36
percent of the estimated 4,921 ESRD
facilities, or 1,794 ESRD facilities,
would make the election no later than
November 1, 2010. Therefore, we
estimated that the total one-time ESRD
facility burden would be 448.5 hours
(74 FR 50017).

The comments pertaining to this
information collection, the updated
facility data included in the impact
analysis and our responses are set forth
below.
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Comment: One commenter pointed
out that we projected that it would take
one hour per patient, per month for
billing costs related to the proposed
ESRD PPS. The commenter indicated
that facilities should be compensated for
the administrative costs associated with
implementing the new payment system
including the additional billing related
ESRD PPS costs. The commenter further
believed that one hour was an
insufficient amount of time for this task.

Response: The one-hour timeframe to
which the commenter referred pertained
to the time that would be spent by ESRD
facilities in making a determination to
opt out of the 4-year ESRD PPS
transition. Specifically, we estimated
that each ESRD facility would spend
one hour simulating average aggregate
payments under the proposed ESRD
PPS as compared to the average
aggregate payments under the current
basic case-mix adjusted composite
payment system. With regard to the
comment that ESRD facilities should be
compensated for billing costs associated
with the ESRD PPS and that the
projected one-hour timeframe is
insufficient to account for their per
patient per month billing costs, we note
that we computed the ESRD PPS base
rate using ESRD facility 2007 costs

updated to 2011 which include billing
costs. As discussed in more detail in
section ILK.2. of this final rule, we have
not made significant changes to the
current billing requirements. Under the
ESRD PPS, facilities will continue to
identify the renal dialysis items and
services they furnish as well as other
non-renal related services for each day
of service. The only new additional
reporting is related to the use of oral
equivalents of injectable drugs. Thus,
we believe that the ESRD PPS base rate
adequately accounts for providers’
billing costs.

Comment: One commenter indicated
that they have exceeded the estimated 1-
hour timeframe for deciding whether to
opt out of the transition and stated that
they have spent hundreds of hours
attempting to assess the bundle’s impact
on their 14 facilities.

Response: We believe that the impact
of the final ESRD PPS will be easier for
ESRD facilities to assess than the
proposed system because we are not
implementing oral-only ESRD drugs
effective January 1, 2011 and the final
ESRD PPS has fewer adjustments.
However, we disagree that the analysis
will take ESRD facilities hundreds of
hours to complete. We believe that
ESRD facilities have been aware of and

planning for the ESRD PPS for several
years and have gained insight as to the
factors that will go into their decisions
regarding the transition. However, based
on the public comments, we believe it
is more appropriate to estimate two
hours for an ESRD facility to complete
an analysis of the significant changes
made to the ESRD PPS in this final rule
and determine whether to opt out of the
ESRD PPS transition.

As reflected in section IV.B. of this
final rule, there are 4,951 ESRD
facilities. We have increased the number
of hours necessary to simulate average
aggregate payments under the current
basic case-mix adjusted composite
payment system from one hour to two
hours, for a total of 9,902 hours. We are
finalizing the estimated administrative
staff member burden at 15 minutes per
facility to develop and submit the
election notice to elect to be excluded
from the transition. We are finalizing
that 43 percent of the estimated 4,951
ESRD facilities (or 2,120 ESRD
facilities), will make the election no
later than November 1, 2010. Therefore,
we are finalizing the total one-time
ESRD facility burden to be 530 hours.
The final collection of information
burden hours are indicated below in
Table 34.

Table 34: ESRD Facility Burden
Regulation OoMB Respondents | Responses | Burden Per Total
Section(s) Control Response Annual
Number (hours) Burden
(hours)
413.232 None 857 400 .083 33.2 hours
413.239(b) None 4,951 2120 .25 530 hours

We have submitted a copy of this final
rule to OMB for its review and approval
of the aforementioned information
collection requirements.

IV. Regulatory Impact Analysis
A. Overall Impact

We have examined the impacts of this
rule as required by Executive Order
12866 on Regulatory Planning and
Review (September 30, 1993), 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 (Pub. L.
104-4), Executive Order 13132 on
Federalism (August 4, 1999), and the
Congressional Review Act (5 U.S.C.
804(2)).

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). This final rule is an
economically significant rule because
we estimate that the requirement under
section 1881(b)(14)(A)(ii) of the Act—
that the estimated total payments for
renal dialysis services in CY 2011 equal
98 percent of the estimated total
payments that would have been made if
the ESRD PPS were not implemented—

equates to an approximate $200 million
decrease in payments to ESRD facilities
in CY 2011. In addition, given this
estimated impact, this final rule also is
a major rule under the Congressional
Review Act. Accordingly, we have
prepared a RIA that to the best of our
ability presents the costs and benefits of
the final rule. We requested comments
on the economic analysis.

The RFA requires agencies to analyze
options for regulatory relief of small
businesses if a rule has a significant
impact on a substantial number of small
entities. For purposes of the RFA,
approximately 22 percent of ESRD
dialysis facilities are considered small
entities according to the Small Business
Administration’s size standards, which
considers small businesses those
dialysis facilities having total Medicare
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revenues of $34.5 million or less in any
1 year, and 19 percent of dialysis
facilities are nonprofit organizations.
For more information on SBA’s size
standards, see the Small Business
Administration’s Web site at http://
sba.gov/idc/groups/public/documents/
sba_homepage/serv_sstd_tablepdf.pdf

(Kidney Dialysis Centers are listed as
621492 with a size standard of $34.5
million). For purposes of the RFA, we
estimate that approximately 22 percent
of ESRD facilities are small entities as
that term is used in the RFA (which
includes small businesses, nonprofit
organizations, and small governmental
jurisdictions). This amount is based on
the number of ESRD facilities shown in
the ownership category in the impact
Table 35. Using the definitions in this
ownership category, we consider the
614 facilities that are independent and
the 470 facilities that are shown as
hospital-based to be small entities. The
ESRD facilities that are owned and
operated by large dialysis organizations
(LDOs) and regional chains would have
total revenues more than $34.5 million
in any year when the total revenues for
all locations are combined for each
business (individual LDO or regional
chain). Overall, a hospital based ESRD
facility (as defined by ownership type)
is estimated to receive a 1.7 percent
increase in payments under the new
ESRD PPS for 2011. An independent
facility (as defined by ownership type)
is estimated to receive a — 0.3 percent
decrease in payments under the ESRD
PPS for 2011. Therefore, the Secretary
has determined that this final rule will
not have a significant economic impact
on a substantial number of small
entities.

The claims data we use to estimate
payments to ESRD facilities in this RFA
and RIA does not identify which
dialysis facilities are part of an LDO,
regional chain, or other type of
ownership. As each individual dialysis
facility has its own provider number
and bills Medicare using this number.
Therefore, in previous RFAs and RIAs
presented in proposed and final rules
that updated to the basic case-mix
adjusted composite payment system, we
considered each ESRD to be a small
entity for purposes of the RFA.
However, we conducted a special
analysis for this final rule that enabled
us to identify the ESRD facilities that are
part of an LDO or regional chain. The
results of this analysis are presented in

the type of ownership category of
impact Table 35.

We do not believe ESRD facilities are
operated by small government entities
such as counties or towns with
populations 50,000 or less and
therefore, they are not enumerated or
included in this final RFA. Individuals
and States are not included in the
definition of a small entity.

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
a substantial number of small rural
hospitals. Any such regulatory impact
analysis must conform to the provisions
of section 604 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 and has fewer than 100
beds. We do not believe this final rule
has a significant impact on operations of
a substantial number of small rural
hospitals because most dialysis facilities
are freestanding. While there are 187
rural hospital-based dialysis facilities,
we do not know how many of them are
based at hospitals with fewer than 100
beds. However, overall, the 187 rural
hospital-based dialysis facilities will
experience an estimated 4.4 percent
increase in payments. As a result, this
rule will not have a significant impact
on small rural hospitals. Therefore, the
Secretary has determined that this final
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 (UMRA)
also requires that agencies assess
anticipated costs and benefits before
issuing any rule whose mandates
require spending in any 1 year $100
million in 1995 dollars, updated
annually for inflation. In 2010, that
threshold is approximately $135
million. While dialysis facilities will be
paid approximately $200 million less,
we do not believe that this rule includes
any mandates that would impose
spending costs on State, local, or tribal
governments in the aggregate, or by the
private sector, of $133 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.
We do not believe this final rule will
have a substantial direct effect on State
or local governments, preempt State
law, or otherwise have Federalism
implications.

Payment for ESRD Bad Debt

The changes to the ESRD bad debt
payment in this final rule are not
changes to the existing ESRD bad debt
payment methodology and, therefore,
there is no impact on ESRD payments
from implementing the Rule of
Construction described in Section
153(a)(4) of MIPPA and described
elsewhere in this final rule.

B. Anticipated Effects
1. Effects on ESRD Facilities

To understand the impact of the
changes affecting payments to different
categories of ESRD facilities, it is
necessary to compare estimated
payments in CY 2011 under the current
basic case-mix adjusted composite
payment system (current payments) to
estimated payments in CY 2011 under
the final ESRD PPS, including payments
to ESRD facilities paid a blended rate
under the transition (new payments). To
estimate the impact among various
classes of ESRD facilities, it is
imperative that the estimates of current
payments and new payments contain
similar inputs. Therefore, we simulated
payments only for those ESRD facilities
that we are able to calculate both
current payments and new payments.

ESRD providers were grouped into the
categories based on characteristics
provided in the Online Survey and
Certification and Reporting (OSCAR)
file and the most recent cost report data
from the Healthcare Cost Report
Information System (HCRIS). We also
used the June 2008 update of CY 2007
National Claims History file as a basis
for Medicare dialysis treatments and
separately billable drugs and
biologicals.

Table 35 shows the impact of the
ESRD PPS compared to current
payments to ESRD facilities under the
basic case-mix composite payment
system, including all separately billable
items. Column A of impact Table 35
indicates the number of ESRD facilities
for each impact category and column B
indicates the number of dialysis
treatments (in millions).
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Table 35 Impact of Final Changes in Payments to ESRD

[Percent change in total payments to ESRD facilities

Facilities for CY 2011 ESRD

(both program and beneficiaries)]

2011 Impact
Assuming All

Number of 2011 Impact Facilities
Treatments Assuming Blended Paid Under
Number of (in and 100% PPS 100% PPS
Facility Type Facilities | millions) Payments’ Payments
All Facilities 4,951 36.7 -2.0% -2.0%
Type
Freestanding 4,361 32.9 -2.4% -2.6%
Hospital based 590 3.8 1.8% 3.9%
Ownership Type
Large dialysis
organization 3,069 23.5 -3.0% -3.7%
Regional chain 787 5.9 -0.9% 0.1%
Independent 614 4.1 -0.3% 0.7%
Unknown 11 0.1 -3.4% -4.4%
Hospital based’ 470 3.1 1.7% 3.7%
Geographic Location
Urban 3,826 30.5 -2.1% -2.0%
Rural 1,125 6.2 -1.6% -2.1%
Census Region
East North Central 785 5.8 -2.4% -2.4%
East South Central 387 2.8 -3.0% -4.2
Middle Atlantic 582 4.6 -2.5% -2.4%
Mountain 268 1.6 3.1% 6.0%
New England 156 1.2 -1.8% -0.4%
Pacific 559 4.6 0.7% 3.1%
South Atlantic 1,119 8.4 -4.1% -6.2%
West North Central 378 2.0 0.0% 1.3
West South Central 683 5.2 -2.2% -2.1%
Puerto Rico and Virgin
Islands 34 0.4 2.8% 5.0%
Facility Size
Less than 4,000
treatments’ 857 1.8 5.4% 6.9%
4,000 to 9,999
treatments 1,949 10.3 -2.4% -2.9%
10,000 or more
treatments 2,084 24 .4 -2.4% -2.3%
Unknown 61 0.2 -1.5% -2.3%
Percentage of Pediatric
Patients
Less than 2% 4,840 36.3 -2.0% -2.1%
Between 2% andl9% 55 0.4 1.0% 2.2%
Between 20% and 49% 13 0.0 7.5% 10.1%
More than 50% 43 0.0 2.3% 2.8%
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1

Assumed that 2120 out of 4951 Facilities choose to be excluded from the transition

based on comparison of payments under current system to payments under the final ESRD

PPS.

If payments under a 100% fully implemented ESRD PPS are higher than payments under
current system, we assumed that the facility would elect to be excluded from the

transition.
2

3

volume adjustment.

applied to pediatric patients.

increase in payments.

Section 1881(b)(14)(E)(ii) of the Act
provides all ESRD facilities with the
option to make a one-time election to be
excluded from the transition from the
current payment system to the ESRD
PPS. Electing to be excluded from the 4-
year transition means that the ESRD
facility receives payments for renal
dialysis services provided on or after
January 1, 2011, based on 100 percent
of the payment rate under the final
ESRD PPS, rather than a blended rate
based in part on the payment rate under
the current payment system and in part
on the payment rate under the ESRD
PPS.

In order to estimate which ESRD
facilities would and would not elect to
opt out of the transition and receive
payment based on 100 percent of the
payment amount under the ESRD PPS,
we estimated both the aggregate
payments for each ESRD facility under
the ESRD PPS (based on 100 percent of
the payment amount under ESRD PPS)
and payments in the first year of the
transition (based on a blend of 25
percent of payments under the ESRD
PPS and 75 percent of payments under
the current basic case-mix adjusted
composite payment system). We then
assume that facilities that would receive
higher aggregate payments under the
ESRD PPS would elect to be paid based
on 100 percent of the payment amount
under the ESRD PPS, and facilities that
would receive higher aggregate
payments under the first year of the
transition (based on a blend of 25
percent of payments under the ESRD
PPS and 75 percent of payments under
the current basic case-mix adjusted
composite payment system) will elect to
be paid under the transition. Based on
these assumptions, we are estimating
that 43 percent of ESRD facilities would
choose to be excluded from the
transition and we estimate that 57
percent of ESRD facilities would choose
to be paid the blended rate under the
transition.

Additionally, in accordance with
section 1881(b)(14)(E)(iii) of the Act and
as described in section VILE of this final

rule, we intend to apply a transition
budget-neutrality adjustment factor to
all payments. The purpose of this factor
is to make the estimated total payments
under the ESRD PPS equal the estimated
total payments that would have been
made if there had been no transition.
We estimate this factor to be 0.969.
Since the same factor would be applied
to all payments, including the blended
payment rates under the transition, the
effect of the transition budget neutrality
adjustment factor is the same for all
impact categories.

The overall effect of the final ESRD
PPS, in the first year of the transition,
is shown in column C. This effect is
determined by comparing total
estimated payments under the ESRD
PPS, which includes blended payments
and payments that are computed using
our assumption that 43 percent of ESRD
facilities would elect to be paid 100
percent ESRD PPS and 57 percent of
ESRD facilities would elect to go
through the transition. These payments
have also been adjusted to reflect the
transition budget neutrality adjustment
factor. Total payments are then
compared to payments that would have
been made to facilities for renal dialysis
services provided during CY 2011 under
the basic case-mix adjusted composite
payment system plus items and services
separately billable under Title XVIII,
including ESRD-related Part D drugs.

In column C, the aggregate impact on
all facilities is a 2.0 percent reduction in
payments, which reflects the statutory
98 percent budget neutrality provision.
Hospital-based ESRD providers of
services show a 1.8 percent increase
because as a group they receive higher
payments under the ESRD PPS than
they would receive under the current
system. We believe that the model used
to create the ESRD PPS adjustment
factors more accurately predicts costs
for this provider category. Facilities
with less than 4,000 treatments show a
5.4 percent increase in payments under
the ESRD PPS because many of these
facilities are eligible to receive the low-
volume adjustment, which is a 18.9

Includes hospital based facilities not reported to have large dialysis organization
or regional chain ownership.

Of the 857 Facilities with less than 4,000 treatments, only 351 qualify for the low-
The low-volume adjustment is mandated by Congress,
The impact to these Low volume Facilities is a 15.2%

and i1s not

percent adjustment per treatment. As
with hospital-based ESRD providers of
services, we believe that the model more
accurately predicts costs for this
category. Facilities that chose to retain
a composite rate exception in the
current system will have an 11.3 percent
increase in payments under the ESRD
PPS. This may be explained by the fact
that the current basic case-mix adjusted
composite payment system does not
completely account for their higher
costs and that the ESRD PPS more
accurately accounts for the higher costs
of these facilities as a group. The largest
decrease in payments under the ESRD
PPS is for facilities in the South Atlantic
census region which will experience a
4.1 percent decrease. We believe this
decrease is a result of the current over
usage of separately billable drugs.

Column D shows the effect if all ESRD
facilities were paid 100 percent of the
ESRD PPS. In this column, we are
showing a hypothetical effect, as the
statute provides for a 4-year transition to
a fully implemented ESRD PPS. We
show this column as a comparison to
column C, in order to show how each
impact category would have been
effected if the ESRD PPS had been fully
implemented in 2011. In column D, the
overall effect for all facilities in
aggregate is a 2.0 percent reduction,
which reflects the statutory 98 percent
budget neutrality provision. As with
column C, we see the same categories of
ESRD facilities most impacted by the
ESRD PPS. However, in column D the
changes are generally more pronounced
as those providers do not have the
mitigating effect of the transition. Since
column D shows the hypothetical effect
if all ESRD facilities were to be paid 100
percent of the ESRD PPS in the first year
of the transition, there would be no
need for a transition budget neutrality
adjustment to account for the cost of the
ESRD PPS transition. Therefore, we did
not apply the transition budget
neutrality factor to column D.

We believe that the comparison of
columns C and D shows that the
statutory option to transition does
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provide a more gradual affect for
provider categories that receive lower
payments under the ESRD PPS, as well
as the effect of the transition budget
neutrality factor. Generally, providers
that do well under the ESRD PPS show
larger increases in column D compared
to column C because column D does not
reflect the transition budget neutrality
adjustment. However, many provider
categories include a combination of
providers that are estimated to receive
higher payments under the ESRD PPS
and providers that are estimated to
receive lower payments under the ESRD
PPS. We believe the comparison of
columns C and D also shows that
application of the transition budget
neutrality factor to all payments does
not penalize any one group, but rather
it evenly distributes the effect of this
transition budget neutrality factor
among all provider types.

2. Effects on Other Providers

Under the expanded bundle in the
ESRD PPS, other provider types such as
laboratories, DME suppliers, and
pharmacies would have to seek payment
from ESRD facilities rather than
Medicare. This is because under the
ESRD PPS, Medicare is paying ESRD
facilities one combined payment for
services that may have been separately
paid by Medicare in the past. We noted
that other provider types noted above
may continue to provide certain ESRD-
related serves; however, beginning
January 1, 2011, they may no longer bill
Medicare directly and instead must seek
payment from ESRD facilities.

3. Effects on the Medicare and Medicaid
Programs

We estimate that Medicare spending
(total Medicare program payments) for
ESRD facilities in 2011 will be
approximately $8.0 billion. This
estimate is based on various price

Table 36

update factors discussed in section
II.LE.2. of this final rule. In addition, we
estimate that there will be an increase
in fee-for-service Medicare beneficiary
enrollment of 3.6 percent in CY 2011.
Consistent with the requirement for 98
percent budget neutrality in the initial
year of implementation, we intend for
estimated aggregate payments under the
ESRD PPS to equal 98 percent of the
estimated aggregate payments that
would have been made if the ESRD PPS
were not implemented. Our
methodology for estimating payment for
purposes of the budget neutrality
calculation uses the best available data.

4. Effects on Medicare Beneficiaries

The principal effect of the ESRD PPS
on beneficiaries is that implementation
of the system will change beneficiary
financial liability for co-insurance.
Under the current basic case-mix
adjusted composite payment system,
beneficiaries pay 20 percent of the basic
case-mix adjusted payment amount plus
20 percent of ESRD-related separately
billable drugs; however they do not pay
co-insurance on separately billable
laboratory tests. Under the ESRD PPS,
beneficiaries will be responsible for
paying 20 percent of the ESRD PPS
payment amount or blended payment
amount for patients treated in facilities
that choose the ESRD PPS transition. As
the beneficiary will be responsible for
the co-insurance on the laboratory tests,
we estimate they will have a 1.2 percent
increase in their payments. Additional
information regarding beneficiary co-
insurance is in section IL.K.1.b. of this
final rule.

C. Alternatives Considered

In developing this final rule, we
considered a number of alternatives. We
considered other adjustments, including
race, modality, and site of service. We
considered alternative adjustments to

explain variation in cost and resource
usage among patients and ESRD
facilities. For example, we considered
alternatives in the outlier policy, such
as outlier percentages of 1.5, 2, 2.5, to

3 percent, rather than the 1 percentage
policy. We also considered a monthly
payment, but instead are finalizing a per
treatment payment.

The statute requires a low-volume
adjustment of at least 10 percent and an
outlier policy. However, the statute did
provide the Secretary with discretion in
defining low-volume facilities and
establishing the details of the outlier
policy. Throughout this final rule, we
discuss our rationale for the policy
decisions we have made for each
adjustment that we are finalizing.
Although we have discretion on some of
the adjustments we are finalizing, there
is no impact on the aggregate amount of
spending in the first year of the ESRD
PPS (CY 2011) because we have
standardized the base rate. The base rate
is standardized to account for the
overall positive effect of the case-mix
and other adjustments.

D. Accounting Statement and Table

Whenever a rule is considered a
significant rule under Executive Order
12866, we are required to develop an
Accounting Statement showing the
classification of the expenditures
associated with the provisions of this
final rule.

Table 36, below provides our best
estimate of the decrease in CY 2011
Medicare payments under the ESRD
PPS as a result of the changes presented
in this final rule based on the best
available data. The expenditures are
classified as a transfer to the Federal
Government of $230 million dollars (or
as a savings to the Medicare Program)
and as a transfer to provider from the
beneficiaries of $30 million.

Category

Primary Estimate

Transfers

Annualized monetized transfers: “on budget”

-$200 million

From whom to whom?

Facilities

Federal Government & Beneficiaries to ESRD

Note: In CY 2011,

Government to the ESRD Provider,

ESRD Provider.

We received the following comments
regarding the impact of the proposed

the -$200 million from the Federal Government and
Beneficiaries to ESRD Providers is distributed as -$230 million from the Federal

rule on small dialysis organizations and

independent dialysis facilities.
Comment: One commenter stated that

CMS should include within the RFA, an

and +$30 million from the Beneficiaries to the

analysis of the impact of the compliance
requirements of the proposed rule on
SDOs and an analysis of options for
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regulatory relief. Other commenters
expressed concern about the increase in
administrative costs that will occur due
to implementing the infrastructure to
collect information to support the case-
mix adjusters, specifically the co-
morbidity adjustments.

Response: As discussed throughout
this preamble, we have made numerous
changes to the proposed ESRD PPS in
response to public comments and
further analysis. The principle change
we have made that reduces the burden
on ESRD facilities is to delay
implementation of oral-only ESRD-
related drugs currently paid under Part
D. The inclusion of ESRD-related oral
drugs is limited and should have
minimal impact. We believe that many
ESRD facilities already have contractual
arrangements with a pharmacy to obtain
Part B injectable drugs. Thus, we believe
the inclusion of a limited number of oral
drugs will not pose a significant burden
on any ESRD facilities.

Many of the other adjustments reflect
the adjustments in the current basic
case-mix adjusted composite payment
system (that is, age, BSA, and BMI) and
therefore, should not pose new burden
on ESRD facilities. In addition, we have
not made significant changes in the
information that ESRD facilities will be
required to report on claims in order to
be eligible for payment adjustments.
The only new billing requirement is that
facilities will be required to line item
report ESRD-related oral drugs currently
covered under Part D. Consistent with
the policy under the current basic case-
mix adjusted composite payment
system, ESRD facilities will have to
report non-ESRD-related services (that
is, services that are not renal dialysis
services) and the appropriate modifier
on their claims in order to receive
payment for these services outside the
ESRD PPS payment. We have reduced
the number of co-morbidity adjustment
factors and limited the number of acute
co-morbidity diagnostic categories
which will minimize the effort needed
to track and report co-morbid medical
conditions that would be eligible for an
adjustment.

Comment: Several commenters did
not agree with the impacts provided in
the proposed rule. One commenter
conducted an independent analysis and
asserted that LDOs were more likely
than other dialysis providers to serve
patients disadvantaged by poverty.
While the commenter believes this
finding would support a case-mix
adjuster to better compensate LDOs for
disproportionately servicing areas of
high poverty, the commenter urged CMS
to avoid implementing a case mix
adjuster that is based on facility type.

Other commenters indicated that CMS
lacks the authority to adjust payments to
facilities based on whether they are
owned by a dialysis organization of a
particular size. The commenters
indicated that distinguishing facilities
based on ownership status would be an
unprecedented extension of CMS’
authority to determine Medicare
payments. One commenter stated that
creating a tiered reimbursement on the
basis of facility size or ownership type
would create incentives for centers to
pursue or retain a certain ownership
status to receive higher reimbursement.

Other commenters advocated for an
adjustment that would apply to small
independent and hospital-based
facilities, asserting that these providers
have higher costs and lower margins
than LDOs. One commenter disputed a
finding by MedPAC that the spread in
Medicare margin for LDOs compared to
small dialysis organizations (SDOs) is
about 6 percent and stated that SDOs are
incurring even further losses from
Medicare, maybe 3 percent more per
treatment.

One commenter suggested that we
revise the facility-level adjustments or
develop a new case-mix adjustment to
account for the administrative and
financial burden for SDOs. Other
commenters stated that the SDOs do not
have the economies of scale and
resources to implement the ESRD PPS
and, therefore, will be forced to provide
substandard care or close. The
commenters expressed concern that
competition allows patient choice and
access to care and that we should
support small businesses and work to
“level the playing field for providers of
all sizes.”

Response: We have not provided a
facility-level adjustment to reflect the
size of the chain of dialysis facilities
with which an ESRD facility is affiliated
because our analysis does not indicate
that such adjustments are warranted. In
the final impact table (Table 35),
facilities that are part of LDOs are
projected to experience a — 3.0 percent
decrease in payment under the PPS
compared to what they would have
received in the absence of the PPS;
medium-sized dialysis organizations
(which are captured under the heading
regional chains) are projected to
experience a — 0.9 percent decrease;
SDOs are projected to experience a —0.3
percent decrease; and hospital-based
facilities are projected to experience a
1.7 percent increase. Given that the
impact percentages include the —2.0
percent decrease mandated by section
1881(b)(14)(A)(ii) of the Act, we do not
believe these projected impacts indicate

a need for adjustments based on the size
of the facility or chain organization.

In addition, although there may
currently be differences in the spread in
Medicare margin for LDOs compared to
small dialysis organizations (SDOs), the
estimate indicated by the commenter is
based upon the current basic case-mix
adjusted composite payment system. As
stated above, our analysis based on the
payment adjustments in this final rule
indicate that SDOs are projected do
better under the ESRD PPS than larger
organizations. We will be monitoring
the effects of the ESRD PPS and will
consider the commenters’ suggestions as
we refine the ESRD PPS.

With regard to the need for an
adjustment for SDOs due to the
administrative and financial burden of
the ESRD PPS, we believe the decision
to delay the implementation of oral-only
Part D drugs under the ESRD PPS until
after the transition as discussed in
section II.A.3. of this final rule and the
reduction in the number of co-morbidity
adjustments described in section ILF.3.
of this final rule will reduce
substantially the administrative and
financial burden on all ESRD facilities,
including SDOs.

Comment: Many commenters stated
that SDOs provide essential services to
ESRD beneficiaries and requested that
we take steps to ensure the survival of
small ESRD facilities, thus preserving
beneficiary choice. Commenters
identified additional services such as
dressing changes, staple removal and
other basic nursing related tasks that
small and independent ESRD facilities
provide to patients who reside in remote
areas to alleviate some of the burden
associated with traveling to multiple
healthcare providers for the provision of
basic services. Commenters asserted that
the calculations and adjusting of the
base rate have reduced it to a value that
will not allow SDOs and independents
to survive. The commenters believed
that the closure of these facilities would
compromise beneficiary access to life
sustaining dialysis and other basic
services. The commenters stated that a
higher base rate and fewer adjusters
would be more beneficial to the SDOs
and MDOs.

Response: We agree that ESRD
facilities located in remote areas provide
essential services to their patients and
are interested in preserving beneficiary
choice and access in these areas. As
discussed further in sections IL.F.3. and
4. of this final rule, we are finalizing a
more targeted set of payment
adjustments and reducing the
standardization factor that is applied to
the base rate. As a result, as discussed
in section ILE.3. of this final rule, the
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adjusted base rate has increased from
$198.64 in the proposed rule to $229.63.

Comment: One commenter believed
that section 150(d)(iv) of MIPPA
provides CMS with the authority to
make an annual update to account for
the cost differential of ESRD facilities
that do not qualify for the low-volume
adjustment. This commenter further
stated that such an adjustment would
balance the incentives for efficiency and
budget neutrality with the needs of
patient care and a more competitive
marketplace.

Response: We believe the commenter
is referring to section 1881(b)(14)(D)(iv)
of the Act which provides authority for
other payment adjustments. Although
we have the authority to establish other
payment adjustments, we do not believe
creating adjustments to create a more
competitive marketplace is an
appropriate use of this authority.

Comment: Several commenters did
not believe that the market basket
update would address the low margins
for SDOs especially in the context of a
two percent reduction in payments
under the bundle. The commenters
believed that at baseline, the SDO
payments would be reduced while
many of the cost inputs would continue
to increase from inflation resulting in
further reduction in SDOs’ margins. The
commenters asserted that SDOs have
less room than other facilities to adjust
under the PPS. These commenters
concluded that even with new systems
and processes in place, the adjustments
that the SDOs will receive under the
proposed ESRD PPS may not be
sufficient to cover the additional costs
and burdens of the ESRD PPS.

Response: As we indicated
previously, the final impact analysis
does not indicate that an adjustment for
SDOs is warranted. In addition, to the
extent facilities affiliated with SDOs
expect to receive financial benefits from
the ESRD PPS transition, that option is
available to them.

Comment: Several commenters stated
that they did not believe that the
proposed facility adjustments and
outlier policy adequately addresses the
many needs of isolated essential
facilities.

Response: We disagree with these
commenters as the final impact analysis
shows that all rural facilities (including
those facilities that received IEF
exceptions) would see only a slight
decrease under the ESRD PPS in 2011
(—2.1 percent decrease). The impact on
those few facilities that received a
composite rate exception as isolated
essential facilities is expected to be
positive as those facilities are projected

to receive an increase in payment over
the current composite payment system.

Comment: One commenter stated that
certain drugs used in the treatment of
ESRD, particularly ESAs, have no
competition within their drug class
because they represent a manufacturer’s
monopoly. Because of the lack of
competitive bidding, the commenter
maintained that rural ESRD facilities
would not be able to compete in price
due to their smaller buying power
compared to the larger chains. The
commenter recommended an
adjustment factor for small rural
facilities to address this disadvantage.

Response: We do not believe that we
should provide a special subsidy to
facilities based on size or ownership
because of a perceived disadvantage in
buying power. We point out that
facilities that believe that they are at a
competitive disadvantage in purchasing
required drugs or supplies due to size or
location have the option of forming
purchasing consortia in order to
leverage their ability to buy products at
discounted rates. In addition, in this
final rule we have provided for a low-
volume adjustment for qualifying ESRD
facilities that furnish a small number of
treatments and meet other requirements
in order to preserve access to dialysis
care, where operational costs due to
economies of scale might otherwise
jeopardize that access. Finally, we note
that the impact analysis does not show
that small or rural ESRD facilities are
particularly disadvantaged under the
new system.

E. Conclusion

The impact analysis shows an overall
decrease in payments to all ESRD
facilities for renal dialysis services of
2.0 percent. This is because of the
statutory requirement that payments
under the ESRD PPS in 2011 equal 98
percent of what ESRD facilities would
have received were the ESRD PPS not
implemented (or 98 percent of payments
to ESRD facilities under the current
payment system).

The analysis above, together with the
remainder of this preamble, provides an
initial Regulatory Flexibility Analysis.
The analysis above, together with the
remainder of this preamble, provides a
Regulatory Impact Analysis.

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

List of Subjects
42 CFR Part 410

Health facilities, Health professions,
Kidney diseases, Laboratories,

Medicare, Reporting and recordkeeping
requirements, Rural areas, X-rays.

42 CFR Part 413

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

42 CFR Part 414

Administrative practice and
procedure, Health facilities, Health
professions, Kidney diseases, Medicare,
Reporting and recordkeeping
requirements.

m For reasons stated in the preamble of
this document, the Centers for Medicare
& Medicaid Services amends 42 CFR
Chapter IV as follows:

PART 410—SUPPLEMENTARY
MEDICAL INSURANCE (SMI)
BENEFITS

Subpart B—Medical and Other Health
Services

m 1. The authority citation for part 410
is revised to read as follows:

Authority: Secs. 1102, 1834, 1871, 1881,
and 1893 of the Social Security Act (42
U.S.C. 1302. 1395m, 1395hh, and 1395ddd.

m 2. Section 410.50 is amended by
revising paragraph (a) to read as follows:

§410.50 Institutional dialysis services and
supplies: Scope and conditions.
* * * * *

(a) All services, items, supplies, and
equipment necessary to perform dialysis
and drugs medically necessary and the
treatment of the patient for ESRD and,
as of January 1, 2011, renal dialysis
services as defined in §413.171 of this
chapter.

* * * * *

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

m 3. 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), 1395f(b),
1395(g), 1395I(a), (i), and (n), 1395x(v),
1395hh, 1395rr, 1395tt, and 1395ww); and
sec. 124 of Public Law 106—113 (133 stat.
1501A—-332)
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Subpart F—Specific Categories of
Costs

m 4. Section 413.89 is amended by
adding a new paragraph (h)(3) to read as
follows:

§413.89 Bad debts, charity, and courtesy
allowances.

(h) * % %

(3) ESRD facilities—

(i) Limitation on bad debt. The
amount of ESRD facility bad debts
otherwise treated as allowable costs
described in §413.178.

(ii) Exception. Bad debts arising from
covered services paid under a
reasonable charge-based methodology or
a fee schedule are not reimbursable
under the program. Additional
exceptions for ESRD bad debt payments
are described in §413.178(d).

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

m 5. Section 413.170 is amended by
revising the introductory text, paragraph
(a) and paragraph (b) to read as follows:

§413.170 Scope.

This subpart implements sections
1881(b)(2), (b)(4), (b)(7), and (b)(12)
through (b)(14) of the Act by—

(a) Setting forth the principles and
authorities under which CMS is
authorized to establish a prospective
payment system for outpatient
maintenance dialysis services in or
under the supervision of an ESRD
facility that meets the conditions of
coverage in part 494 of this chapter and
as defined in §413.171(c).

(b) Providing procedures and criteria
under which a pediatric ESRD facility
(an ESRD facility with at least a 50
percent pediatric patient mix as
specified in §413.184 of this subpart)
may receive an exception to its
prospective payment rate prior to
January 1, 2011; and

* * * * *

m 6. Section 413.171 is added to read as
follows:

§413.171 Definitions.

For purposes of this subpart, the
following definitions apply:

Base rate. The average payment
amount per-treatment, standardized to
remove the effects of case-mix and area
wage levels and further reduced for
budget neutrality and the outlier
percentage. The base rate is the amount
to which the patient-specific case-mix
adjustments and any ESRD facility
adjustments, if applicable, are applied.

Composite Rate Services. Items and
services used in the provision of
outpatient maintenance dialysis for the
treatment of ESRD and included in the
composite payment system established
under section 1881(b)(7) and the basic
case-mix adjusted composite payment
system established under section
1881(b)(12) of the Act.

ESRD facility. An ESRD facility is an
independent facility or a hospital-based
provider of services (as described in
§413.174(b) and (c) of this chapter),
including facilities that have a self-care
dialysis unit that furnish only self-
dialysis services as defined in §494.10
of this chapter and meets the
supervision requirements described in
part 494 of this chapter, and that
furnishes institutional dialysis services
and supplies under §410.50 and
§410.52 of this chapter.

New ESRD facility. A new ESRD
facility is an ESRD facility (as defined
above) that is certified for Medicare
participation on or after January 1, 2011.

Pediatric ESRD Patient. A pediatric
ESRD patient is defined as an individual
less than 18 years of age who is
receiving renal dialysis services.

Renal dialysis services. Effective
January 1, 2011, the following items and
services are considered “renal dialysis
services,” and paid under the ESRD
prospective payment system under
section 1881(b)(14) of the Act:

(1) Items and services included in the
composite rate for renal dialysis services
as of December 31, 2010;

(2) Erythropoiesis stimulating agents
and any oral form of such agents that are
furnished to individuals for the
treatment of ESRD;

(3) Other drugs and biologicals that
are furnished to individuals for the
treatment of ESRD and for which
payment was (prior to January 1, 2011)
made separately under Title XVIII of the
Act (including drugs and biologicals
with only an oral form),

(4) Diagnostic laboratory tests and
other items and services not described
in paragraph (1) of this definition that
are furnished to individuals for the
treatment of ESRD.

(5) Renal dialysis services do not
include those services that are not
essential for the delivery of maintenance
dialysis.

Separately billable items and services.
Items and services used in the provision
of outpatient maintenance dialysis for
the treatment of individuals with ESRD
that were or would have been, prior to
January 1, 2011, separately payable
under Title XVIII of the Act and not
included in the payment systems
established under section 1881(b)(7) and
section 1881(b)(12) of the Act.

m 7. Section 413.172 is amended by
revising paragraph (a), paragraph (b),
and paragraph (b)(1) to read as follows:

§413.172 Principles of prospective
payment.

(a) Payment for renal dialysis services
as defined in §413.171 and home
dialysis services as defined in §413.217
of this chapter are based on payment
rates set prospectively by CMS.

(b) All approved ESRD facilities must
accept the prospective payment rates
established by CMS as payment in full
for covered renal dialysis services as
defined in §413.171 or home dialysis
services. Approved ESRD facility
means—

(1) Any independent ESRD facility or
hospital-based provider of services (as
defined in §413.174(b) and §413.174(c)
of this part) that has been approved by
CMS to participate in Medicare as an
ESRD supplier; or

* * * * *

m 8. Section 413.174 is amended as
follows:

m a. By revising paragraph (a).

m b. By revising paragraphs (f)
introductory text, (f)(3), and ()(4).

m c. By adding a new paragraphs (f)(5)
and (f)(6). The revisions and additions
read as follows:

§413.174 Prospective rates for hospital-
based and independent ESRD facilities.

(a) Establishment of rates. CMS
establishes prospective payment rates
for ESRD facilities using a methodology
that—

(1) Differentiates between hospital-
based providers of services and
independent ESRD facilities for items
and services furnished prior to January
1, 2009;

(2) Does not differentiate between
hospital-based providers of services and
independent ESRD facilities for items
and services furnished on or after
January 1, 2009; and

(3) Requires the labor share be based
on the labor share otherwise applied to
independent ESRD facilities when
applying the geographic index to
hospital-based ESRD providers of

services, on or after January 1, 2009.
* * * * *

(f) Additional payment for separately
billable drugs and biologicals. Prior to
January 1, 2011, CMS makes additional
payment directly to an ESRD facility for
certain ESRD-related drugs and
biologicals furnished to ESRD patients.

* * * * *

(3) For drugs furnished prior to
January 1, 2006, payment is made to
hospital-based ESRD providers of
services on a reasonable cost basis.
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Effective January 1, 2006, and prior to
January 1, 2011, payment for drugs
furnished by a hospital-based ESRD
provider of service is based on the
methodology specified in §414.904 of
this chapter.

(4) For drugs furnished prior to
January 1, 2006, payment is made to
independent ESRD facilities based on
the methodology specified in §405.517
of this chapter. Effective January 1,
2006, and prior to January 1, 2011,
payment for drugs and biological
furnished by independent ESRD
facilities is based on the methodology
specified in §414.904 of this chapter.

(5) Effective January 1, 2011, except as
provided below, payment to an ESRD
facility for renal dialysis service drugs
and biologicals as defined in §413.171,
furnished to ESRD patients on or after
January 1, 2011 is incorporated within
the prospective payment system rates
established by CMS in §413.230 and
separate payment will no longer be
provided.

(6) Effective January 1, 2014, payment
to an ESRD facility for renal dialysis
service drugs and biologicals with only
an oral form furnished to ESRD patients
is incorporated within the prospective
payment system rates established by
CMS in §413.230 and separate payment
will no longer be provided.

m 9. Section 413.176 is revised to read
as follows:

§413.176 Amount of payments.

For items and services, for which
payment is made under section
1881(b)(7), section 1881(b)(12), and
section 1881(b)(14) of the Act:

(a) If the beneficiary has incurred the
full deductible applicable under Part B
of Medicare before the dialysis
treatment, Medicare pays the ESRD
facility 80 percent of its prospective
rate.

(b) If the beneficiary has not incurred
the full deductible applicable under Part
B of Medicare before the dialysis
treatment, CMS subtracts the amount
applicable to the deductible from the
ESRD facility’s prospective rate and
pays the facility 80 percent of the
remainder, if any.

m 10. Section 413.178 is amended by
revising paragraph (d) to read as
follows:

§413.178 Bad debts.
* * * * *

(d) Exceptions. (1) Bad debts arising
from covered ESRD services paid under
a reasonable charge-based methodology
or a fee schedule are not reimbursable
under the program.

(2) For services furnished on or after
January 1, 2011, bad debts arising from

covered ESRD items or services that,
prior to January 1, 2011 were paid under
a reasonable charge-based methodology
or a fee schedule, including but not
limited to drugs, laboratory tests, and
supplies are not reimbursable under the
program.

m 11. Section 413.180 is amended by
adding a new paragraph (1) to read as
follows.

§413.180 Procedures for requesting
exceptions to payment rates.

* * * * *

(1) Periods of exceptions. (1) Prior to
December 31, 2000, an ESRD facility
may receive an exception to its
composite payment rate for isolated
essential facilities, self dialysis training
costs, atypical service intensity (patient
mix) and pediatric facilities.

(2) Effective December 31, 2000, an
ESRD facility not subject to paragraph
(1)(3), is no longer granted any new
exception to the composite payment rate
as defined in §413.180(1).

(3) Effective April 1, 2004 through
September 27, 2004, and on an annual
basis, an ESRD facility with at least 50
percent pediatric patient mix as
specified in § 413.184 of this part, that
did not have an exception rate in effect
as of October 1, 2002, may apply for an
exception to its composite payment rate.

(4) For ESRD facilities that are paid a
blended rate for renal dialysis services
provided during the transition described
in §413.239 of this part, any existing
exceptions for isolated essential
facilities, self dialysis training costs,
atypical service intensity (patient mix)
and pediatric facilities are used as the
payment amount in place of the
composite rate, and will be terminated
for ESRD services furnished on or after
January 1, 2014.

(5) For ESRD facilities that, in
accordance with §413.239(b) of this
part, elect to be paid for renal dialysis
services provided during the transition
based on 100 percent of the payment
amount determined under §413.220,
any existing exceptions for isolated
essential facilities, self dialysis training
costs, atypical service intensity (patient
mix) and pediatric facilities are
terminated for ESRD services furnished
on or after January 1, 2011.

m 12. Section 413.195 is added to read
as follows:

§413.195 Limitation on Review.
Administrative or judicial review
under section 1869 of the Act, section
1878 of the Act, or otherwise of the
following is prohibited: The
determination of payment amounts
under section 1881(b)(14)(A) of the Act,

the establishment of an appropriate unit
of payment under section 1881(b)(14)(C)
of the Act, the identification of renal
dialysis services included in the
bundled payment, the adjustments
under section 1881(b)(14)(D) of the Act,
the application of the phase-in under
section 1881(b)(14)(E) of the Act, and
the establishment of the market basket
percentage increase factors under
section 1881(b)(14)(F) of the Act.

m 13. Section 413.196 is amended by
adding new paragraphs (c) and (d) to
read as follows:

§413.196 Notification of changes in rate-
setting methodologies and payment rates.
* * * * *

(c) Effective for items and services
furnished on or after January 1, 2011
and before January 1, 2012, CMS adjusts
the composite rate portion of the basic
case-mix adjusted composite payment
system described in §413.220 by the
ESRD bundled market basket percentage
increase factor.

(d) Effective for items and services
furnished on or after January 1, 2012,
CMS updates on an annual basis the
following:

(1) The per-treatment base rate and
the composite rate portion of the basic
case-mix adjusted composite payment
system described in §413.220 by the
ESRD bundled market basket percentage
increase factor minus a productivity
adjustment factor.

(2) The wage index using the most
current hospital wage data.

(3) The fixed dollar loss amount as
defined in §413.237 of this part to
ensure that outlier payments continue to
be 1.0 percent of total payments to
ESRD facilities.

m 14. Section 413.210 is added to
subpart H to read as follows:

§413.210 Conditions for payment under
the end-stage renal disease (ESRD)
prospective payment system.

Except as noted in §413.174(f), items
and services furnished on or after
January 1, 2011, under section
1881(b)(14)(A) of the Act and as
identified in §413.217 of this part, are
paid under the ESRD prospective
payment system described in §413.215
through § 413.235 of this part.

(a) Qualifications for payment. To
qualify for payment, ESRD facilities
must meet the conditions for coverage
in part 494 of this chapter.

(b) Payment for items and services.
CMS will not pay any entity or supplier
other than the ESRD facility for covered
items and services furnished to a
Medicare beneficiary. The ESRD facility
must furnish all covered items and
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services defined in § 413.217 of this part
either directly or under arrangements.

m 15. Section 413.215 is added to
subpart H to read as follows:

§413.215 Basis of payment.

(a) Except as otherwise provided
under §413.235 or §413.174(f) of this
part, effective January 1, 2011, ESRD
facilities receive a predetermined per
treatment payment amount described in
§413.230 of this part, for renal dialysis
services, specified under section
1881(b)(14) of the Act and as defined in
§413.217 of this part, furnished to
Medicare Part B fee-for-service
beneficiaries.

(b) In addition to the per-treatment
payment amount, as described in
§413.215(a) of this part, the ESRD
facility may receive payment for bad
debts of Medicare beneficiaries as
specified in § 413.178 of this part.

m 16. Section 413.217 is added to
subpart H to read as follows:

§413.217 Items and services included in
the ESRD prospective payment system.

The following items and services are
included in the ESRD prospective
payment system effective January 1,
2011:

(a) Renal dialysis services as defined
in §413.171; and

(b) Home dialysis services, support,
and equipment as identified in §410.52
of this chapter.
m 17. Section 413.220 is added to
subpart H to read as follows:

§413.220 Methodology for calculating the
per-treatment base rate under the ESRD
prospective payment system effective
January 1, 2011.

(a) Data sources. The methodology for
determining the per treatment base rate
under the ESRD prospective payment
system utilized:

(1) Medicare data available to estimate
the average cost and payments for renal
dialysis services.

(2) ESRD facility cost report data
capturing the average cost per treatment.
(3) The lowest per patient utilization

calendar year as identified from
Medicare claims is calendar year 2007.

(4) Wage index values used to adjust
for geographic wage levels described in
§413.231 of this part.

(5) An adjustment factor to account
for the most recent estimate of increases
in the prices of an appropriate market
basket of goods and services provided
by ESRD facilities.

(b) Determining the per treatment
base rate for calendar year 2011. Except
as noted in §413.174(f), the ESRD
prospective payment system combines
payments for the composite rate items

and services as defined in §413.171 of
this part and the items and services that,
prior to January 1, 2011, were separately
billable items and services, as defined in
§413.171 of this part, into a single per
treatment base rate developed from 2007
claims data. The steps to calculating the
per-treatment base rate for 2011 are as
follows:

(1) Per patient utilization in CY 2007,
2008, or 2009. CMS removes the effects
of enrollment and price growth from
total expenditures for 2007, 2008 or
2009 to determine the year with the
lowest per patient utilization.

(2) Update of per treatment base rate
to 2011. CMS updates the per-treatment
base rate under the ESRD prospective
payment system in order to reflect
estimated per treatment costs in 2011.

(3) Standardization. CMS applies a
reduction factor to the per treatment
base rate to reflect estimated increases
resulting from the facility-level and
patient-level adjustments applicable to
the case as described in §413.231
through § 413.235 of this part.

(4) Outlier percentage. CMS reduces
the per treatment base rate by 1 percent
to account for the proportion of the
estimated total payments under the
ESRD prospective payment system that
are outlier payments as described in
§413.237 of this part.

(5) Budget neutrality. CMS adjusts the
per treatment base rate so that the
aggregate payments in 2011 are
estimated to be 98 percent of the
amount that would have been made
under title XVIII of the Social Security
Act if the ESRD prospective payment
system described in section 1881(b)(14)
of the Act were not implemented.

(6) First 4 Years of the ESRD
prospective payment system. During the
first 4 years of ESRD prospective
payment system (January 1, 2011 to
December 31, 2013), CMS adjusts the
per-treatment base rate in accordance
with §413.239(d).

m 18. Section 413.230 is added to
subpart H to read as follows:

§413.230 Determining the per treatment
payment amount.

The per-treatment payment amount is
the sum of:

(a) The per treatment base rate
established in §413.220, adjusted for
wages as described in §413.231, and
adjusted for facility-level and patient-
level characteristics described in
§413.232 and §413.235 of this part;

(b) Any outlier payment under
§413.237; and

(c) Any training adjustment add-on
under §414.335(b).

m 19. Section 413.231 is added to
subpart H to read as follows:

§413.231 Adjustment for wages.

(a) CMS adjusts the labor-related
portion of the base rate to account for
geographic differences in the area wage
levels using an appropriate wage index
(established by CMS) which reflects the
relative level of hospital wages and
wage-related costs in the geographic
area in which the ESRD facility is
located.

(b) The application of the wage index
is made on the basis of the location of
the ESRD facility in an urban or rural
area as defined in this paragraph (b).

(1) Urban area means a Metropolitan
Statistical Area or a Metropolitan
division (in the case where a
Metropolitan Statistical Area is divided
into Metropolitan Divisions), as defined
by OMB.

(2) Rural area means any area outside
an urban area.

m 20. Section 413.232 is added to
subpart H to read as follows:

§413.232 Low-volume adjustment.

(a) CMS adjusts the base rate for low-
volume ESRD facilities, as defined in
paragraph (b) of this section.

(b) Definition of low-volume facility.
A low-volume facility is an ESRD
facility that:

(1) Furnished less than 4,000
treatments in each of the 3 years
preceding the payment year; and

(2) Has not opened, closed, or had a
change in ownership in the 3 years
preceding the payment year.

(c) For the purpose of determining the
number of treatments under paragraph
(b)(1) of this section, the number of
treatments considered furnished by the
ESRD facility shall equal the aggregate
number of treatments furnished by the
ESRD facility and the number of
treatments furnished by other ESRD
facilities that are both:

(1) Under common ownership with,
and

(2) 25 miles or less from the ESRD
facility in question.

(d) The determination under
paragraph (c) of this section does not
apply to an ESRD facility that was in
existence and certified for Medicare
participation prior January 1, 2011.

(e) Common ownership means the
same individual, individuals, entity, or
entities, directly, or indirectly, own 5
percent or more of each ESRD facility.

(f) To receive the low-volume
adjustment, an ESRD facility must
provide an attestation statement to their
Medicare administrative contractor that
the facility has met all the criteria as
established in paragraphs (a), (b), (c),
and (d) of this section.
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(g) The low-volume adjustment
applies only for dialysis treatments
provided to adults (18 years or older).

m 21. Section 413.235 is added to
subpart H to read as follows:

§413.235 Patient-level adjustments.

Adjustments to the per-treatment base
rate may be made to account for
variation in case-mix. These
adjustments reflect patient
characteristics that result in higher costs
for ESRD facilities.

(a) CMS adjusts the per treatment base
rate for adults to account for patient age,
body surface area, low body mass index,
onset of dialysis (new patient), and co-
morbidities, as specified by CMS.

(b) CMS adjusts the per treatment base
rate for pediatric patients in accordance
with section 1881(b)(14) (D)(iv)(I) of the
Act, to account for patient age and
treatment modality.

(c) CMS provides a wage-adjusted
add-on per treatment adjustment for
home and self-dialysis training.

m 22. Section 413.237 is added to
subpart H to read as follows:

§413.237 Outliers.

(a) The following definitions apply to
this section.

(1) ESRD outlier services are the
following items and services that are
included in the ESRD PPS bundle: (i)
ESRD-related drugs and biologicals that
were or would have been, prior to
January 1, 2011, separately billable
under Medicare Part B;

(ii) ESRD-related laboratory tests that
were or would have been, prior to
January 1, 2011, separately billable
under Medicare Part B;

(iii) Medical/surgical supplies,
including syringes, used to administer
ESRD-related drugs that were or would
have been, prior to January 1, 2011,
separately billable under Medicare Part
B; and

(iv) Renal dialysis service drugs that
were or would have been, prior to
January 1, 2011, covered under
Medicare Part D, excluding ESRD-
related oral-only drugs effective January
1, 2014.

(2) Adult predicted ESRD outlier
services Medicare allowable payment
(MAP) amount means the predicted per-
treatment case-mix adjusted amount for
ESRD outlier services furnished to an
adult beneficiary by an ESRD facility.

(3) Pediatric predicted ESRD outlier
services Medicare allowable payment
(MAP) amount means the predicted per-
treatment case-mix adjusted amount for
ESRD outlier services furnished to a
pediatric beneficiary by an ESRD
facility.

(4) Adult fixed dollar loss amount is
the amount by which an ESRD facility’s
imputed per-treatment MAP amount for
furnishing ESRD outlier services to an
adult beneficiary must exceed the adult
predicted ESRD outlier services MAP
amount to be eligible for an outlier
payment.

(5) Pediatric fixed dollar loss amount
is the amount by which an ESRD
facility’s imputed per-treatment MAP
amount for furnishing ESRD outlier
services to a pediatric beneficiary must
exceed the pediatric predicted ESRD
outlier services MAP amount to be
eligible for an outlier payment.

(6) Outlier Percentage: This term has
the meaning set forth in §413.220(b)(4).
(b) Eligibility for outlier payments.

(1) Adult beneficiaries. An ESRD
facility will receive an outlier payment
for a treatment furnished to an adult
beneficiary if the ESRD facility’s per-
treatment imputed MAP amount for
ESRD outlier services exceeds the adult
predicted ESRD outlier services MAP
amount plus the adult fixed dollar loss
amount. To calculate the ESRD facility’s
per-treatment imputed MAP amount for
an adult beneficiary, CMS divides the
ESRD facility’s monthly imputed MAP
amount of providing ESRD outlier
services to the adult beneficiary by the
number of dialysis treatments furnished
to the adult beneficiary in the relevant
month. A beneficiary is considered an
adult beneficiary if the beneficiary is 18
years old or older.

(2) Pediatric beneficiaries. An ESRD
facility will receive an outlier payment
for a treatment furnished to a pediatric
beneficiary if the ESRD facility’s per-
treatment imputed MAP amount for
ESRD outlier services exceeds the
pediatric predicted ESRD outlier
services MAP amount plus the pediatric
fixed dollar loss amount. To calculate
the ESRD facility’s per-treatment
imputed MAP amount for a pediatric
beneficiary, CMS divides the ESRD
facility’s monthly imputed MAP amount
of providing ESRD outlier services to
the pediatric beneficiary by the number
of dialysis treatments furnished to the
pediatric beneficiary in the relevant
month. A beneficiary is considered a
pediatric beneficiary if the beneficiary is
under 18 years old.

(c) Outlier payment amount: CMS
pays 80 percent of the difference
between:

(1) The ESRD facility’s per-treatment
imputed MAP amount for the ESRD
outlier services, and

(2) The adult or pediatric predicted
ESRD outlier services MAP amount plus
the adult or pediatric fixed dollar loss
amount, as applicable.

m 23. Section 413.239 is added to
subpart H to read as follows:

§413.239 Transition period.

(a) Duration of transition period and
composition of the blended transition
payment. ESRD facilities not electing
under paragraph (b) of this section to be
paid based on the payment amount
determined under § 413.230 of this part,
will be paid a per-treatment payment
amount for renal dialysis services (as
defined in §413.171 of this part) and
home dialysis, provided during the
transition as follows—

(1) For services provided on and after
January 1, 2011 through December 31,
2011, a blended rate equal to the sum
of:

(i) 75 percent of the payment amount
determined under the ESRD payment
methodology in effect prior to January 1,
2011 in accordance with section
1881(b)(12) of the Act and items and
services separately paid under Part B;
and

(ii) 25 percent of the payment amount
determined in accordance with section
1881(b)(14) of the Act;

(2) For services provided on and after
January 1, 2012 through December 31,
2012, a blended rate equal to the sum
of:

(i) 50 percent of the payment amount
determined under the ESRD payment
methodology in effect prior to January 1,
2011 in accordance with section
1881(b)(12) of the Act and items and
services separately paid under Part B;
and

(ii) 50 percent of the payment rate
determined in accordance with section
1881(b)(14) of the Act;

(3) For services provided on and after
January 1, 2013 through December 31,
2013, a blended rate equal to the sum
of:

(i) 25 percent of the payment amount
determined under the ESRD payment
methodology in effect prior to January 1,
2011 in accordance with section 1881(b)
(12) of the Act and items and services
separately paid under Part B; and

(ii) 75 percent of the payment amount
determined in accordance with section
1881(b)(14) of the Act;

(4) For services provided on and after
January 1, 2014, 100 percent of the
payment amount determined in
accordance with section 1881(b)(14) of
the Act.

(b) One-time election. Except as
provided in paragraph (b)(2) of this
section, ESRD facilities may make a one-
time election to be paid for renal
dialysis services provided during the
transition based on 100 percent of the
payment amount determined under
§413.215 of this part, rather than based
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on the payment amount determined
under paragraph (a) of this section.

(1) Except as provided in paragraph
(b)(3) of this section, the election must
be received by each ESRD facility’s
Medicare administrative contractor
(MAC) by November 1, 2010. Requests
received by the MAC after November 1,
2010, will not be accepted regardless of
postmarks, or delivered dates. MACs
will establish the manner in which an
ESRD facility will indicate their
intention to be excluded from the
transition and paid entirely based on
payment under the ESRD PPS. Once the
election is made, it may not be
rescinded.

(2) If the ESRD facility fails to submit
an election, or the ESRD facility’s
election is not received by their MAC by
November 1, 2010, payments to the
ESRD facility for items and services
provided during the transition will be
based on the payment amounts
determined under paragraph (a) of this
section.

(3) ESRD facilities that become
certified for Medicare participation and
begin to provide renal dialysis services,
as defined in §413.171 of this part,
between November 1, 2010 and
December 31, 2010, must notify their
designated MAC of their election choice
at the time of enrollment.

(c) Treatment of new ESRD facilities.
For renal dialysis services as defined in
§413.171, furnished during the
transition period, new ESRD facilities as
defined in §413.171, are paid based on
the per-treatment payment amount
determined under § 413.215 of this part.

(d) Transition budget-neutrality
adjustment. During the transition, CMS
adjusts all payments, including
payments under this section, under the
ESRD prospective payment system so
that the estimated total amount of
payment equals the estimated total
amount of payments that would

otherwise occur without such a
transition.

W 24. Section 413.241 is added to
subpart H to read as follows:

§413.241 Pharmacy arrangements.

Effective January 1, 2011, an ESRD
facility that enters into an arrangement
with a pharmacy to furnish renal
dialysis service drugs and biologicals
must ensure that the pharmacy has the
capability to provide all classes of renal
dialysis service drugs and biologicals to
patients in a timely manner.

PART 414—PAYMENT FOR PART B
MEDICAL AND OTHER HEALTH
SERVICES

m 25. The authority citation for part 414
continues to read as follows:

Authority: Secs. 1102, 1871, and 1881(b)(1)
of the Social Security Act (42 U.S.C. 1302,
1395hh, and 1395rr(b)(1))

Subpart E—Determination of
Reasonable Charges Under the ESRD
Program

W 26. Section 414.330 is amended by—
m A.Removing “§413.170” and adding
in its place “§413.210” in paragraph
(a)(1) and paragraph (b)(1).

m B. Revising the heading of paragraph
(@)(2).

m C. Revising the heading of paragraph
(b)(2).

m D. Removing the paragraph heading
and adding in its place new
introductory text in paragraph (c).

§414.330 Payment for home dialysis
equipment, supplies, and support services.
(a] * *x %
(2) Exception for equipment and
supplies furnished prior to January 1,
2011. * * *

* * * * *

(b)* E

(2) Exception for home support
services furnished prior to January 1,
2011.* * *

* * * * *

(c) Payment limits for support
services, equipment and supplies, and
notification of changes to the payment
limits apply prior to January 1, 2011 as

follows:
* * * * *

W 27.Revise §414.335 toread as
follows:

§414.335 Payment for EPO furnished to a
home dialysis patient for use in the home.

(a) Prior to January 1, 2011, payment
for EPO used at home by a home
dialysis patient is made only to either a
Medicare approved ESRD facility or a
supplier of home dialysis equipment
and supplies. Effective January 1, 2011,
payment for EPO used at home by a
home dialysis patient is made only to a
Medicare-approved ESRD facility in
accordance with the per treatment
payment as defined in §413.230.

(b) After January 1, 2011, a home and
self training amount is added to the per
treatment base rate for adult and
pediatric patients as defined in
§413.230
(Catalog of Federal Domestic Assistance
Program No. 93.773, Medicare—Hospital
Insurance; and Program No. 93.774,
Medicare—Supplementary Medical
Insurance Program)

Dated: July 15, 2010.

Donald M. Berwick,

Administrator, Centers for Medicare &
Medicaid Services.

Approved: July 22, 2010.
Kathleen Sebelius,
Secretary.

Note: The following tables will not appear
in the Code of Federal Regulations.

BILLING CODE P
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Table A: Payment Multipliers for an Expanded Bundle of Services, ages 18 and
older, 2006-08

Base Rate - $229.63

Estimated payment multipliers
based on a two-equation model
Modeled
Composite rate Separately case-mix
services' billable adjustment™
. services

Variable PmtMultcr PmtMultsg PmtMultes
Adjustments for patient characteristics
Age

18-44 1.254 0.996 1.171

45-59 1.023 0.992 1.013

60-69 1.000 1.000 1.000

70-79 1.033 0.963 1.011

80+ 1.063 0.915 1.016
Body surface area (per 0.1 m?) 1.023 1.014 1.020
Underweight (BMI <18.5) 1.0007 1.078 1.025
Time since onset of renal dialysis < 4 months 1.539 1.450 1.510
Pericarditis (acute*) 1.0007 1.354 1.114
Bacterial pneumonia (acute*) 1.000° 1.422 1.135
Gastro-intestinal tract bleeding (acute*®) 1.0007 1.571 1.183
Hereditary hemolytic or sickle cell anemia 1.0007 1.225 1.072
(chronic*)
Myelodysplastic syndrome (chronic*) 1.000° 1.309 1.099
Monoclonal gammopathy”® (chronic*) 1.000" 1.074 1.024
Low volume facility adjustment
Facility size < 4,000 treatments during each 1.347 0.975 1.189
year from 2006-08

AA multiplier of 1.000 was used for factors that lacked statistical significance in models of resource use or lacked stability in the estimated
multipliers.

"The CR payment multipliers (PmtMultcg) are based on a facility level log-linear regression model of the average composite rate cost/session for
2006-08 (n=12,974 facility years). This model also included facility characteristics (an indicator of low volume facilities as a potential payment
variable and control variables for other facility size categories, urban/rural location, calendar year, facility ownership type, composite rate exception,
% of patients in the facility with URR<65%, and % of home dialysis training treatments in the facility) and the percent of pediatric patients as
additional covariates (R-sq=41.0%).

“Based on a patient-month level log-linear regression model of separately billable Medicare Allowable Payments/session for 2006-08 (n=8,603,325
patient months) that included facility characteristics (an indicator of low volume facilities as a potential payment variable as well as control variables
for other facility size categories, urban/rural location, calendar year, facility ownership type, composite rate payment exception, and % of patients in
the facility with URR<65%) as additional covariates. An R-squared value of 5.1% was calculated at the patient level based on a regression model
that used the average predicted SB MAP per treatment during each patient year (calculated by averaging the monthly predicted values for each
patient from the patient-month SB model) to explain variation in the average observed MAP per treatment for the patient year (with a log
transformation applied to both the average predicted and average observed SB values). The R-squared value for the patient-month level log-linear
SB model was 3.3%.

*The combined payment multipliers for patient characteristics were calculated as PmtMultgg = WeightcrxPmtMultcg + WeightsgxPmtMultss, where
PmtMultcr is the estimated multiplier from a facility level model of composite rate costs and PmtMultsg is the estimated multiplier from a patient level
model of separately billable MAP. Based on total estimated costs of $177.72 per session for composite rate services, $83.97 per session for
separately billable services, and $261.69 per session for composite rate and separately billable services ($177.72+$83.97), the relative weights are
Weightcr=0.6791 for composite rate services ($177.72/$261.69) and Weightsg=0.3209 for separately billable services ($83.97/$261.69). The
combined low volume multiplier was calculated relative to all other facilities.

“To determine the incremental payment for low volume facilities, the low volume facility payment multiplier was calculated relative to all other
facilities combined. The estimated low volume coefficients from the regression models (which correspond to the CR and SB multipliers of 1.347 and
0.975, respectively, in the table above) were first divided by the weighted average of the other facility size coefficients in the models. A similar
weighting procedure to that described above for the other payment multipliers was then used in calculating the resulting low volume adjustment of
1.189. The same payment adjustment is being used for both adult and pediatric patients in a low volume facility.

SExcludes multiple myeloma.
*Comorbidities referred to as "acute" were identified in the current month or previous 3 months of claims. Comorbidities referred to as "chronic"
were identified in claims since 2000.
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Table B: Payment Multipliers for Pediatric Patients Based on Adjustments for Age
and Modality

Base Rate - $229.63

Separately Expanded
Patient characteristics billable (SB) payment bundle

multiplier1 payment

Cell Age Modality multiplier
1 <13 PD 0.319 1.033
2 <13 Hemo 1.185 1.219
3 13-17 PD 0.476 1.067
4 13-17 Hemo 1.459 1.277

'Based on a pediatric patient month level regression model of SB MAP/session for 2006-08 (n=17,142 pediatric patient months) that
included age (<13 vs. 13-17) and modality (PD vs. HD). An R-squared value calculated at the patient year level was 34.8%. This
calculation was based on a regression model that used the average predicted SB MAP per treatment during each patient year (calculated by
averaging the monthly predicted values for each patient from the patient-month SB model) to explain variation in the average observed SB
MAP per treatment for the patient year. In estimating this R-squared value, a log transformation was applied to both the average predicted
and average observed SB values. The R-squared value for the patient month regression model was 32.8%. Subgroup-specific smearing
adjustments were applied to the estimated multipliers from the model. The SB payment multipliers presented above were calculated relative
to the average SB multiplier among pediatric patients, such that the average pediatric SB payment multiplier is 1.000.
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Table C: Part B Drugs Included in the Proposed and Final ESRD PPS Base Rate

Category Included in
ESRD PPS Base Rate

Proposed Final

Category HCPCS | Title Rule Rule
Access management | J1642 INJ HEPARIN SODIUM PER 10 U Yes Yes

J1644 INJ HEPARIN SODIUM PER 1000U

J1945 LEPIRIDUN

J2993 RETEPLASE INJECTION

J2997 ALTEPLASE RECOMBINANT

J3364 UROKINASE 5000 IU INJECTION

J3365 UROKINASE 250,000 IU INJ
Anemia management | J0882 DARBEPOETIN Yes Yes

J0886 EPO

J1751° IRON DEXTRAN

J1752° IRON DEXTRAN

J1756 IRON SUCROSE INJECTION

J2916 NA FERRIC GLUCONATE COMPLEX

J3420 VITAMIN B12 INJECTION

Q4055" | EPO
Antiemetic J0780 PROCHLORPERAZINE INJECTION Yes Yes

J1260 DOLASETRON MESYLATE

J1626 GRANISETRON HCL INJECTION
J2405 ONDANSETRON HCL INJECTION
J2550 PROMETHAZINE HCL INJECTION
J2765 METOCLOPRAMIDE HCL INJECTION
J2950 PROMAZINE HCL INJECTION

J3230 CHLORPROMAZINE HCL INJECTION
J3250 TRIMETHOBENZAMIDE HCL INJ
J3310 PERPHENAZINE INJECITON

Anxiolytic J2060 LORAZEPAM INJECTION Yes Yes
J2250 INJ MIDAZOLAM HYDROCHLORIDE
J3360 DIAZEPAM INJECTION

Bone and mineral J0610 CALCIUM GLUCONATE INJECTION Yes Yes
metabolism J0630 CALCITONIN SALMON INJECTION
J0635 CALCITRIOL

J0636 INJ CALCITRIOL PER 0.1 MCG
J0895 DEFEROXAMINE MESYLATE INJ
J1270 INJECTION, DOXERCALCIFEROL
J1740 IBANDRONATE SODIUM

J2430 PAMIDRONATE DISODIUM /30 MG
J2500" | PARICALCITOL

J2501 PARICALCITOL

Cellular management | J1955 INJ LEVOCARNITINE PER 1 GM Yes Yes

Pain management J1170 HYDROMORPHONE INJECTION Yes Yes
J1885 KETOROLAC TROMETHAMINE INJ
J2175 MEPERIDINE HYDROCHL /100 MG
J2270 MORPHINE SULFATE INJECTION
J2271 MORPHINE SO4 INJECTION 100MG
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Category Included in
ESRD PPS Base Rate

J1940

FUROSEMIDE INJECTION

Proposed Final

Category HCPCS | Title Rule Rule

J2275 MORPHINE SULFATE INJECTION

J2300 INJ NALBUPHINE HYDROCHLORIDE

J2310 INJ NALOXONE HYDROCHLORIDE

J3010 FENTANYL CITRATE INJECITON

J3070 PENTAZOCINE INJECTION
Anti-infective J0o278 AMIKACIN SULFATE Yes Yes

J0285 | AMPHOTERICIN B

J0290 AMPICILLIN 500 MG INJ

J0295 | AMPICILLIN SODIUM PER 1.5 GM

J0456 | AZITHROMYCIN

J0530 PENICILLIN G BENZATHINE INJ

J0560 PENICILLIN G BENZATHINE INJ

J0580 PENICILLIN G BENZATHINE INJ

J0637 CASPOFUNGIN ACETATE

J0690 CEFAZOLIN SODIUM INJECTION

J0692 CEFEPIME HCL FOR INJECTION

J0694 CEFOXITIN SODIUM INJECTION

J0696 CEFTRIAXONE SODIUM INJECTION

J0697 STERILE CEFUROXIME INJECTION

J0698 CEFOTAXIME SODIUM INJECTION

Jo713 INJ CEFTAZIDIME PER 500 MG

Jo715 CEFTIZOXIME SODIUM / 500 MG

J0743 CILASTATIN SODIUM INJECTION

J0744 CIPROFLOXACIN IV

J0s78 DAPTOMYCIN

J1335 ERTAPENEM SODICUM

J1364 ERYTHRO LACTOBIONATE /500 MG

J1450 FLUCONAZOLE

J1580 GARAMYCIN GENTAMICIN INJ

J1590 GATIFLOXACIN INJECTION

J1840 KANAMYCIN SULFATE 500 MG INJ

J1890 CEPHALOTHIN SODIUM INJECTION

J1956 LEVOFLOXACIN INJECTION

J2020 LINEZOLID INJECTION

J2185 MEROPENEM

J2280 MOXIFLOXACIN

J2510 PENICILLIN G PROCAINE INJ

J2540 PENICILLIN G POTASSIUM INJ

J2543 PIPERACILLIN/TAZOBACTAM

J2700 OXACILLIN SODIUM INJECTION

J3000 STREPTOMYCIN INJECTION

J3260 TOBRAMYCIN SULFATE INJECTION

J3370 VANCOMYCIN HCL INJECTION
Composite rate drugs | A4802 PROTAMINE SULFATE PER 50 MG Yes No
that were billed J1200 DIPHENHYDRAMINE HCL INJECTIO
separately J1240 DIMENHYDRINATE INJECTION
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Category Included in
ESRD PPS Base Rate

Proposed Final
Category HCPCS | Title Rule Rule
J2001 LIDOCAINE HCL 10MG
J2150 MANNITOL INJECTION
J2720 INJ PROTAMINE SULFATE/10 MG
J2795 ROPIVACAINE HCL INJECTION
J3410 HYDROXYZINE HCL INJECTION
Hepatitis B vaccine 90371 HEP B IG, IM No No
90740 HEPB VACC, ILL PAT 3 DOSE IM
90743 HEP B VACC, ADOL, 2 DOSE, IM
90744 HEPB VACC PED/ADOL 3 DOSE IM
90746 HEP B VACCINE, ADULT, IM
90747 HEPB VACC, ILL PAT 4 DOSE IM
90748 HEP B/HIB VACCINE, IM
Flu vaccine 90655 FLU VACCINE No No
90656 FLU VACCINE
90657 FLU VACCINE, 6-35 MO, IM
90658 FLU VACCINE, 3 YRS, IM
90660 FLU VACCINE, NASAL
Pneumoccocal 90732 PNEUMOCOCCAL VACCINE No No
vaccine
Other vaccine 90471 IMMUNIZATION ADMIN Yes No
90585 BCG VACCINE, PERCUT
90632 HEP A VACCINE, ADULT IM
90633 HEP A VACC, PED/ADOL, 2 DOSE
90636 HEP A/HEP B VACC, ADULT IM
90648 HIB VACCINE, PRP-T, IM
90700 DTAP VACCINE, IM
90703 TETANUS VACCINE, IM
90707 MMR VACCINE, SC
90714 TETANUS AND DIPTHERIA TOXOIDS
90715 ACCELULLAR DPT
90716 CHICKEN POX VACCINE, SC
90717 YELLOW FEVER VACCINE, SC
90718 TD VACCINE > 7, IM
90723 DTAP-HEP B-IPV VACCINE, IM
90733 MENINGOCOCCAL VACCINE, SC
90734 MENINGOCOCCAL CONJUGATE
VACCINE SEROGROUPS A,C,Y AND W-
135 (TETRAVALENT), IM
90735 ENCEPHALITIS VACCINE, SC
Immune system J1440 FILGRASTIM 300 MCG INJECTION Yes No
J1441 FILGRASTIM 480 MCG INJECTION
J1566 IMMUNE GLOBULIN
J1567 IMMUNE GLOBULIN
J2504 PEGADEMASE BOVINE
J7500 AZATHIOPRINE ORAL 50MG
J7502 CYCLOSPORINE ORAL 100 MG

J7506

PREDNISONE ORAL
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Category Included in
ESRD PPS Base Rate

Proposed Final
Category HCPCS | Title Rule Rule
J7507 TACROLIMUS ORAL PER 1 MG
J7515 CYCLOSPORINE ORAL 25 MG
J7517 MYCOPHENOLATE MOFETIL ORAL
J7518 MYCOPHENOLIC ACID ORAL
J7520 SIROLIMUS, ORAL
J9216 INTERFERON GAMMA 1-B INJ
Q4088 IMMUNE GLOBULIN
Q4092 IMMUNE GLOBULIN
Non-ESRD drug J0150 INJECTION ADENOSINE 6 MG Yes No
J0152 ADENOSINE
J0170 ADRENALIN EPINEPHRIN INJECT
J0180 INJECTION, AGALSIDASE BETA, 1 MG
J0270 ALPROSTADIL FOR INJECTION
J0280 AMINOPHYLLIN 250 MG INJ
J0282 AMIODARONE HCL
J0330 SUCCINYCHOLINE CHLORIDE INJ
J0360 HYDRALAZINE HCL INJECTION
J0460 ATROPINE SULFATE INJECTION
J0475 BACLOFEN 10 MG INJECTION
J0583 BIVALIRUDIN
J0670 INJ MEPIVACAINE HCL/10 ML
J0702 BETAMETHASONE ACET&SOD PHOSP
JO706 CAFFEINE CITRATE INJECTION
J0735 CLONIDINE HYDROCHLORIDE
J0760 COLCHICINE INJECTION
J0835 INJ COSYNTROPIN PER 0.25 MG
J1040 METHYLPREDNISOLONE 80 MG INJ
J1070 TESTOSTERONE CYPIONAT 100 MG
J1080 TESTOSTERONE CYPIONAT 200 MG
J1100 DEXAMETHASONE SODIUM PHOS
J1160 DIGOXIN INJECTION
J1165 PHENYTOIN SODIUM INJECTION
J1245 DIPYRIDAMOLE INJECTION
J1250 INJ DOBUTAMINE HCL/250 MG
J1265 DOPAMINE HCL
J1410 INJ ESTROGEN CONJUGATE 25 MG
J1570 GANCICLOVIR SODIUM INJECTION
J1600 GOLD SODIUM THIOMALEATE INJ
J1610 GLUCAGON HYDROCHLORIDE/1 MG
J1630 HALOPERIDOL INJECTION
J1631 HALOPERIDOL DECANOATE INJ
J1645 DALTEPARIN SODIUM
J1650 INJ ENOXAPARIN SODIUM
J1670 TETANUS IMMUNE GLOBULIN INJ
J1700 HYDROCORTISONE ACETATE INJ
J1720 HYDROCORTISONE SODIUM SUCC |
J1730 DIAZOXIDE INJECTION
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Category Included in
ESRD PPS Base Rate

Proposed Final
Category HCPCS | Title Rule Rule
J1785 INJECTION IMIGLUCERASE /UNIT
J1790 DROPERIDOL INJECTION
J1815 INSULIN INJECTION
J1817 INSULIN FOR INSULIN PUMP USE
J1950 LEUPROLIDE ACETATE /3.75 MG
J2320 NANDROLONE DECANOATE 50 MG
J2321 NANDROLONE DECANOATE 100 MG
J2322 NANDROLONE DECANOATE 200 MG
J2360 ORPHENADRINE INJECTION
J2370 PHENYLEPHRINE HCL INJECTION
J2440 PAPAVERIN HCL INJECTION
J2515 PENTOBARBITAL SODIUM INJ
J2560 PHENOBARBITAL SODIUM INJ
J2597 INJ DESMOPRESSIN ACETATE
J2710 NEOSTIGMINE METHYLSLFTE INJ
J2780 RANITIDINE HYDROCHLORIDE INJ
J2794 RISPERIDONE
J2910 AUROTHIOGLUCOSE INJECITON
J2920 METHYLPREDNISOLONE INJECTION
J2930 METHYLPREDNISOLONE INJECTION
J3030 SUMATRIPTAN SUCCINATE / 6 MG
J3105 TERBUTALINE SULFATE INJ
J3120 TESTOSTERONE ENANTHATE INJ
J3130 TESTOSTERONE ENANTHATE INJ
J3240 THYROTROPIN INJECTION
J3301 TRIAMCINOLONE ACETONIDE INJ
J3430 VITAMIN K PHYTONADIONE INJ
J3487 ZOLEDRONIC ACID
J7192 FACTOR VIl RECOMBINANT
J7197 ANTITHROMBIN Il INJECTION
J7611 ALBUTEROL, INHALATION SOLUTION
J7613 ALBUTEROL, INHALATION SOLUTION
J7614 LEVALBUTEROL, INHALATION
SOLUTION
J9090 CYCLOPHOSPHAMIDE 500 MG INJ
J9310 RITUXIMAB CANCER TREATMENT
J9340 THIOTEPA INJECTION
Q4084 HYALURONAN OR DERIVATIVE
SYNVISC, IA
Unknown J3490 DRUGS UNCLASSIFIED INJECTION Yes No

* Code terminated
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Table D: List of Former Part D Drugs National Drug Codes Bundled in the ESRD PPS

| Ingredient Name NDC Strength Trade Name

Calcitriol 260530051 0.25 MCG Calcitriol Capsules
000540007 0.25 MCG Calcitriol Capsules
000930657 0.25MCG Calcitriol Capsules
000930658 0.5MCG Calcitriol Capsules
001791578 0.25MG Calcitriol Capsules
001791603 0.5MCG Calcitriol Capsules
004800657 0.25 MCG Calcitriol Capsules
004800658 0.5 MCG Calcitriol Capsules
110140011 0.25 MCG Calcitriol Capsules
142880007 0.25 MCG Calcitriol Capsules
178560007 0.25 MCG Calcitriol Capsules
548684584 0.25 MCG Calcitriol Capsules
551548251 0.25 MCG Calcitriol Capsules
647250048 0.25 MG Calcitriol Capsules
647250049 0.5 MG Calcitriol Capsules
000543120 1 MCG/ML Calcitriol Oral Solution
682589030 0.5 MCG Calcitriol Capsules
548683461 0.25 MCG Rocaltrol Capsules
604910562 0.5 MCG Rocaltrol Capsules
000049115 1 MCG/ML Rocaltrol Oral Solution
633040241 1 MCG/ML Calcitriol Oral Solution

Paricalcitol 000744314 2 MCG Zemplar Capsules
000744315 4 MCG
000744317 1 MCG
110140056 2 MCG
110140057 4 MCG
242360664 1 MCG
511294272 1 MCG
551540001 1 MCG
551546971 1 MCG

Doxercalciferol 110140017 0.5 MCG Hectorol Capsules
110140018 2.5 MCG
511293550 2.5 MCG
584680120 0.5 MCG
584680122 2.0 MCG
584680121 2.5 MCG

Levocarnitine 544800145 1GM/10ML Carnitor Solution Oral
544800144 330MG Carnitor Tablets
586090144 330MG Carnitor Tablets
503830170 1GM/10ML L Carnitine Solution Oral
503830171 10% Levocarnitine Oral Solution
003745030 1G/10ML Levocarnitine Oral Solution
649800503 1G/10ML Levocarnitine Oral Solution
649800130 330MG Levocarnitine Tablets
647200160 330MG Levocarnitine Tablets
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Table E: 1CD-9 CM Codes Recognized for a Co-morbidity Payment Adjustment

Bacterial Pneumonia

ICD-9-CM Descriptor

00322 Salmonella pneumonia

4820 Pneumonia due to Klebsiella pneumnoniae

4821 Pneumonia due to Pseudomonas

4822 Pneumonia due to Hemophilus influenzae

48230 Pneumonia due to Streptococcus, unspecified

48231 Pneumonia due to Streptococcus, Group A

48232 Pneumonia due to Streptococcus, Group B

48239 Pneumonia due to Streptococcus, other Streptococcus
48240 Pneumonia due to Staphylococcus, unspecified

48241 Methicillin susceptible pneumonia due to Staphylococcus aureus
48242 Methicillin resistant pneumonia due to Staphylococcus aureus
48249 Other Staphylococcus pneumonia

48281 Pneumonia due to Anaerobes

48282 Pneumonia due to Escherichia coli (E. coli)

48283 Pneumonia due to other gram-negative bacteria
48284 Pneumonia due to Legionnaires' disease

48289 Pneumonia due to other specified bacteria

5070 Pneumonitis due to inhalation of food or vomitus

5078 Pneumonitis due to other solids and liquids

5100 Empyema, with fistula

5109 Empyema. without mention of fistula

5130 Abscess of lung

Gastrointestinal Bleeding

ICD-9-CM Descriptor

53021 Ulcer of esophagus with bleeding

53100 Acute gastric ulcer with hemorrhage without mention of obstruction

53101 Acute gastric ulcer with hemorrhage with obstruction

53120 Acute gastric ulcer with hemorrhage and perforation without obstruction

53121 Acute gastric ulcer with hemorrhage and perforation with obstruction

53140 Chronic or unspecified gastric ulcer with hemorrhage without mention of obstruction

53141 Chronic or unspecified gastric ulcer with hemorrhage with obstruction

53160 Chronic or unspecified gastric ulcer with hemorrhage and perforation without mention of
obstruction

53161 Chronic or unspecified gastric ulcer with hemorrhage and perforation with obstruction

53200 Acute duodenal ulcer with hemorrhage without mention of obstruction

53201 Acute duodenal ulcer with hemorrhage with obstruction

53220 Acute duodenal ulcer with hemorrhage and perforation without mention of obstruction

53221 Acute duodenal ulcer with hemorrhage and perforation with obstruction

53240 Chronic or unspecified duodenal ulcer with hemorrhage without mention of obstruction

53241 Chronic or unspecified duodenal ulcer with hemorrhage with obstruction

53260 Chronic or unspecified duodenal ulcer with hemorrhage and perforation without mention of
obstruction

53261 Chronic or unspecified duodenal ulcer with hemorrhage and perforation with obstruction

53300 Acute peptic ulcer with hemorrhage without mention of obstruction

53301 Acute peptic ulcer with hemorrhage with obstruction

53320 Acute peptic ulcer with hemorrhage and perforation without mention of obstruction

53321 Acute peptic ulcer with hemorrhage and perforation with obstruction

53340 Chronic or unspecified peptic ulcer with hemorrhage without mention of obstruction

53341 Chronic or unspecified peptic ulcer with hemorrhage with obstruction

53360 Chronic or unspecified peptic ulcer with hemorrhage and perforation without mention of
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53361
53400
53401
53420
53421
53440
53441
53460

53461
53571
53783
56202
56203
56212
56213
56985

obstruction

Chronic or unspecified peptic ulcer with hemorrhage and perforation with obstruction

Acute gastrojejunal ulcer with hemorrhage without mention of obstruction

Acute gastrojejunal ulcer with hemorrhage with obstruction

Acute gastrojejunal ulcer with hemorrhage and perforation without mention of obstruction
Acute gastrojejunal ulcer with hemorrhage and perforation with obstruction

Chronic or unspecified gastrojejunal ulcer with hemorrhage without mention of obstruction
Chronic or unspecified gastrojejunal ulcer with hemorrhage with obstruction

Chronic or unspecified gastrojejunal ulcer with hemorrhage and perforation without mention of
obstruction

Chronic or unspecified gastrojejunal ulcer with hemorrhage and perforation with obstruction
Eosinophilic gastritis, with hemorrhage

Angiodysplasia of stomach and duodenum with hemorrhage

Diverticulosis of small intestine with hemorrhage

Diverticulitis of small intestine with hemorrhage

Diverticulosis of colon with hemorrhage

Diverticulitis if colon with hemorrhage

Angiodysplasia of intestine with hemorrhage

Hereditary hemolytic and sickle cell anemia

ICD-9-CM Descriptor

2820 Hereditary spherocytosis

2821 Hereditary elliptocytosis

2822 Anemias due to disorders of glutathione metabolism

2823 Other hemolytic anemias due to enzyme deficiency

28241 Sickle-cell thalassemia without crisis

28242 Sickle-cell thalassemia with crisis

28249 Other thalassemias

28261 Sickle-cell disease, Hb-SS disease without crisis

28262 Sickle-cell disease, Hb-SS disease with crisis

28263 Sickle-cell disease, Sickle-cell/Hb-C disease without crisis
28264 Sickle-cell disease, Sickle-cell/Hb-C disease with crisis
28268 Sickle-cell disease, Other sickle-cell disease without crisis
28269 Sickle-cell disease, Other sickle-cell disease with crisis

ICD-9-CM

Monoclonal gammopathy (in the absence of multiple myeloma)

Descriptor

2731

Monoclonal paraproteinemia [includes monoclonal gammopathy]

Myelodysplastic syndrome

ICD-9-CM Descriptor

23871 Essential thrombocythemia

23872 Low grade myelodysplastic syndrome lesions

23873 High grade myelodysplastic syndrome lesions

23874 Myelodysplastic syndrome with 5q deletion

23875 Myelodysplastic syndrome, unspecified

23876 Myelofibrosis with myeloid metaplasia

Pericarditis

ICD-9-CM Descriptor

4200 Acute pericarditis in diseases classified elsewhere

42090 Other and unspecified pericarditis, acute pericarditis, unspecified
42091 Other and unspecified pericarditis, acute idiopathic paricarditis
42099 Other acute pericarditis
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Table F: ESRD-Related Laboratory Tests

CPT/ HCPCS Short Description
82040 Assay of serum albumin
82108 Assay of aluminum
82306 Vitamin d, 25 hydroxy
82310 Assay of calcium
82330 Assay of calcium, lonized
82374 Assay, blood carbon dioxide
82379 Assay of carnitine
82435 Assay of blood chloride
82565 Assay of creatinine
82570 Assay of urine creatinine
82575 Creatinine clearance test
82607 Vitamin B-12
82652 Vit d 1, 25-dihydroxy
82668 Assay of erythropoietin
82728 Assay of ferritin
82746 Blood folic acid serum
83540 Assay of iron
83550 Iron binding test
83735 Assay of magnesium
83970 Assay of parathormone
84075 Assay alkaline phosphatase
84100 Assay of phosphorus
84132 Assay of serum potassium
84134 Assay of prealbumin
84155 Assay of protein, serum
84295 Assay of serum sodium
84466 Assay of transferrin
84520 Assay of urea nitrogen
84540 Assay of urine/urea-n
84545 Urea-N clearance test
85014 Hematocrit
85018 Hemoglobin
Complete (cbc), automated (HgB, Hct, RBC, WBC, and Platelet
85025 count) and automated differential WBC count.
Complete (cbc), automated (HgB, Hct, RBC, WBC, and Platelet
85027 count)
85041 Automated rbc count
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CPT/ HCPCS Short Description
85044 Manual reticulocyte count
85045 Automated reticulocyte count
85046 Reticyte/hgb concentrate
85048 Automated leukocyte count
86704 Hep b core antibody, total
86705 Hep b core antibody, igm
86706 Hep b surface antibody
87040' Blood culture for bacteria
870701 Culture, bacteria, other
87071" Culture bacteria aerobic othr
87073' Culture bacteria anaerobic
87075" Cultr bacteria, except blood
87076" Culture anaerobe ident, each
87077 Culture aerobic identify
87081" Culture screen only

87340 Hepatitis b surface ag, eia
G0306 CBC/diff wbc w/o platelet
G0307 CBC without platelet

" Only ESRD-related when testing is related to the dialysis access site

[FR Doc. 2010-18466 Filed 7—26—10; 4:15 pm]
BILLING CODE C



