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AGENCY: Centers for Medicare &
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ACTION: Proposed rule.

SUMMARY: This proposed rule would
implement a case-mix adjusted bundled
prospective payment system (PPS) for
Medicare outpatient end-stage renal
disease (ESRD) dialysis facilities
beginning January 1, 2011, in
compliance with the statutory
requirement of the Medicare
Improvements for Patients and
Providers Act (MIPPA), enacted July 15,
2008. The proposed ESRD PPS would
replace the current basic case-mix
adjusted composite payment system and
the methodologies for the
reimbursement of separately billable
outpatient ESRD services.

DATES: To be assured consideration,
comments must be received at one of
the addresses provided below, no later
than 5 p.m. on November 16, 2009.

ADDRESSES: In commenting, please refer
to file code CMS-1418-P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (please choose only one of the
ways listed):

1. Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov.

Follow the instructions under the
“More Search Options” tab.

2. By regular mail. You may mail
written comments to the following
address ONLY: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-1418-P, P.O. Box 8010, Baltimore,
MD 21244-8010.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

3. By express or overnight mail. You
may send written comments to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS—1418-P, Mail
Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

4. By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments before the close
of the comment period to either of the
following addresses: a. For delivery in
Washington, DC—Centers for Medicare
& Medicaid Services, Department of
Health and Human Services, Room 445—
G, Hubert H. Humphrey Building, 200
Independence Avenue, SW.,
Washington, DC 20201.

(Because access to the interior of the
Hubert H. Humphrey Building is not
readily available to persons without
Federal government identification,
commenters are encouraged to leave
their comments in the CMS drop slots
located in the main lobby of the
building. A stamp-in clock is available
for persons wishing to retain a proof of
filing by stamping in and retaining an
extra copy of the comments being filed.)

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244—1850.

If you intend to deliver your
comments to the Baltimore address,
please call telephone number (410) 786—
9994 in advance to schedule your
arrival with one of our staff members.

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
received after the comment period.

Submission of comments on
paperwork requirements. You may
submit comments on this document’s
paperwork requirements by following
the instructions at the end of the
“Collection of Information
Requirements” section in this
document.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.

FOR FURTHER INFORMATION CONTACT:
William Cymer, (410) 786—4533. Lynn
Riley, (410) 786—1286, (ESRD Quality
Incentive Program.)
SUPPLEMENTARY INFORMATION: Inspection
of Public Comments: All comments
received before the close of the
comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following Web
site as soon as possible after they have
been received: http://
www.regulations.gov. Follow the search
instructions on that Web site to view
public comments.

Comments received timely will also
be available for public inspection as

they are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, Maryland 21244, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
phone 1-800-743-3951.
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Acronyms

Because of the many terms to which we
refer by acronym in this proposed rule, we
are listing the acronyms used and their
corresponding meanings in alphabetical
order below:

Act The Social Security Act

BIPA Medicare, Medicaid, and SCHIP (State
Children’s Health Insurance Program)
Benefits Improvement and Protection Act
of 2000 (Pub. L. 106-554)

BMI Body mass index

BN Budget neutrality

BSA Body surface area

CBSA Core-Based Statistical Area

CDC Centers for Disease Control and
Prevention

CFR Code of Federal Regulations

CMS Centers for Medicare & Medicaid
Services

CPM Clinical performance measure

CR Composite rate

CROWN Consolidated Renal Operations in
a Web-Enabled Network

CY Calendar year

DME Durable medical equipment

EDB Enrollment Data Base

EPO Epoetin alfa

ESA Erythropoiesis stimulating agent

ESRD End stage renal disease

FI Fiscal intermediary

FY Fiscal year

GAO Government Accountability Office

HD Hemodialysis

IHS Indian Health Service

Kt/V A measure of dialysis adequacy where
K is dialyzer clearance, t is dialysis time,
and V is total body water volume

LDO Large dialysis organization

MAC Medicare Administrative Contractor

MAP Medicare allowable payment

MCP Monthly capitation payment

MedPAC Medicare Payment Advisory
Commission

MIPPA Medicare Improvements for Patients
and Providers Act of 2008 (Pub. L. 110-
275)

MMA Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (Pub. L. 108-173)

MSA Metropolitan Statistical Area

NEC Not elsewhere classified

NIH National Institutes of Health

NOS Not otherwise specified

NQF National Quality Forum

OMB Office of Management and Budget

OSCAR Online State Certification and
Reporting System

PD Peritoneal dialysis

PFS Physician fee schedule

PPS Prospective payment system

PDE Prescription drug event

PVD Peripheral vascular disease

REMIS Renal Management Information
System

RRB Railroad Retirement Board

RRT Renal replacement therapy

SB Separately billable

SIMS ESRD Standard Information
Management System

SSA Social Security Administration

UM-KECC University of Michigan, Kidney
Epidemiology & Cost Genter

URR Urea reduction ratio

I. Background

A. Origins of the Composite Payment
System

Section 2991 of the Social Security
Amendments of 1972, Public Law 92—
603, established the end-stage renal
disease (ESRD) program under
Medicare. That law extended Medicare
coverage to individuals regardless of age
who have permanent kidney failure,
requiring either dialysis or kidney
transplantation to maintain life, and
meet certain other eligibility criteria. On
July 1, 1973, the Medicare program
extended benefits to about 11,000
beneficiaries with ESRD. In calendar
year 1974, the program paid benefits of
about $229 million for dialysis,
transplant, and other services. By 1979,
the number of beneficiaries had grown
to 42,500, with payments reaching $985
million.

Because of concern over the rapid
escalation in expenditures for the ESRD
program, the Congress enacted
legislation in 1978 (Pub. L. 95-292,
“ESRD Program Amendments of 1978”),
which amended title XVIII of the Social
Security Act (the Act) to add new
section 1881, which governs Medicare
payment for ESRD benefits. In
particular, section 1881(b)(2)(B) of the
Act directed us to publish regulations
establishing methods and procedures to
determine the costs incurred by ESRD
providers and renal dialysis facilities in
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furnishing covered services to
individuals with ESRD, and to
determine, on a cost-related or other
equitable and economically efficient
basis, payment amounts for part B
services furnished by such providers
and facilities to individuals with ESRD.
Section 1881(b)(2)(B) of the Act also
provided that we establish a prospective
reimbursement method for those
services with incentives for encouraging
facilities to be more efficient and
provide cost-effective care.

The enactment of the Omnibus
Budget Reconciliation Act of 1981,
Public Law 97-35, resulted in a further
directive for implementing changes to
the ESRD payment system. Section 2145
of Public Law 97-35 amended section
1881 of the Act by requiring the
Secretary to provide by regulation a
method for determining prospectively
the amounts of payments for dialysis
services furnished by providers of
services and renal dialysis facilities to
individuals in a facility, and to such
individuals at home. In particular, the
law required that such method be based
on a single composite weighted formula
(“composite rate”) (which takes into
account the mix of patients who receive
services at a facility or at home and the
relative costs for furnishing such
services) for hospital-based facilities
and such a single composite rate for
other renal dialysis facilities, or that
payment be based on such other method
or combination of methods which
differentiate between hospital-based and
other renal dialysis facilities, and which
would more effectively encourage more
efficient delivery of dialysis services
and would provide greater incentives
for increased use of home dialysis.

As a result of these statutory
requirements, on February 12, 1982, we
published a proposed rule on
reimbursement for outpatient dialysis
services (47 FR 6556) to implement
section 1881 of the Act, as amended by
section 2145 of Public Law 97-35. The
regulations provided that each facility
would receive a payment rate per
dialysis treatment (“‘composite rate”),
that is adjusted for geographic
differences in area wage levels for the
treatment furnished in the facility or at
home. We refer to the methodology for
payment of outpatient maintenance
dialysis services on a per-treatment
basis as the “‘composite payment
system”.

Final regulations implementing the
composite payment system were
published on May 11, 1983 (48 FR
21254). The initial payment rates, which
were developed from Medicare cost
reports for fiscal years ending in 1977,
1978, and 1979, were established at

$127 per treatment for independent
facilities and $131 for hospital-based
facilities. The composite payment
system was effective August 1, 1983. It
was limited to payments for the costs
incurred by dialysis facilities furnishing
outpatient maintenance dialysis,
including some routinely provided
drugs, laboratory tests, and supplies,
whether furnished by hospital-based
and independent facilities in a facility
or at home. We established separate
rates for hospital-based and
independent dialysis facilities, and
provided a process under which
facilities with costs in excess of their
payment rates could seek exceptions to
those rates under specified
circumstances.

With regard to home dialysis, this
system was the basis for reimbursing
home dialysis furnished by hospital-
based and independent facilities
(“Method I”’). (The other is “Method II,”
under which the beneficiary works
directly with a durable medical
equipment supplier to obtain the
supplies and equipment needed.) For
further information on the distinctions
between Method I and Method II, see
section IILE of this proposed rule.

The composite payment system
implemented in 1983 was relatively
comprehensive with respect to the renal
dialysis services included as part of the
composite payment bundle. However, a
substantial portion of expenditures for
renal dialysis services are excluded
from the composite payment system and
reimbursed in accordance with the
respective fee schedules or other
payment methodologies. For example,
payment for erythropoiesis stimulating
agents (ESAs) such as epoetin alfa (EPO,
for example, Epogen®) and darbepoetin
alfa (ARANESP®) used to treat anemia,
and vitamin D analogues (paracalcitol,
doxercalciferol, calcitriol), is made
outside of the composite payment
system as separately billable services.
These separately billable services
currently comprise about 40 percent of
total spending for outpatient
maintenance dialysis. The present
payment for outpatient maintenance
dialysis under Medicare represents a
mix of prospective payment, fee-for-
service, and other payment rules.

Subsequent inflation increases to the
composite payment system applied only
in response to specific statutory
directives. For example, between 1983
and 2001, the payment rates were
increased only three times. A $1.00
increase per treatment was effective
January 1, 1991 as a result of the
enactment of the Omnibus Budget
Reconciliation Act of 1990, Public Law
101-508. The rates were not revised

again until the enactment of the
Medicare, Medicaid, and SCHIP
Balanced Budget Refinement Act of
1999, Public Law 106-113, which
increased the payments by 1.2 percent
effective January 1, 2000 and January 1,
2001, respectively.

During the last few years,
policymakers and other interested
parties, including the Medicare Payment
Advisory Commission (MedPac) and the
Government Accountability Office
(GAO), have examined the Medicare
outpatient maintenance dialysis
payment system and suggested a
bundled prospective payment approach.
See Medicare Payment Advisory
Commission (MedPAC): Report to the
Congress: Medicare Payment Policy,
March 2001, March 2005, and March
2007, and GAO Report GAO-07-77, End
Stage Renal Disease: Bundling
Medicare’s Payment for Drugs with
Payment for All ESRD Services Would
Promote Efficiency and Clinical
Flexibility, November 2006. We believe
that a fully bundled PPS would combine
composite rate dialysis services with
separately billable services under a
single payment, adjusted to reflect
patient differences in resource needs or
case-mix. As in any PPS, dialysis
facilities would keep the difference if
Medicare payments exceeded costs for
the bundled services, and would be
liable for the difference if costs
exceeded Medicare payments.

Aside from resulting in a single
comprehensive payment for all services
included in the bundle, we believe a
bundled ESRD PPS would have several
objectives. These include eliminating
incentives to overuse profitable
separately billable drugs, particularly
EPO, the targeting of greater payments
to ESRD facilities with more costly
patients to promote both equitable
payment and access to services, and the
promotion of operational efficiency.
Because of the increased flexibility a
bundled PPS would provide in the
delivery of outpatient maintenance
dialysis services, we believe that it
could also increase desirable clinical
outcomes, resulting in an enhanced
quality of care.

B. Statutory Authority for a Bundled
ESRD PPS

1. BIPA

The Congress has twice required
studies on the bundling of additional
services into the composite payment
system. In section 422(c)(2) of the
Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection
Act of 2000 (BIPA), Public Law 106—
554, the Congress required the Secretary
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to issue a report on a bundled system
that would include separately billable
drugs and clinical laboratory services
routinely used in furnishing dialysis.
The Secretary submitted this report,
Toward a Bundled Outpatient Medicare
End Stage Renal Disease Prospective
Payment System, to Congress in May
2003. That report contained three major
findings that would form the basis for
the subsequent development of a
bundled ESRD PPS:

1. Currently available administrative
data are adequate for proceeding with
the development of an expanded
outpatient ESRD PPS.

2. Case-mix adjustment is potentially
feasible based on available clinical
information for ESRD patients in order
to pay facilities appropriately for
treating more costly resource intensive
patients.

3. Current quality review initiatives
provide a basis for monitoring the
impact of a bundled ESRD PPS after
implementation, to ensure quality of
care does not deteriorate in response to
the system’s efficiency incentives.

The Secretary’s May 2003 report
contained recommendations and
conclusions drawn from research,
which CMS had initiated on its own
prior to the enactment of the law. In
September 2000, the Kidney
Epidemiology and Cost Center of the
University of Michigan (UM-KECC) was
awarded a multi-phased research
contract. That research led to UM-
KECC’s August 2002 report, An
Expanded Medicare Outpatient End
Stage Renal Disease Prospective
Payment System, Phase I Report. This
report provided useful information on
many of the issues that would need to
be addressed before a bundled ESRD
PPS could be implemented, and formed
the foundation for the Secretary’s May
2003 report.

2. MMA

The Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (MMA), Public Law 108-173, also
required the Secretary to submit to the
Congress a report detailing the elements
and features for the design and
implementation of a bundled ESRD PPS.
Section 623(f)(1) of the MMA specified
that such a system should include the
bundling of separately billed drugs,
clinical laboratory tests, and other items
“to the maximum extent feasible”. That
section also required the report to
include a description of the
methodology to be used to establish
payment rates and that the report,
detailing the design of an appropriate
bundled payment system, be submitted
to the Congress by October 1, 2005.

Section 623(e) of the MMA also required
a demonstration project testing the
feasibility of using a fully bundled case-
mix adjusted ESRD PPS.

In addition to requiring a report on a
bundled ESRD PPS, section 623 of the
MMA amended section 1881(b) of the
Act, by requiring significant revisions to
the composite payment system.
Specifically, section 623 of the MMA
required:

e An increase of 1.6 percent to the
composite payment rates effective
January 1, 2005.

e An add-on to composite rate
payments to account for the difference
in payments for separately billable
drugs based on a revised drug pricing
methodology compared to the previous
method.

e A “basic” case-mix adjustment to
an ESRD facility’s composite payment
rate reflecting a “limited number of
patient characteristics.”

o That total payments under the basic
case-mix adjusted composite payment
system be budget neutral.

¢ An annual increase to the basic case
mix adjusted payment amounts based
on projected growth in expenditures for
separately billed drugs (the “growth
update”).

e That payment rates be adjusted by
a geographic index, as determined
appropriate by the Secretary (and
phased-in to the extent such index
differed from the previous payment
system).

e Reinstatement of the composite rate
exceptions process, eliminated for most
dialysis facilities beginning December
31, 2000 under BIPA, for ESRD pediatric
facilities, effective October 1, 2002.

On August 5, 2004 and November 15,
2004, we published a proposed rule and
final rule (69 FR 47487 through 47730
and 69 FR 66235 through 66915),
respectively, implementing the
provisions affecting the composite
payment system effective January 1,
2005, as set forth in section 623 of the
MMA. We refer to the modified
composite payment system as the “basic
case-mix adjusted composite payment
system”. The development and
application of the basic case-mix
adjustments, using regression based
adjustment factors for the patient
variables of age, body surface area, and
low body mass index, are explained in
each of those rules. (For more
information, we refer readers to 69 FR
47529 and 69 FR 66323, respectively.)
The product of the specific adjusters for
each patient, multiplied by the
otherwise applicable composite
payment rate, yielded the basic case-mix
adjustment required by the MMA. The
basic case-mix adjusted composite

payment system was effective April 1,
2005, and was derived from UM—
KECC’s research summarized in its
report, Methodology for Developing a
Basic Case-Mix Adjustment for the
Medicare ESRD Prospective Payment
System (May 19, 2004 report and April
1, 2005 addendum).

Subsequent to our implementation of
the MMA requirements discussed
above, UM-KECC continued its research
to develop a case-mix adjusted ESRD
PPS that would combine composite rate
and separately billable services. UM—
KECC reported its findings and
recommendations in a final report
submitted to CMS in February 2008,
End Stage Renal Disease Payment
System: Results of Research on Case-
Mix Adjustment for an Expanded
Bundle. That report is available on the
Internet at: http://www.sph.umich.edu/
kecc/assets/documents/UM-KECC
Expanded ESRD Bundle.pdf.
Individuals requiring special assistive
technology may contact CMS at 410—
786—4533 between the hours of 8:30
a.m. and 5 p.m. e.d.t. for assistance.
UM-KECC’s final report formed the
basis for the Secretary’s February 2008
Report to Congress, A Design for a
Bundled End Stage Renal Disease
Prospective Payment System, mandated
under section 623(f)(1) of the MMA.

The aspects of the basic case-mix
adjusted composite payment system
implemented as a result of section
1881(b)(12) of the Act, as added by
section 623(d)(1) of the MMA, are
important because they provide a
foundation for the development of the
case-mix adjusted bundled ESRD PPS
required under Public Law 110-275, the
Medicare Improvements for Patients and
Providers Act of 2008 (MIPPA).
Accordingly, we briefly describe below
the basic case-mix adjustment under the
current composite payment system
before turning to the relevant provisions
of MIPPA and the development of the
proposed ESRD PPS.

3. The Basic Case-Mix Adjustment

Resources required to furnish routine
dialysis such as staff and equipment
time vary by patient. For example, all
other things being equal, larger patients
cost more to deliver the same dose of
dialysis than do smaller patients. Also,
severely debilitated or aged patients
may require more staff time than do
younger healthier patients. Because of
the variation in resources required to
furnish routine dialysis to individuals
with varying patient characteristics,
facilities that treat a greater than average
proportion of resource-intensive
patients could be economically
disadvantaged if they are paid a rate
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based on average resources. In addition,
patients who are costlier than average to
dialyze may face difficulties gaining
access to care because a fixed composite
payment rate could create a disincentive
to treat such patients. The purpose of a
case-mix adjustment based on patient
characteristics is to make higher
payments to ESRD facilities treating
more resource-intensive patients,
according to objective quantifiable
criteria. Such an adjustment also would
reduce the disincentives to treat or
provide the optimal dose of dialysis to
such patients.

The costs of providing the routine
maintenance dialysis services that are
paid under the composite rate are
reported on the Medicare cost reports
for hospital-based and independent
ESRD facilities (Forms CMS 2552-96
and CMS 265-94, respectively). Patient-
specific data related to the costs of
furnishing composite rate services are
not collected because these costs are
included as part of the composite rate
and are not separately billed. However,
earlier UM—KECC research revealed
considerable variability in costs and
patient characteristics among dialysis
facilities, and that several patient
characteristics predicted facility costs.
See Wolfe, R. et al., An expanded
Medicare outpatient end stage renal
disease prospective payment system,
Phase I report, University of Michigan,
Kidney Epidemiology and Cost Center,
August 2002; Hirth, R.A., et al., Is case-
mix adjustment necessary for an
expanded dialysis bundle? Health Care
Financing Review, Summer 2003, 24,
Pp- 77-88; Kidney Epidemiology and
Cost Center: Methodology for developing
a basic case-mix adjustment for the
Medicare ESRD prospective payment
system, May 19, 2004 report and April
1, 2005 addendum, prepared under
contract no. N-12004-11-504200 for the
Centers for Medicare and Medicaid
Services.

In order to determine a basic case-mix
adjustment that could be applied to
each ESRD facility’s composite rate,
UM-KECC further examined the
relationship between facility-level costs
for composite rate services based on the
Medicare cost reports for hospital-based
and independent facilities, and the
average characteristics of patients
treated by the facility. The research used
data from Medicare cost reports for
3,254 independent and hospital-based
ESRD facilities for 2000 to 2002, patient
characteristics/co-morbidity data from
CMS’s Medical Evidence Form 2728 for
1995 through 2002, and Medicare
claims for approximately 360,000 ESRD
patients. See Hirth, R.A., et al.,
Economic impact of case-mix adjusting

the dialysis composite rate, Journal of
the American Society of Nephrology, 16,
2005, pp. 1172-1176, and Wheeler, John
R. G, et al., Understanding the basic
case-mix adjustment for the composite
rate, American Journal of Kidney
Diseases, 47, No. 4, April 2006, pp. 666—
671. Based on standard techniques of
multiple regression analysis, UM-KECC
found that age and body size had
significant relationships to composite
rate costs. The body size variables were
body surface area (BSA) and low body
mass index (BMI), calculated based on

a patient’s height and weight.

A BMI less than 18.5 kg/m? is
considered a clinical measure of
underweight status and is an indicator
of patients who are malnourished or
suffering from co-morbidities such as
wasting syndrome. BSA is closely
associated with the duration and
intensity of dialysis required to achieve
targets for dialysis adequacy. Facilities
with a larger proportion of patients with
a greater than average BSA, or with a
BMI lower than 18.5, were found to
have greater composite rate costs. The
research also revealed a U-shaped
relationship between age and composite
rate costs, with the youngest and oldest
age groups incurring greater costs for
composite rate services due to resource
needs.

Although several co-morbidities were
found to have statistically significant
relationships to composite rate costs,
CMS did not adopt them to develop the
basic case-mix system mandated by the
MMA for a number of reasons. For
instance, the relationship of some co-
morbidities to the composite rate costs
was not stable over time. In addition,
establishment of the diagnostic criteria
used in connection with specific co-
morbidities required further study.

A few findings were surprising. For
example, several patient characteristics,
notably type 1 or type 2 diabetes, which
generally are important with regard to
the etiology of ESRD, did not show
statistically significant relationships to
composite rate costs for renal dialysis
services. While the result that facilities
with the greatest number of oldest
patients incurred greater composite rate
costs was expected, the finding that
facilities with a higher proportion of
patients in the youngest age group (a
group that excludes pediatric patients or
those less than age 18) incurred greater
composite rate costs as well, was
unexpected.

The outcome of UM-KECC’s research
was a set of basic case-mix adjusters or
multipliers for ESRD patients based on
three variables. These variables were: (1)
The patient’s age (five groups), (2) BSA
(a patient-specific value based on

incremental differences from the
national patient average), and (3) BMI
category (two groups, value either less
than, or equal to/greater than 18.5 kg/
m2). CMS also developed a special
adjuster for pediatric patients outside of
UM-KECC’s research methodology
based on analysis of a sample of
Medicare cost reports. The adjuster for
each of these three variables is
multiplied by the facility’s composite
rate to yield the current “basic” case-
mix adjustment for each ESRD patient
according to the specified patient
characteristics.

These adjusters were as follows:

Composite rate
Age group mrl)JItipIier
<18 e *1.62
1.223
45-59 i 1.055
60—-69 (reference group) ..... 1.000
7079 i 1.094
B0+ i 1.174
Body Surface Area (BSA):
(per 0.1m?2 change in
BSA from national av-
erage of 1.84) ............. 1.037
Low Body Mass Index
(BMI):
(<18.5kg/m?2) ....cceviivennne 1.112

*Developed by CMS. The age, BSA, and
BMI multipliers do not apply under the basic
ﬁ:gse-mix adjustments for patients under age

The above multipliers were derived
from the coefficients of the regression
model used to predict facility
differences in composite rate costs
based on UM—KECC'’s research. For
example, the case-mix adjuster for a 47
year old ESRD patient who is
underweight (BMI < 18.5 kg/m2) and has
a BSA of 2.0 m? would be calculated as
follows:

Age Adjuster ............. 1.055

BSA Adjuster ............ 1.037 20-1.89/0.1 =
1.060

Low BMI Adjuster .... 1.112

Case-Mix Adjuster .... 1.055 x 1.060 x
1.112 = 1.244

The resulting case-mix adjustment
factor of 1.244 for this patient would be
multiplied by the facility’s otherwise
applicable wage adjusted composite
payment rate.

The basic case-mix adjustment
mandated under the MMA only affects
the composite rate. It does not reflect
costs associated with separately billable
services. Separately billable services,
particularly injectable drugs, are a
significant component of the total
dialysis resources used for each patient.
Prior to the enactment of MIPPA on July
15, 2008, however, CMS did not have
authority to bundle those services into
a case-mix adjusted PPS.
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4. MIPPA

The implementation of the basic case-
mix adjustments to the composite
payment system effective April 1, 2005,
and the Secretary’s February 2008
Report to Congress, suggested that an
expanded or bundled ESRD PPS which
combined composite rate and separately
billable services to yield case-mix
adjusted payments was technically
feasible. The report defined a payment
bundle of dialysis-related services,
described the methodology used to
develop the regression based case-mix
adjusters and the base period payment
rates to which the case-mix adjusters
would be applied, and discussed
numerous other issues relevant to the
bundling of outpatient dialysis services
under a system of prospective
payments. As a result of the July 15,
2008 enactment of MIPPA, section
153(b) of MIPPA amended section
1881(b) of the Act to require the
implementation of an ESRD bundled
payment system effective January 1,
2011 (herein referred to as the “ESRD
PPS”). Consistent with the language
under the statute, we will refer to
hospital-based and independent renal
dialysis facilities as ‘“providers” and
“facilities”, respectively, and when
addressing both types of facilities, we
will collectively refer to such entities as
“ESRD facilities”, as set forth in
proposed §413.171. Section 153(b) of
MIPPA specifies the following:

e The Secretary must implement a
payment system under which a single
payment is made to a provider of
services or a renal dialysis facility for
“renal dialysis services” in lieu of any
other payment, and for such services
and items furnished for home dialysis
and self-care home dialysis support
services.

e A definition for the “renal dialysis
services” that are included in the
bundle.

¢ The estimated amount of total
payments under the ESRD PPS for 2011
must be equal to 98 percent of the
estimated total amount of payments for
renal dialysis services paid under
Medicare, including payments for drugs,
that would have been made with regard
to services in 2011 if the new system
was not implemented. Such estimate
must be made based on per patient
utilization data from 2007, 2008, or
2009, whichever year has the lowest per
patient utilization.

e The ESRD PPS must include
adjustments for case-mix variables, high
cost outlier payments, and low-volume
facilities and provide for a four-year
transition (phase-in) period, with all
facilities transitioned into the bundled

ESRD PPS on January 1, 2014. ESRD
facilities may make a one-time election
before January 1, 2011, to be paid under
the ESRD PPS and not go through the
transition period.

e The ESRD PPS may include other
payment adjustments, as the Secretary
determines appropriate, including the
use of a geographic index, and potential
adjustments for pediatric patients and
rural dialysis centers, and may provide
for a unit of payment as the Secretary
specifies (for example, per treatment or
per unit of time).

e The ESRD PPS payment amounts
must be annually increased by an ESRD
bundled market basket beginning in
2012, and during the transition.

e Section 623(e) of the MMA, which
requires a demonstration project of the
use of a case-mix adjusted bundled
ESRD PPS, be repealed.

Section 153(a)(1) of MIPPA also
requires that the composite payment
rates be increased by 1.0 percent
effective for services furnished on or
after January 1, 2009, and before January
1, 2010, and increased by 1.0 percent for
services furnished on or after January 1,
2010. In addition, section 153(a)(2) of
MIPPA requires that the payment rate
for dialysis services furnished on or
after January 1, 2009, by ESRD providers
of services, be the same as the payment
rate for such services furnished by renal
dialysis facilities. On November 19,
2008, we published the CY 2009
Physician Fee Schedule final rule (73
FR 69754), implementing the site
neutral composite rate for ESRD
facilities, and the CY 2009 1.0 percent
increase to the composite rate. We
expect to publish the CY 2010 1.0
percent increase to the composite rate in
the CY 2010 Physician Fee Schedule
final rule.

In the following sections of this notice
of proposed rulemaking, we describe the
ESRD PPS we are proposing to
implement effective January 1, 2011, in
compliance with the statutory
requirements of MIPPA.

II. Overview of the Proposed ESRD PPS

This proposed rule would implement
a case-mix adjusted bundled PPS for
Medicare outpatient ESRD dialysis
patients beginning January 1, 2011, in
accordance with the statutory
provisions set forth in section 153(b) of
MIPPA. We propose to implement this
new system as described in proposed
§413.172 and §413.215. The proposed
ESRD PPS would replace the current
basic case-mix adjusted composite
payment system and methodologies for
the reimbursement of separately billable
outpatient ESRD services. Specifically,
we propose that the ESRD PPS would

combine payments for composite rate
and separately billable services into a
single base rate of $198.64 developed
from CY 2007 claims data. Under the
proposed rule, the base rate would be
subsequently adjusted using patient-
specific case-mix adjustment factors
developed from separate equations for
composite rate and separately billable
services. The case-mix adjusters would
include variables for age, body surface
area (BSA), low body mass index (BMI),
gender, eleven co-morbidity categories,
and the onset of renal dialysis. These
proposed adjustment factors were
developed using standard techniques of
multiple regression to yield case-mix
adjusted payments per treatment. The
per treatment payment amounts would
also be adjusted to reflect urban and
rural differences in area wage levels
using an area wage index developed
from Core Based Statistical Areas
(CBSAs definitions). The proposed rule
also provides that ESRD facilities
treating patients with unusually high
resource requirements as measured
through their utilization of identified
services beyond a specified threshold
would be entitled to outlier payments,
that is, additional payments beyond the
otherwise applicable case-mix adjusted
bundled prospective payment amount.
The proposed ESRD PPS also provides
for special adjustments for pediatric
patients and for facilities treating a low
volume of ESRD patients, as well as a
4-year transition (phase-in) period
under which facilities would receive a
blend of payments under the prior case-
mix adjusted composite payment system
and the new ESRD PPS.

II1. The Proposed ESRD PPS Bundle

Section 1881(b)(14)(A)(i) of the Act, as
added by section 153(b) of MIPPA,
specifies that the ESRD PPS must
represent a single payment to ESRD
facilities for “renal dialysis services” in
lieu of any other payment, and home
dialysis supplies, equipment, and
support services furnished pursuant to
section 1881(b)(4) of the Act. Section
1881(b)(14)(B) of the Act, which
identifies the renal dialysis services that
are to be included in the ESRD PPS
payment bundle, provides the
following:

* * *the term “renal dialysis services”
includes—

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

(ii) Erythropoiesis stimulating agents and
any oral form of such agents that are
furnished to individuals for the treatment of
end stage renal disease;

(iii) Other drugs and biologicals that are
furnished to individuals for the treatment of
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end stage renal disease and for which
payment was(before application of this [new
ESRD PPS]) made separately under this title,
and any oral equivalent form of such drug or
biological; and

(iv) Diagnostic laboratory tests and other
items and services not described in clause (i)
that are furnished to individuals for the
treatment of end stage renal disease.

The methodology, which we
subsequently describe, for the
development of the proposed ESRD
PPS, generally identifies the renal
dialysis services that we propose to
include in the proposed payment
bundle in accordance with our
interpretation of the statute. We also
discuss in more detail below the
definition for renal dialysis services
under section 1881(b)(14)(B) of the Act.

A. Composite Rate Services

Section 1881(b)(14)(B)(i) of the Act
requires that the ESRD PPS payment
bundle include composite rate services.
As we indicated previously, the current
case-mix adjusted composite payment
system represents a limited PPS for a
bundle of outpatient renal dialysis
services that includes maintenance
dialysis treatments and all associated
services including historically defined
dialysis-related drugs, laboratory tests,
equipment, supplies, and staff time. It
applies to Medicare beneficiaries
receiving dialysis in ESRD facilities and
to patients who have elected Method I
home dialysis. (Under Method I, the
ESRD facility with which the home
patient is associated assumes
responsibility for furnishing all home
dialysis equipment, supplies, and home
support services included in the
provision of composite rate services.
(See section 2740 of CMS Pub. 15-1.))
The ESRD facility receives
reimbursement under the current case-
mix adjusted composite payment
system. For all other ESRD outpatient
services not included in the composite
payment rate under the current system,
such items and services are billed
separately in accordance with Medicare
fee schedules and other payment
methodologies under Part B and Part D.
We propose to include in the proposed
ESRD PPS those items and services
included in the composite rate for renal
dialysis services as of December 31,
2010, including self-dialysis training
services, such as labor, supplies, and
equipment(for greater detail, see
discussion on self-dialysis training
sessions in section E.2). Therefore, these
costs for such composite rate services
would be included in our computation
of the proposed ESRD PPS base rate as
explained in section VII. of this
proposed rule. This not only would

include payments for the costs of
services directly related to dialysis,
including payments for the costs of self-
dialysis training sessions, but also
payments authorized in accordance
with the composite payment rate
exception provisions set forth in 42 CFR
413.180 through 413.186. The costs for
composite rate services are also
included in our development of the
composite rate regression model used to
create the two equation patient specific
case-mix adjusters that would be
applied to the base rate. Composite rate
services are defined in proposed
§413.171.

B. ESAs and Their Oral Forms

Section 1881(b)(14)(B)(ii) of the Act
requires that ESAs and any oral form of
such agents that are furnished to
individuals for the treatment of ESRD be
included in the ESRD PPS payment
bundle. Epoetin alfa (EPO, for example,
Epogen®) and darbepoetin
(ARANESP®) are injectable ESAs,
which are currently separately billable
outside of the case-mix adjusted
composite payment system. Payments
for EPO® and ARANESP® would be
included in the calculation of the
proposed ESRD PPS base rate. These
agents would also be included in the
separately billable regression model
used to create the two equation patient
specific case-mix adjusters for the
proposed ESRD PPS. We are currently
unaware of any other injectable ESAs or
oral forms of such ESAs used for the
treatment of ESRD. However, should
such agents become available
subsequent to the implementation of the
ESRD PPS on January 1, 2011, these
agents would be considered renal
dialysis services and subject to payment
under the ESRD PPS. That is, consistent
with the statute, we propose that no
additional payment would be provided
for such agents outside of the bundle of
renal dialysis services included in the
ESRD PPS. The inclusion of ESA’s and
their oral forms as renal dialysis
services in the ESRD PPS payment
bundle is set forth in proposed Medicare
regulation 413.171.

C. Other Drugs and Biologicals and
Their Oral Equivalents

Section 1881(b)(14)(B)(iii) of the Act
specifies that other drugs and
biologicals that were furnished to
individuals for the treatment of ESRD
and for which payment was made
separately under this title, prior to the
implementation of the ESRD PPS, and
their oral equivalent forms, must be
included in the ESRD PPS payment
bundle. Given the reference to “this
title,” we interpret clause (iii) as

requiring the inclusion in the ESRD PPS
payment bundle all drugs and
biologicals that were separately billable
prior to the implementation of MIPPA
under title XVIII of the Act. Therefore,
we believe the ESRD PPS payment
bundle would include all drugs and
biologicals formerly separately payable
under Medicare Part B and Part D. We
recognize that an alternative reading of
the last part of clause (iii) with respect
to the phrase “and any oral equivalent
form of such drug or biological” could
be interpreted to limit the scope of the
drugs and biologicals included in the
bundle to only oral versions of
injectables (or other non-oral routes of
administration). However, we believe
that this reading of the statute is unduly
constrained. Therefore, our view is that
the intent of clause (iii) is to include all
drugs and biologicals formerly payable
under either Medicare Part B or Part D
used to treat ESRD, regardless of the
route of administration.

We believe that the exclusion of oral
drugs and biologicals for which there is
no injectable equivalent (or other non-
oral form of administration) from the
ESRD PPS would defeat one of the very
purposes of the new system—the
inclusion of all renal dialysis services
furnished to ESRD patients in a
comprehensive payment bundle to
which a reasonable payment amount
can be attached empirically. In addition,
the exclusion of oral drugs and
biologicals for which there is no
injectable (or other non-oral) version
does not make sense from a payment
policy perspective. Such a policy would
result in the gradual growth of excluded
services from the ESRD PPS payment
bundle, and the progressive erosion of
the payment system, as new oral-only
drugs and biologicals for the treatment
of ESRD emerge. Moreover, we believe
the inclusion of such drugs and
biologicals is supportable under clause
(iv). That is, we believe the language
under clause (iv) addressing “other
items and services not covered in clause
(i),” provides sufficient authority to
include all drugs and biologicals,
including oral-only drugs and
biologicals, used to treat ESRD in the
ESRD PPS payment bundle. Therefore,
we are proposing that drugs and
biologicals used to treat ESRD that were
separately payable prior to January 1,
2011, be included as part of the
proposed ESRD PPS payment bundle.
Accordingly, we propose to include
such drugs and biologicals in the
development of the proposed patient-
specific case-mix adjusters and in the
calculation of the proposed ESRD base
rate to which the adjusters would be
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applied. We identified specific National
Drug Codes (NDCs) for drugs and
biologicals previously payable under
part D that we propose to include in the
payment bundle. However, we propose
that the ESRD PPS will apply, regardless
of the emergence of new drugs or
biologicals, or different NDCs for the
classes of drugs and biologicals
included in the ESRD PPS bundle.
Finally, section 1881(b)(14)(B) of the
Act specifically excludes vaccines from
the payment bundle and, therefore,
vaccines will not be included in the
proposed ESRD PPS. We are seeking
comments on our proposals above.

We have found that eleven drugs and
biologicals accounted for 99.7 percent of
the payments under Part B for all
injectable drugs and biologicals that
were furnished to outpatient ESRD
patients in CY 2007. These drugs and
biologicals are epoetin alfa (EPO®),
darbepoetin alfa (ARANESP®),
calcitriol, doxercalciferol, paracalcitol,
iron sucrose, sodium ferric gluconate,
levocarnitine, alteplase recombinant,
vancomycin, and daptomycin. These
drugs and biologicals, as well as the
others comprising 0.3 percent of the
total payments for drugs and biologicals
under Part B in CY 2007, would be
included in the proposed ESRD PPS
payment bundle. Of the top eleven
injectable drugs and biologicals, several
have oral versions. For example,
levocarnitine, and the vitamin D
analogues calcitriol, doxercalciferol, and
paricalcitol are also available in oral
form. The oral versions of these drugs
are currently covered under Medicare
Part D. Other drugs used to treat ESRD
are available only in oral form and are
currently payable under Part D. These
include cinacalcet hydrochloride,
lanthanum carbonate, calcium acetate,
sevelamer hydrochloride, and sevelamer
carbonate. Consistent with our
interpretation of section
1881(b)(14)(B)(iii) of the Act, we
propose that payments for all drugs and
biologicals furnished to ESRD patients
and separately billable prior to January
1, 2011, would be included under the
proposed ESRD PPS payment bundle as
renal dialysis services. Under this
proposal, separate billing for these
services would be prohibited. The
proposed ESRD PPS methodology, both
with respect to the computation of the
case-mix adjusters and the calculation
of the proposed ESRD base rate to which
the adjusters would be applied, includes
payments for these services. The
inclusion of other drugs and biologicals
and their oral equivalents as renal
dialysis services in the ESRD PPS

payment bundle is set forth in proposed
§413.171.

D. Diagnostic Laboratory Tests and
Other Items and Services

Section 1881(b)(14)(B)(iv) of the Act
requires that diagnostic laboratory tests
not included under the composite
payment rate (that is, currently
separately billable laboratory tests) must
be included as part of the ESRD PPS
payment bundle. We propose to define
such laboratory tests as laboratory tests
that are separately billed by ESRD
facilities as of December 31, 2010, and
laboratory tests ordered by a physician
who receives monthly capitation
payments (MCPs) for treating ESRD
patients that are separately billed by
independent laboratories. Because many
of the same diagnostic laboratory tests
can be performed for both ESRD and
non-ESRD patients, we believe that this
approach for including laboratory
services appropriately captures tests for
inclusion in the payment bundle. We
propose that payments for these
laboratory services would be included
in the development of the proposed
patient-specific case-mix adjusters and
in the proposed ESRD base rate to
which the adjusters would be applied.

Section 1881(b)(14)(B)(iv) of the Act
also requires that the ESRD PPS
payment bundle include “other items
and services not described in clause (i)”.
We believe that this language can be
reasonably interpreted to include other
separately billable items and services
used in the treatment of ESRD, such as
supplies. Examples of such items and
services would include, but not be
limited to, items such as syringes,
specialized tubing, as well as blood and
blood products, which facilities may
furnish during the dialysis treatment.
We also believe that the language also
can be interpreted to include the cost of
other self-dialysis training services in
the ESRD PPS (for further detail on self-
dialysis training, see section E.2. below).
We propose that such items and services
be included in the ESRD PPS bundle.
The inclusion of diagnostic laboratory
tests and other items and services as
renal dialysis services in the ESRD PPS
payment bundle is set forth in proposed
§413.171.

E. Home Dialysis Patients (Method I and
II) and Self-Dialysis Training

Section 1881(b)(4) of the Act
authorizes the Secretary to make
payment to providers of services and
renal dialysis facilities, and to suppliers
of home dialysis supplies and
equipment, for the cost of home dialysis
supplies and equipment and self-care
home dialysis support services

furnished to patients for self-care home
dialysis. As a result of section 153(b) of
MIPPA, as explained above, section
1881(b)(14)(A)(i) of the Act requires the
Secretary to implement a payment
system under which a single payment is
made under this title to an ESRD facility
for renal dialysis services and for such
services and items furnished pursuant
to section 1881(b)(4) of the Act. As we
explained above, we also believe that
self-dialysis training services would be
considered renal dialysis services as
defined in section 1881(b)(14)(B) of the
Act. As a result, we are proposing that
the costs of home dialysis services
furnished to both Method I and Method
IT home dialysis patients under the
current basic case-mix adjusted
payment system, as well as self-dialysis
training services, must be combined into
a single payment under the proposed
ESRD PPS.

1. Payment for Home Dialysis

Currently, Hemodialysis, Continuous
Cycling Peritoneal Dialysis (CCPD),
Intermittent Peritoneal Dialysis (IPD)
and Continuous Ambulatory Peritoneal
Dialysis (CAPD) treatment modalities
may be performed at home by
appropriately trained patients. Medicare
beneficiaries dialyzing at home must
complete a Medicare Beneficiary Form
(CMS-382) selecting between two
methods of payment (Method I or
Method II) as described below.

a. Method I—The Composite Rate

If a Medicare home dialysis patient
chooses Method I, the ESRD facility
with which the patient is associated
must assume responsibility for
providing all home dialysis equipment
and supplies as well as providing home
support services and receives the
composite payment rate for such
services. Support services needed to
furnish home dialysis services include,
but are not limited to: (1) Periodic
monitoring of a patient’s adaptation to
home dialysis and performance of
dialysis; (2) visits by trained technical
personnel made in accordance with a
plan prepared by a professional team;
(3) unscheduled visits on an as needed
basis; and (4) providing, installing,
repairing, testing, and maintaining
home dialysis equipment including
appropriate water testing and treatment.
For these services, the ESRD facility
receives, in accordance with
§414.330(a), the same Medicare dialysis
payment rate as it would receive for an
in-facility patient under the basic case-
mix adjusted composite payment
system. Under Method I, the ESRD
facility bills the Medicare
Administrative Contractor/Fiscal
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Intermediary (MAC/FI) and the
beneficiary is responsible for paying the
Medicare Part B deductible and the 20
percent coinsurance on the Medicare
rate to the facility.

b. Method II—Dealing Directly With
Suppliers

In accordance with regulations at
§414.330(a)(2), a Medicare ESRD
beneficiary can elect to obtain home
dialysis equipment and supplies from a
supplier, that is not a Medicare
approved dialysis facility (Method II). If
a beneficiary elects Method II, the
beneficiary will deal directly with a
single Medicare Durable Medical
Equipment, Prosthetics, Orthotics and
Supplies (DMEPOS) supplier to secure
the necessary supplies and equipment
to dialyze at home. The selected
DMEPOS supplier (not a dialysis
facility) must accept assignment and
bills the Durable Medical Equipment
Medicare Administrative Contractor
(DME MAQC). The beneficiary is
financially responsible to the supplier
for any unmet Medicare Part B
deductible and for the 20 percent
Medicare Part B coinsurance
requirement. The amount of Medicare
payment under Method II for home
dialysis equipment and supplies may
not exceed $1,974.25 per month for
CCPD and $1,490.85 per month (57 FR
54186, published November 17, 1992)

for all other modalities of home dialysis.

For each beneficiary it serves, the
supplier is required to maintain a
written agreement with an approved
ESRD facility to provide backup and
support services. An ESRD facility that
has a written agreement to supply
backup and support services bills the
MAC/FT for services provided under the
agreement. Under Method II, an ESRD
facility may be paid up to $121.15 (57
FR 54186, published November 17,
1992) per month for home dialysis
support services, such as arranging for
the provision of all ESRD related
laboratory tests and billing for the
laboratory tests that are included in the
composite payment rate. An ESRD
facility may not be paid for home
dialysis equipment or supplies under
Method II.

Based on 2004-2006 data, only 3.1
percent of renal facilities report support
service costs furnished to Medicare
Method II home dialysis patients. The
data also show that the number of
Method II patients is small and has
significantly declined over the study
period (that is, 2004—2006) as shown
below.

Patients Year

2004
2005
2006

We are proposing that payment for all
home dialysis services excluding
physicians’ services (See section IILF.
below regarding the exclusion of
physicians’ services) would be included
in the bundled payment to the ESRD
facility, under the proposed ESRD PPS.

In addition, as we indicated, section
1881(b)(14)(A)(i) of the Act requires that
a single payment for renal dialysis
services and items and services under
section 1881(b)(4) be made to an ESRD
facility. Therefore, since we are
proposing that the costs of home
dialysis services furnished under
Method I and Method II (see section V
Data Sources), regardless of home
treatment modality, would be included
in the proposed ESRD PPS, we also are
proposing that the Method II home
dialysis approach in its present form
would no longer exist under the
proposed ESRD PPS. With regard to
payment limits for home dialysis
services, in accordance with 6203(b) of
Public Law 101-239, we published a
final rule on November 17, 1992
implementing (57 FR 54179), Medicare
program payment changes for home
dialysis. In section 413.330(c), we set
payment limits on what Medicare
would pay for home dialysis supplies,
equipment, and home support services
as explained above. Accordingly,
effective January 1, 2011, we propose to
revise §414.330 to reflect that payment
as established in section 1881(b)(14) of
the Act will be the basis for home
dialysis supplies, equipment, and home
support services and therefore,
Medicare would pay for home dialysis
equipment, supplies and support
services only under the prospective
payment rate established in proposed
413.210 and payment limits previously
established for such would no longer
apply. We also note, that this proposal
would not eliminate Method I in its
present form. Therefore, effective
January 1, 2011, a supplier could only
furnish, under an arrangement with the
ESRD facility, home dialysis equipment
and supplies to a Medicare home
dialysis beneficiary, and then the
supplier would need to look to the
ESRD facility for payment. We believe
that this would reduce the
administrative burden of maintaining
two payment methods for home dialysis
patients, since we believe that section
1881(b)(14)(A)(i) requires that all
Medicare home dialysis patients would

be paid under the ESRD PPS. We invite
public comments on this proposal.

2. Self-Dialysis Training

Currently, Medicare covers home
hemodialysis training and two forms of
PD training programs. Home dialysis
and self-dialysis can only be performed
after an ESRD patient has completed an
appropriate course of training. The
scope of training services that a certified
facility provides to ESRD patients is
described in §494.100(a). Medicare pays
the ESRD facility its case-mix adjusted
composite rate plus $12 per training
treatment for CAPD and $20 per training
treatment for CCPD. For hemodialysis
training, Medicare pays the ESRD
facility its case-mix adjusted composite
rate plus $20 per training treatment
(Medicare Claims Processing Manual,
Chapter 8, Outpatient ESRD Hospitals,
Independent Facility, and Physician/
Supplier Claims, Section 50.8, Training
and Retraining). We point out that
effective January 1, 2011, under the
proposed ESRD PPS, ESRD facilities
would no longer receive an add-on of
$12 for CAPD and $20 for hemodialysis
and CCPD to the otherwise applicable
payment amount per treatment for the
costs of training. In addition, ESRD
facility training expenses are included
in the base period payment rate to
which the combined rate and payment
multiplier in the proposed two-equation
model is ap(f)lied.

As we indicated, section
1881(b)(14)(B) of the Act, as added by
section 153(b) of MIPPA, specifies the
renal dialysis services that must be
included in the ESRD PPS. Since self-
dialysis training is used to train patients
for the treatment modality of home
dialysis with little or no help, we
believe that these services would be
considered ‘“‘renal dialysis services.” As
we indicated above, services related to
self-training would meet the definition
under clauses (i) and (iv) of section
1881(b)(14)(B) of the Act. As such, we
propose to include the cost of self-
dialysis training in the proposed ESRD
PPS. We evaluated the current training
cost reported by ESRD facilities (see
section V Data Sources) to train ESRD
patients for home dialysis. Training
costs have been included in the
composite rate payment adjusters in the
proposed ESRD PPS. In section VIILA.
of this proposed rule, we point out that
total composite rate costs included in
the per treatment calculation include
costs incurred for training expenses, as
well as all home dialysis costs. We used
the ESRD facilities cost reports to
identify provider costs for training
rather than payments. Therefore, in this
proposed rule we propose to include
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these costs in the composite rate portion
of the two-equation ESRD PPS model
described in section VI of this proposed
rule. We believe that including training
and home dialysis costs in the ESRD
PPS would provide increased flexibility
to dialysis centers for greater use of less
costly PD and alternative treatment
regimens such as nocturnal dialysis,
home hemodialysis using compact
portable dialysis machines, and shorter
but more frequent dialysis sessions. For
these reasons, we are proposing to
include training and home dialysis costs
in the proposed ESRD PPS, as set forth
in proposed §413.217. Training costs
were included in the calculation of the
composite rate costs used to develop the
regression-based adjustment factors for
the composite rate portion of the two-
equation model described in section
VIIL In addition, the base rate to which
the patient-specific case-mix adjustment
factors are applied includes payments to
ESRD facilities for training expenses.
Because we are proposing that training
costs under the ESRD PPS would be
treated no differently than any other
overhead expense, an explicit
adjustment to the bundled payment
amount for HD and PD training
expenditures would not be necessary.
We are seeking comments on our
proposal to include home dialysis
training services in the proposed ESRD
PPS.

F. Physicians’ Services

Section 1881(b)(14)(A)(i), as added by
MIPPA, states as follows in pertinent
part:

“* * * the Secretary shall implement a
payment system under which a single
payment is made under this title to a
provider of services or a renal dialysis facility
for renal dialysis services (as defined in
subparagraph (B)) in lieu of any other
payment * * * and for such services and
items furnished pursuant to [section

1881(b)(4)].”

We believe this provision generally
governs payment to ESRD facilities.
With regard to physicians’ services
related to renal dialysis, such services
are addressed in section 1881(b)(3) of
the Act. At this time, we do not intend
to significantly modify payment for
physicians’ services. Any changes with
regard to the payment for physicians’
services related to renal dialysis would
be addressed in future rulemaking.
Therefore, the scope of this proposed
rule generally will be limited to
payment for home dialysis and renal
dialysis services furnished by ESRD
facilities.

IV. Unit of Payment

Under section 1881(b)(14)(C) of the
Act, as added by section 153(b) of
MIPPA, the ESRD PPS may provide for
payment on the basis of renal dialysis
services furnished during a week, or
month, or such other appropriate unit of
payment as the Secretary specifies.
Approximately 92 percent of ESRD
beneficiaries requiring outpatient
dialysis undergo hemodialysis (HD),
usually furnished in a facility. A small
but increasing number of patients
perform HD at home. The most typical
schedule is 3 treatments per week, with
each treatment averaging 3 to 4 hours.
The remaining 8 percent of patients use
peritoneal dialysis (PD). PD is usually
done at home, with or without machine
assistance. Unlike HD, which involves
the circulation of the patient’s blood
and filtration of toxins using an artificial
kidney machine, PD removes blood
toxins through the draining of the
dialysate from the lining of the abdomen
or peritoneum several times a day. A
form of PD, sometimes referred to as
continuous cycling PD, is done with
machine assistance while the patient
sleeps, either at home or in specially
designated areas at the ESRD facility.

Since the inception of the composite
payment system in 1983, ESRD facilities
have been reimbursed the applicable
payment per treatment, with a
maximum of 3 treatments for each full
week a patient undergoes outpatient
dialysis, unless additional treatments
are justified by medical necessity. The
3-times weekly payment approach has
applied regardless of whether the mode
of dialysis is HD or PD. For example, an
ESRD facility’s payment for a Method I
home patient on PD for 21 days would
be equal to 21/7 x 3 or 9 times the
composite rate per treatment.

Both the Secretary’s May 2003 and
February 2008 reports on the
development of a bundled ESRD PPS
discussed the limitations of the per
treatment method of payment under the
composite payment system. For
example, some have charged that the
composite payment system’s 3 times
weekly payment structure, regardless of
dialysis modality, has discouraged
innovative treatment approaches that
could lead to better clinical outcomes
and an enhanced quality of life for
patients. We believe that the argument
is two-fold. First, the reliance on
separately billable services as a source
of revenue growth for ESRD facilities
has potentially impeded the greater use
of less costly PD (which typically uses
fewer separately billable drugs and less
provider and facility overhead expense).
Second, others argue that constraining

payment based on number of treatments
may reduce the use of alternative
treatment regimens such as increased
frequency nocturnal dialysis, home HD
using compact portable dialysis
machines, and shorter but more frequent
dialysis sessions (for example, 1.5 to 2
hours, five or six days per week).

These critics have maintained that
combining composite rate and
separately billable services during a
specified interval of time would provide
ESRD facilities the financing flexibility
to use whatever forms of dialysis were
in the best interests of the patient.
Because ESRD facilities generally
submit to Medicare a bill for all
outpatient dialysis services furnished to
a patient during the month, an ESRD
PPS based on monthly payments was
suggested as an alternative in the
Secretary’s February 2008 Report to
Congress. As we indicated above,
section 1881(b)(14)(C) of the Act, as
added by section 153(b) of MIPPA, gives
the Secretary the discretion to establish
an ESRD PPS based on an interval of
time, or other appropriate unit of
payment. In this notice we are
proposing to establish an ESRD PPS
which relies on a per treatment unit of
payment. We propose to continue the
present per treatment basis of payment
in which ESRD facilities would be paid
for up to three treatments per week,
unless medical necessity justified more
than three weekly treatments. ESRD
facilities treating patients on PD or
home HD would also receive payments
for up to three treatments for each week
of dialysis, unless medical necessity
justified the furnishing of additional
treatments. Our reasons for continuing
the present per treatment method of
payment under the proposed ESRD PPS
are set forth below.

A. Administrative Complexity Due to
Phase-In

Section 1881(b)(14)(E)(i) of the Act
provides for a 4-year phase-in
(transition), in equal increments for the
implementation of the ESRD PPS. That
is, the payments beginning January 1,
2011, must consist of a blend of the
payment amounts under the new system
and the prior payment rates in the
following proportions:

Prior

" New PPS payment

Effective (percent) amounts

(percent)
1/1/2011 25 75
1/1/2012 50 50
1/1/2013 75 25
1/1/2014 100 0
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Although ESRD facilities could elect
to be excluded from the phase-in, in
accordance with section
1881(b)(14)(E)(ii) of the Act, application
of the phase-in under a monthly ESRD
PPS would mean that a portion of each
ESRD facility’s total payments, would
be based on a monthly payment
methodology, while a portion would be
based on the current per treatment
system. We believe that combining a
monthly ESRD PPS with the current per

treatment methodology during the
transition period would unduly
complicate billing and increase the
likelihood of payment errors and
processing delays.

B. Administrative Complexity Due to
Interruptions in Service

A monthly payment approach under
the ESRD PPS likely would not pose a
problem for patients who receive their
dialysis treatments at a single ESRD

facility throughout the month with no
interruptions in service. However, we
note that this situation applies to about
81 percent of patient months.
Approximately 19 percent of outpatient
dialysis patients incur an interruption of
service or receive their treatments at
more than one facility during a month.
The combination of intervening events
in the available data for CYs 2004-2006
is shown in Table 1.

BILLING CODE 4120-01-P
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Table 1

Distribution of Medicare dialysis patient months by patient

event, 2004-06
2004 2005 2006
Patient events during month n=2,779,893 | n=2,878,259 | n=2,954,931
No events* 81.67 81.72 82.07
Start of dialysis 0.35 0.35 0.34
Hospitalization 15.17 15.15 14.89
Transplant 0.01 0.01 0.01
Transplant failure 0.02 0.02 0.02
Recovered renal function 0.05 0.05 0.05
Death or withdrawal from dialysis 0.51 0.50 0.49
Start of dialysis + hospitalization 0.94 0.93 0.88
Transplant + hospitalization 0.26 0.26 0.26
Transplant failure + hospitalization 0.05 0.05 0.05
Death/withdrawal + hospitalization 0.92 0.91 0.89
Other combination of events 0.05 0.06 0.05
No facility fransfer or other event 78.54 78.45 79.05
Facility transfer only™*** 3.14 3.28 3.02
Facility fransfer and other event 0.83 0.83 0.75
Other event only 17.50 17.45 17.18

*Patient events were identified using the following sources: the ESRD Medical Evidence
Form (CMS Form 2728), the ESRD Death Notification Form (CMS Form 2746), and other
data from the ESRD Network Standard Information Management System (SIMS);
Medicare outpatient dialysis facility claims; Medicare inpatient claims; data from the
Organ Procurement Transplant Network (OPTN); and the Social Security System Death
Master File.

**This category is based on the definition used for the 2008 UM-KECC report, and includes
months with a facility transfer only.

BILLING CODE 4120-01-C

To properly account for events which
interrupt a patient’s outpatient dialysis,
the days associated with these
intervening events would have to be
tracked and counted so that a pro rata
reduction to the otherwise applicable
monthly payment amount could be

determined. This becomes especially
cumbersome if a patient receives
treatments at more than one facility and
an interruption in service occurs (for
example, due to hospitalization).
Although Table 1 reveals that this
circumstance occurs in less than 1

percent of patient months, the
administrative complexity involved in
monitoring events, which cause an
interruption in the patient’s normal
schedule of receiving dialysis
treatments, particularly where multiple
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facilities are involved, would be
considerable.

Table 1 shows that for CY 2006, 79.05
percent of patient months did not
involve an intervening event and did
not include transfer to another facility.
These patient months, when included
with CY 2006 events that also account
for an interruption of dialysis due to
hospitalization, start of dialysis later in
the month, or death/withdrawal from
dialysis, account for 94.09 percent of CY
2006 patient months. One option that
we considered for the approximately 15
percent of patient months in which a
patient did not undergo a full month of
dialysis due to hospitalization, onset of
dialysis later in the month, or death/
withdrawal from dialysis, was applying
a prorated monthly payment rate to
cover these situations, and reverting to
a per treatment payment methodology
for all other situations. However, we
believe that this approach would be too
administratively complex. For example,
under this approach a facility could find
that some of its patients would be paid
a full monthly ESRD PPS rate, those
with an interruption in service would be
paid a prorated monthly rate, and others
would be paid based on a per treatment
method.

C. No Incentive To Discourage Skipped
Treatments

A monthly ESRD PPS would afford
facilities the maximum degree of
clinical flexibility in treating patients.
Facilities could provide whatever mode
and frequency of dialysis, were in the
best interests of the patient. However,
under a monthly ESRD PPS, we believe
that facilities may make less of an effort
to discourage patients from skipping
treatments. Because facilities do not
receive reimbursement for skipped
sessions under the current per treatment
payment system, we are very concerned
that a monthly ESRD PPS would
provide no incentives for discouraging
skipped treatments. Therefore,
implementation of a monthly ESRD PPS
would require either a stringent
monitoring system to ensure the
skipping of treatments does not become
a byproduct of the new PPS’s
incentives, or require that a minimum
number of treatments must be furnished
to each patient in a month to ensure
quality of care does not deteriorate. Both
options would undercut two of the
principles, which are part of the
foundation of the new ESRD PPS,
administrative simplicity and clinical
flexibility.

Given the difficulties of implementing
a monthly ESRD PPS during a transition
period in which a per treatment
methodology applies, we are proposing

to continue the present per treatment
payment methodology in connection
with the proposed ESRD PPS, as set
forth in proposed §413.215. We may
reconsider this decision after the
transition period has ended. Some of the
factors that we may evaluate at that time
are whether the ESRD PPS has resulted
in improved clinical outcomes, the
degree to which facilities have increased
the utilization of other modes of dialysis
such as home PD, and whether
interested stakeholders at that time
would favor a monthly or other per unit
of time payment methodology. We
especially encourage comments from
the industry and from organizations
representing dialysis patients on our
proposal to continue the per treatment
methodology under the proposed ESRD
PPS. In the following sections, we
describe the data sources and analytical
techniques used to develop the
proposed per treatment ESRD PPS.

V. Data Sources

As discussed above, section
1881(b)(14)(B) of the Act, as added by
section 153(b) of MIPPA, defines the
renal dialysis services that must be
included in the ESRD PPS. Based on our
interpretation of the statute, we are
proposing to construct the payment
bundle using the following Medicare
cost and payment information:

e Composite rate services as
measured using composite rate costs as
calculated from the Medicare cost
reports;

e Drugs and biologicals (for example,
injectables) that are separately billed by
ESRD facilities on Medicare outpatient
institutional claims;

¢ Drugs and biologicals (for example,
oral) used to treat ESRD patients
obtained from claims submitted by Part
D stand-alone prescription drug plans;

e Laboratory tests that are separately
billed by ESRD facilities on Medicare
outpatient institutional claims;

o Laboratory tests ordered by a
physician who receives MCPs for
treating ESRD patients that are
separately billed by independent
laboratories;

e Other items and services separately
billed by ESRD facilities that are used in
conjunction with injectable medications
or laboratory tests, such as blood
products, syringes, and other dialysis
supplies that are billed on Medicare
outpatient institutional claims.

While cost information for composite
rate services is available from the
Medicare cost reports, the cost report
does not contain information on the
costs of the separately billable categories
of services noted above. Accordingly,
the methodology described in this

notice of proposed rulemaking
applicable to separately billable services
relies on separately billable payment
information from Medicare claims.

The descriptive statistics, case-mix
model, and other analyses presented in
this proposed rule are based primarily
on CMS claims files for Medicare ESRD
patients, and the Medicare cost reports
for hospital-based ESRD outpatient
dialysis providers and independent
ESRD facilities. Resource utilization for
separately billable services was based
on patient-level Medicare outpatient
claims for CYs 2004 through 2006. Since
composite rate cost information is
available only at the facility level,
resource utilization for composite rate
services was measured using the
Medicare cost reports for each
outpatient dialysis provider and facility
(that is, hospital-based and independent
facility). For the case-mix model for the
proposed ESRD PPS, we relied on
Medicare claims and cost reports for CY
2004 through CY 2006, because those
years represented the latest most
complete data available for the
preparation of this proposed rule.

With regard to the budget neutrality
requirement under section
1881(b)(14)(A)(ii) of the Act, which
requires that the estimated total amount
of payments for 2011 for renal dialysis
services be equal to 98 percent of the
estimated total amount of payments for
renal dialysis services, that would have
been made for services furnished in
2011 if the ESRD PPS had not been
implemented, we are required to use per
patient utilization data from 2007, 2008,
or 2009, whichever has the lowest per
patient utilization. To comply with this
provision of the statute, we plan to
evaluate available claims for Medicare
ESRD beneficiaries for CYs 2007, 2008,
and 2009 to determine which year
resulted in the lowest average payment
amount per treatment. Because the
lowest payment amount per treatment
would reflect the lowest utilization of
outpatient ESRD services among
patients absent evidence that per unit
prices for those services declined, we
believe that selection of the CY with the
lowest payment per treatment for
calculation of the ESRD base rate would
comply with section 1881(b)(14)(A)(ii)
of the Act.

Currently, the latest payment
information from Medicare claims that
is available in sufficient time for the
preparation of this proposed rule is for
CY 2007. Cost report information
subsequent to CY 2006, and Medicare
claims data subsequent to CY 2007,
could not be evaluated given the
necessary lead time required to prepare
this proposed rule. We plan to examine
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available Medicare cost report
information for CYs subsequent to 2006
in developing the case-mix adjusters to
ensure use of the latest available data,
and available payment data from
Medicare claims for CY 2008 and CY
2009 to comply with the lowest per
patient utilization requirement of
section 1881(b)(14)(a)(ii) of the Act, in
preparing the final rule. Any later
payment data used in developing the
ESRD PPS published in the final rule,
would be updated in accordance with
the methodology explained elsewhere in
this proposed rule. (See Section VII.,
Development of Budget-Neutral ESRD
Bundled Base Rate.)

We used several data sources for
evaluating the patient and facility
characteristics that were also used with
the case-mix analyses. Patient
demographic information was obtained
from the Renal Management Information
System (REMIS)/Consolidated Renal
Operations in a Web-Enabled Network
(CROWN), and the ESRD Standard
Information Management System
(SIMS). These data sources include the
Medical Evidence Report Form (Form
2728), which is completed at the onset
of renal replacement therapy (RRT),
which is either dialysis or
transplantation to sustain life at the
onset of kidney failure. Patient body

size measures were developed from the
height and weight values reported on
the Form 2728. Beginning April 1, 2005,
these values were obtained from the
patient claims for outpatient dialysis.
Patient co-morbidities were measured
using the Form 2728, supplemented
with diagnoses reported on Medicare
hospital inpatient, skilled nursing
facility, hospital outpatient, hospice,
home health agency, and physician
claims. The claims diagnoses were used
to identify co-morbidities that were not
abstracted using the Form 2728, and to
capture changes in patient condition
subsequent to the onset of kidney
failure. Because diagnoses reported on
laboratory claims may represent a
suspected condition subject to testing
rather than an established diagnosis,
laboratory claims were not used to
identify co-morbidities in the case-mix
models.

We measured dialysis facility
characteristics using a combination of
SIMS (ownership type and geographic
location), the Medicare cost reports
(facility size), the Online State
Certification and Reporting System or
OSCAR (hospital affiliation for satellite
units), and other available information
(for example, identifying facilities with
composite payment rate exceptions).

A. Patient Claims Data

The outpatient facility paid claims file
is the primary source of information for
payments ESRD facilities receive for the
treatment of ESRD patients. The “type
72X’ bills provided the detailed data for
dialysis payments. The claims files used
for the analyses in this proposed rule
are based on patients with at least one
claims record for dialysis. We used
carrier claims and durable medical
equipment claims to track dialysis-
related payments to other providers
such as independent laboratories.

The case-mix models were based on
claims from CYs 2004, 2005, and 2006.
These were the most complete CY
records available for use with the
Medicare cost reports from the same
periods to develop the payment
methodology, given the lead time
necessary for the preparation of this
proposed rule. We plan to use available
CY data subsequent to 2006 data in
developing the payment methodology in
connection with the final rule. The
number of Medicare claims, patients,
dialysis sessions, and ESRD facilities
represented in the source claims data
are shown in Table 2. We have also
provided the same information for CY
2003 for comparison purposes.

TABLE 2—MEDICARE DIALYSIS PATIENTS, TREATMENTS, ESRD FACILITIES, AND CLAIMS BY YEAR, 2003-2007

2003 2004 2005 2006 2007
Medicare Dialysis Patients? ............cccocoovriiiniiiiii 298,617 308,561 318,531 324,836 328,841
Hemodialysis Equivalent Dialysis Treatments23 .............cccccoviiininnne 32,692,581 | 34,088,570 | 35,097,820 | 35,948,738 | 36,667,669
ESRD Facilities ........ccccoiiiiiiiiiic 4,365 4,523 4,668 4,810 4,955
Patient Month Claims ...........ccccoiiiiiiiiii e 2,830,215 2,934,505 3,037,965 3,095,996 3,155,553

1Includes home dialysis patients for whom payments were made under Method II.

2Hemodialysis-equivalent treatments were capped at 20 per month. The number of dialysis treatments for Method Il patients was estimated
using the average number of hemodialysis-equivalent treatments per month reported for Method | peritoneal dialysis patients during that year
(which ranged from 12.50 to 12.66 during 2003-07).

3Includes PD in which one week of PD is considered equivalent to 3 HD treatments.

B. Medicare Cost Reports

We obtained facility-level cost and
treatment data from the CMS Medicare
Hospital Cost Report (Form CMS 2552—

96) and the CMS Medicare Independent
Renal Dialysis Facility Cost Report
(Form CMS 265-94). The number of
available cost reports for CYs 2004

through 2006 that contained necessary
cost and treatment data for purposes of
the composite rate cost analyses are
shown in Table 3.

TABLE 3—AVAILABLE COST REPORTS BY ESRD FACILITY TYPE, 2003—-2006 1

ESRD facility type 2003 2004 2005 2006
Facilities (Independent) ....... 3,689 3,852 4,025 4,140
Providers (Hospital Based) 455 451 448 433
I ] €= S 4,144 4,303 4,471 4,573

1Based on the June 2008 quarterly update of HCRIS. Includes cost reports with composite rate cost and treatment fields greater than 0.

For most ESRD facilities, a single cost
report encompassed the entire calendar
year. For FY cost reports that spanned
two CYs, we used a weighted average

based on the proportion falling in each

CY.

Summary Data, 2004-2006

C. Patient Claim and Cost Report

The case-mix models were based on

data sets that linked claims and cost
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report records for each year from CY
2004 through CY 2006. The claims data
for patients treated in hospital satellite
facilities were matched to the parent

hospital using OSCAR, since cost

facility. Table 4 shows the resulting
analysis files that included both claims

reports are only submitted by the parent

and cost report data for measuring
separately billable and composite rate
resource utilization.

TABLE 4—MEDICARE DIALYSIS PATIENTS, TREATMENTS, ESRD FACILITIES, AND CLAIMS FOR PATIENTS AND FACILITIES

WITH MEASURED COSTS PER TREATMENT, BY YEAR, 2004-2006 1

2004 2005 2006
Medicare Dialysis Patients ..........cocooiiiiiiiii s 301,625 311,787 317,734
Hemodialysis Equivalent Dialysis Treatments ... 33,056,812 34,062,969 34,963,270
ESRD Facilities .......ccveveiereeiereeeneeeeseeee 4,228 4,376 4,489
Patient MONth ClaiMS .......ooiiiiiiee e ettt e e e s 2,732,001 2,826,580 2,897,424

1Includes patient months and ESRD facilities with Medicare hemodialysis-equivalent treatments >0 from the outpatient dialysis facility claims
and measured composite rate costs from the cost reports.

D. Data for the Case-Mix Analyses,

2004-2006

The case-mix analyses required data
for several patient and facility

characteristics. After the exclusion of

statistical outliers or otherwise unusable

records, the data shown in Table 4 were

reduced to yield the data set used in the

primary analyses for both composite
rate and separately billable services.
Table 5 summarizes these records.

TABLE 5—MEDICARE DIALYSIS PATIENTS, TREATMENTS, ESRD FACILITIES, AND CLAIMS FINAL ANALYSIS SAMPLE BY

YEAR, 200420061

Pooled,
2004 2005 2006 2004—2006
Medicare Dialysis Patients ..........cccceiiiiiiiiiieiici e 290,102 298,314 303,967 453,789
Hemodialysis Equivalent Dialysis Treatments ... 31,450,123 32,303,018 33,148,355 96,901,496
ESRD Facilities .......cccccovviiiiiiniiiieeececcieee 3,794 3,948 4,072 4,250
Patient Month Claims ........c.cooiiiiieie e s 2,604,033 2,685,413 2,751,735 8,041,181

1Based on the sample of dialysis patients and ESRD facilities included in the case-mix analyses for both composite rate and separately

billable services.

The primary case-mix analyses relied
on pooled data from CY 2004 through
CY 2006, which included a total of
8,041,181 Medicare ESRD patient

from Part D claims submitted by

prescription drug plans (drugs formerly
covered under Part D prior to the ESRD
PPS). The claims were restricted to Part

months. The case-mix analyses included D claims submitted on behalf of

95.4 percent of patients with Medicare
outpatient dialysis claims during CYs
2004-2006. Over the 3-year period, the
case-mix analyses included data for
453,789 Medicare ESRD patients treated
in 4,250 ESRD facilities.

E. Prescription Drug Event Data,

CY 2007

Medicare ESRD beneficiaries with valid
type 72X claims in CY 2007 and Part D
coverage. We used claims for the
following classes of drugs to calculate
the estimated Part D payments for drugs
used to treat ESRD (formerly covered
under Part D) for inclusion in the ESRD
PPS payment bundle:

We obtained the total CY 2007
payments for Medicare Part D drugs

Drug class

Ingredient name

Vitamin D analogue ..

Calcimimetic

Oral phosphate bind-

er.

Calcitriol.
Paracalcitol.
Doxercalciferol.
Cinacalcet hydro-
chloride.
Lanthanum car-
bonate.
Calcium acetate.
Sevelamer hydro-
chloride.
Sevelamer carbonate.

The National Drug Codes (NDCs) used
to identify the above drugs in the Part
D claims are shown below in Table 6.

TABLE 6—LIST OF NATIONAL DRUG CODES USED TO IDENTIFY FORMER PART D DRUGS FOR THE ESRD PPS

Ingredient name NDC

Strength

Trade name

Drug Class: Vitamin D Analogues

CalCitriol ......cccvveeeeeeeecieeeee e

260530051
540007
930657
930658

1791578
1791603
4800657
4800658

110140011

142880007

178560007

0.25 MCG ...
0.25 MCG ...
0.25 MCG ....
0.5 MCG ......

Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
Calcitriol Capsules.
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TABLE 6—LIST OF NATIONAL DRUG CODES USED TO IDENTIFY FORMER PART D DRUGS FOR THE ESRD PPS—
Continued

Ingredient name NDC Strength Trade name

548684584 | 0.25 MCG .... | Calcitriol Capsules.
551548251 | 0.25 MCG .... | Calcitriol Capsules.

647250048 | 0.25 MG ...... Calcitriol Capsules.
647250049 | 0.5 MG ........ Calcitriol Capsules.
543120 | 1 MCG/ML ... | Calcitriol Oral Solution.
682589030 | 0.5 MCG ...... Calcitriol Capsules.
548683461 | 0.25 MCG .... | Rocaltrol Capsules.
604910562 | 0.5 MCG ...... Rocaltrol Capsules.
49115 | 1 MCG/ML ... | Rocaltrol Oral Solution.
ParicalCitol ..........ooeviiiiiiiieee e 744314 | 2 MCG ......... Zemplar Capsules.

744315 | 4 MCG.

744317 | 1 MCG.
110140056 | 2 MCG.
110140057 | 4 MCG.
242360664 | 1 MCG.
511294272 | 1 MCG.
551540001 | 1 MCG.
551546971 | 1 MCG.
DoXercalCiferol ..........ccoviicieiiiee e 110140017 | 0.5 MCG ...... Hectorol Capsules.
110140018 | 2.5 MCG.
511293550 | 2.5 MCG.
584680120 | 0.5 MCG.
584680122
584680121 | 2.5 MCG.

Drug Class: Calcimimetic

Cinacalcet Hydrochloride ..........ccccoveiiniiiinenicienee, 682589225 Cinacalcet HCL Tablet.

632850074 Sensipak Tablets.

1791845 Sensipar Tablets.
548685616 Sensipar Tablets.
555130073 Sensipar Tablets.
555130074 Sensipar Tablets.
555130075 Sensipar Tablets.
632850073 Sensipar Tablets.
632850075 Sensipar Tablets.

Drug Class: Oral Phosphate Binder

Lanthanum Carbonate .........cccccceeoeeciiieeecieeeecee e, 540920252 | 500 MG ....... Fosrenol Chewable Tablets.
540920253 | 750 MG.
540920254 | 1000 MG.
635520250 | 750 MG.
635520251 | 1000 MG.
635520252 | 500 MG.

Calcium ACEtate ........cooceeeiiiiiieieeee e 540026 | 667 MG ....... Calcium Acetate Capsules.
142880954 | 667 MG ....... Calcium Acetate Capsules.
597306402 | 667 MG ....... PhosLo Gelcaps.

1791371 | 667 MG ....... PhosLo Tablets.
1791934 | i PhosLo Tablets.
522680200 PhosLo Tablets.
548683460 PhosLo Tablets.
548685691 PhosLo Tablets.
647250260 PhosLo Tablets.

Sevelamer Hydrochloride ..........ccccoevienineeninicseneee, 178560020 | 400 MG ....... Crenagel Tablets.
260530308 | 800 MG ....... Renagel Tablet.
260530394 | 400 MG ....... Renagel Tablet.

6155613 | 800 MG ....... Renagel Tablets.
178560021 | 800 MG ....... Renagel Tablets.
242360660 | 400 MG ....... Renagel Tablets.
511293461 | 800 MG ....... Renagel Tablets.
548685615 | 800 MG ....... Renagel Tablets.
551549726 | 400 MG ....... Renagel Tablets.
551549727 | 800 MG ....... Renagel Tablets.
580160778 | 800 MG ....... Renagel Tablets.
584680020 | 400 MG ....... Renagel Tablets.
584680021 | 800 MG ....... Renagel Tablets.
613920721 | 400 MG ....... Renagel Tablets.
647250284 | 400 MG ....... Renagel Tablets.
647250285 | 800 MG ....... Renagel Tablets.

654970020 | 400 MG ....... Renagel Tablets.
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TABLE 6—LIST OF NATIONAL DRUG CODES USED TO IDENTIFY FORMER PART D DRUGS FOR THE ESRD PPS—

Continued

Ingredient name NDC Strength Trade name
654970021 | 800 MG ....... Renagel Tablets.
675440656 | 800 MG ....... Renagel Tablets.
682990002 | 400 MG ....... Renagel Tablets.
682990021 | 800 MG ....... Renagel Tablets.
584680130 | 800 MG ....... Renvela Tablets.

711144207 | 403 MG ....... Sevelamer Hydrochloride Capsules.

68258-9013 | 800 MG ....... Sevelamer Hydrochloride Tablets.

68258-9070 | 400 MG ....... Sevelamer Hydrochloride Tablets.
Sevelamer Carbonate .........ccccceiiieniiiieneeeen 68299-0130 | 800 MG ....... Renvela Tablets.

Table 7 shows the number of
Medicare ESRD beneficiaries for which
valid type 72X claims were filed in CY
2007, number of ESRD beneficiaries

with Part D drug coverage from PDP
plans, and number of beneficiaries with
Part D claims for the above oral drugs.
CY 2006 data are shown for comparison

purposes only, as they were not used to
calculate the ESRD base rate.

TABLE 7—MEDICARE DIALYSIS PATIENTS WITH PAYMENTS FOR PART D DRUGS, 2006 AND 2007

2006 2007
Patients % Patients %

ESRD patients with Medicare payments on outpatient dialysis facility

ClAIMS ™ et 324,836 | .ccoverieienieens 328,841 | i
ESRD patients with Medicare payments on outpatient dialysis facility claims

and any payment for Part D drugs ........ccoeeeereeiieeneeeee e 207,035 63.74 219,451 66.73
ESRD patients with Medicare payments on outpatient dialysis facility claims

and any payment for Part D drugs included in the ESRD PPS** ............... 159,570 49.12 175,132 53.26

**Includes “type 72X” outpatient institutional claims.
**Includes Vitamin D Analogs (Calcitriol, Paracalcitol, and Doxercalciferol), Calcimimetics (Cinacalcet Hydrochloride), and Oral Phosphate
Binders (Lanthanum Carbonate, Calcium Acetate, Sevelamer Hydrochloride, and Sevelamer Carbonate).

VI. Analytical Approach

In this proposed rule, we are
presenting a case-mix model that UM—
KECC has developed using standard
techniques of multivariate regression. In
multivariate or multiple regression, a set
of independent or predictor variables
are tested to determine the extent they
can predict or “explain” the variation in
a related dependent or predicted
variable. The unit of analysis in such
models is important because the level at
which resource use can be measured
differs for composite rate and separately
billable services. We can measure
separately billable services for
individual patients using the payment
information obtained from Medicare
claims. However, the available measure
of resource use for composite rate
services consists of costs from the
Medicare cost reports. These costs do
not distinguish patient-specific
differences within ESRD facilities,
because they combine treatment costs
for all ESRD patients.

In the Secretary’s February 2008
report to Congress, we described two
approaches for developing the case-mix
models using multivariate regression.
Under the first approach, referred to as
the one-equation model, composite rate

costs and separately billable payments
for all patients treated in each ESRD
facility are added together. When the
result is divided by the number of
corresponding ESRD treatments, the
predicted or dependent variable of
bundled services reflects a facility-level
model of combined composite rate and
separately billable services. This
approach has the relative simplicity of
having the case-mix adjustments based
on a single statistical model estimated at
the facility level.

The other approach, which we refer to
as the two-equation model, relies on two
separate regression equations, one to
predict variation in composite rate costs
at the facility level, and the other to
predict variation in separately billable
payments at the patient level. This
approach has the advantage of
measuring patient-level variation in the
utilization of separately billable services
available from the Medicare claims. It
also permits combining separate
composite rate and separately billable
regression equations into a single
payment equation.

The case-mix model, which we have
adopted in developing the proposed
ESRD PPS, is based on the two-equation
model. The basis for our selection of the

two-equation model was set forth in the
Secretary’s February 2008 report to
Congress:

In an extensive series of analyses, UM—
KECC determined that application of the one-
equation bundled PPS model (that is, a
facility-level model) yielded very different
regression coefficients for a number of
potential case-mix adjusters compared to the
two-equation bundled PPS model. These
differences were attributed to the correlation
between the tested case-mix variables and
unobserved facility characteristics. UM—
KECC concluded that a patient-level model
would have the advantage of reducing
potential bias related to unobserved facility
characteristics, would result in more precise
coefficient estimates, and yield greater
stability in these estimates over time. A
patient-level model for the separately billable
services can be combined with a facility-level
model for composite rate services to yield a
single payment equation.

This is the approach adopted to
develop the case-mix adjusters for the
ESRD PPS described in this proposed
rule.

For those interested, a more extensive
and detailed mathematical explanation
of the two-equation model used to
develop the case-mix adjusters is
contained in UM-KECC’s February 2008
report, End Stage Renal Disease
Payment System: Results of Research on
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Case-Mix Adjustment for an Expanded
Bundle (see pp. 38—44 and Technical
Appendix C).

II. Development of ESRD PPS Base Rate

The patient-specific case-mix
adjustments developed from the two-
equation regression model for composite
rate and separately billable services,
which we have described in section
VIIL. of this proposed rule, would be
applied to a base payment rate per
treatment (‘‘base rate’’). The base rate
would also be adjusted to reflect ESRD
facility differences in area wage levels
using a proposed wage index as
described in section VIII.C. In this
section, we describe the calculation of
the proposed ESRD base rate, as set
forth in proposed §413.220, and the
computation of the reduction factors
used to adjust the base rate for projected
outlier payments and budget neutrality
in accordance with sections
1881(b)(14)(D)(ii) and 1881(b)(14)(A)(ii)
of the Act. The base rate presented in
this proposed rule, and defined in

proposed §413.171, was calculated
entirely from CY 2007 Medicare claims
data. The proposed base rate, which
represents the average Medicare
allowable payment (MAP) for composite
rate and separately billable services, was
developed from CY 2007 claims data.
We used claims data for CY 2007 in
connection with the preparation of this
proposed rule because such data were
the latest available. We expect to have
claims data for CY 2008 and partial
claims information for CY 2009 in
connection with our preparation of the
final rule. Comparing per treatment
payment amounts developed from
available claims data for CYs 2007,
2008, and 2009 would permit a
determination as to which year resulted
in the “lowest per patient utilization” of
dialysis services as required in
accordance with section
1881(b)(14)(A)(ii) of the Act. The
components of the proposed base rate
based on CY 2007 claims data and the
methodology used to project the base

rate to CY 2011 (the first year of the
ESRD PPS), are described below.

A. Calculation of the CY 2007
Unadjusted Rate per Treatment

Sections 1881(b)(14)(A)(i) and
1881(b)(14)(B) of the Act, as added by
MIPPA, specify the renal dialysis
services, and other items and services,
which must be included in the payment
bundle of the ESRD PPS. Table 8 shows
the payments for the various
components which comprise the renal
dialysis services which we propose to
include in our development of the base
rate using available CY 2007 claims
data, in accordance with our
interpretation of the statute. We first
describe each of the components of the
ESRD PPS payment bundle included in
the CY 2007 unadjusted rate per
treatment. Thereafter, we describe the
adjustments used to calculate the ESRD
PPS base rate from the CY 2007
unadjusted rate per treatment.

BILLING CODE 4120-01-P
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Table 8

Medicare Allowable Payments (MAP) for composite rate and

separately billable services, 2007

Actual MAP for 2007,
as reported on

Part B drugs and biologicals*

Laboratory tests billed by dialysis facilities or ordered by physicians
receiving monthly capitation payments for treating ESRD patients**

DME supplies and equipment

Description claims'

Total Medicare Allowable Payments by service category

Outpatient dialysis and other composite rate services” $5,705,412,338
Dialysis support services” $1,447,484

Epogen* $1,846,771,009
Darbepoetin $167,776,951
Vitamin D $402,447,416
Calcitriol $3,116,590
Doxercalciferol $76,770,839
Paricalcitol $322,559,988
Iron $234,031,283
Iron Sucrose $165,992,904
NA Ferric Gluconate $68,038,379
Levocarnitine $5,025,914
Alteplase $26,682,197
Vancomycin $3,578,996
Daptomycin $1,234,405
Other injectables $7,467,546

$319,165,724

DME supplies $15,039,695
DME equipment $3,358,535
Supplies and other services billed by dialysis facilities”* $44,864,130
Part D drugs $455,683,740
Total Medicare Allowable Payments for Composite Rate (CR) and

Separately Billable (SB) Services $9,239,987,362
Total Medicare Hemodialysis-equivalent sessions*** 36,523,791
Average Medicare Allowable Payment per Session for CR and SB

services $252.99

Based on payment amounts reported on Medicare claims for 2007. Excludes

facilities without a valid county code for determining the CBSA wage index and

patients with an unknown birthdate.

~Billed by dialysis facilities.

*Monthly payments for EPO were capped to reflect no more than 30,000 units per
session.

**Includes lab tests billed by dialysis facilities on outpatient institutional
claims and lab tests ordered by physicians receiving monthly capitation payment
(MCP) amounts and billed on carrier claims. Labs ordered by physicians
receiving MCP amounts were determined using a list of MCP physicians from 2006.
The estimates for total lab payments will be updated when the list of MCP
physicians for 2007 is available.

***Hemodialysis-equivalent sessions were capped at 20 per patient per month and
include both sessions reported on dialysis facility claims and an estimate for
Method II patients. The estimated sessions for Method II patients were based
on the average number of sessions per month reported for Method I peritoneal
dialysis patients (12.5 in 2007).
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BILLING CODE 4120-01-C
1. Composite Rate Services

The first component of the ESRD PPS
payment bundle shown in Table 8 is
“Outpatient dialysis and other
composite rate services”. This line item
refers to total CY 2007 payments for
composite rate services as obtained from
ESRD facility claims (bill type 72X
claims). This total includes all
composite rate payments to ESRD
facilities, including exception payments
made in accordance with §413.182
through §413.186. Claims from ESRD
facilities that did not have a valid
county code, such that the relevant
CBSA-based wage index (see section
VIII.C.) could not be determined, were
excluded. In addition, claims for
patients with a missing birth date,
which is necessary in order to calculate
the basic case-mix adjustment under the
composite payment system, were also
excluded.

2. Dialysis Support Services

We computed a total amount for the
next component of the ESRD PPS
payment bundle shown in Table 8,
“Dialysis support services”. This total
represents total payments for support
services furnished to Method II home
dialysis patients, and reported under
subcategory 5 of revenue codes 082X
through 085X on the type 72X claims.

3. Part B Drugs and Biologicals

The next component of the ESRD PPS
bundle shown in Table 8 is ‘“Part B
drugs and biologicals”’. We found that
total payments for the top 11 Part B
drugs and biologicals reported on the
type 72X claims, accounted for 99.7
percent of total spending for Part B

drugs. Monthly payments for Epogen
were capped to reflect no more than
30,000 units per treatment, as amounts
in excess of this value were considered
clinically implausible.

4. Laboratory tests

Another component of the ESRD PPS
bundle shown in Table 8 is ‘“Laboratory
tests billed by dialysis facilities or
ordered by physicians receiving
monthly capitation payments for
treating ESRD patients”. Payments for
laboratory tests represent the total
amount paid to dialysis facilities for
outpatient laboratory tests billed on the
type 72X claims, as well as payments for
laboratory tests ordered by physicians
receiving MCP amounts and billed on
carrier claims. We identified laboratory
tests ordered by physicians receiving
MCP using the list of physicians for CY
2006, which was the latest available list
at the time of this proposed rule. The
estimates for total laboratory payments
will be updated using the list of CY
2007 MCP physicians in connection
with the publication of the final rule.

5. DME Supplies and Equipment

“DME supplies and equipment” is
another component of the ESRD PPS
payment bundle. Payments for these
items and services were obtained from
the CMS 1500 claims for Method II
home patients.

6. Supplies and Other Services Billed by
Dialysis Facilities

This category of the ESRD PPS
payment bundle primarily includes
payments for syringes used in the
administration of intravenous drugs
during the provision of outpatient
dialysis. These supplies and services

were billed by the dialysis facilities on
the type 72X claims.

7. Former Part D Drugs

This amount represents total
payments on behalf of the ESRD
beneficiaries with Part D coverage in CY
2007 for Part D drugs and biologicals
which we consider furnished for the
treatment of ESRD. These drugs and
biologicals, which are identified by
class below, were obtained from CY
2007 Part D claims submitted on behalf
of the Medicare ESRD beneficiaries with
valid type 72X claims in CY 2007 with
Part D coverage, using the NDC codes
for the following drugs and biologicals:

Vitamin D Analogues
Calcitriol
Paracalcitol
Doxercalciferol

Calcimimetic
Cinacalcet hydrochloride

Oral phosphate binder
Lanthanum carbonate
Calcium acetate
Sevelamer hydrochloride
Sevelamer carbonate

The NDC codes used to identify the
above drugs and biologicals are shown
in the Appendix in Table C.

The number of Medicare ESRD
beneficiaries for which valid type 72X
claims were filed in CY 2007, number
of ESRD beneficiaries with Part D drug
coverage, and number of beneficiaries
with Part D claims for the specified
drugs and biologicals noted above, are
shown in Table 9. CY 2006 data are also
shown in Table 9 for comparison
purposes.

TABLE 9—MEDICARE DIALYSIS PATIENTS WITH PAYMENTS FOR PART D DRUGS, 2006 AND 2007

2006 2007
Patients % Patients %

ESRD patients with Medicare payments on outpatient dialysis facility

ClAIMS ™ e ettt e 324,836 | .ooooieiiieieee 328,841 | oo
ESRD patients with Medicare payments on outpatient dialysis facility claims

and any payment for Part D drugs .......cceceeiiiiiienieiee e 207,035 63.74 219,451 66.73
ESRD patients with Medicare payments on outpatient dialysis facility claims

and any payment for Part D drugs included in the ESRD PPS ** ............. 159,570 49.12 175,132 53.26

*Includes “type 72X” outpatient institutional claims.
**Includes Vitamin D Analogs (Calcitriol, Paracalcitol, and Doxercalciferol), Calcimimetics (Cinacalcet Hydrochloride), and Oral Phosphate
Binders (Lanthanum Carbonate, Calcium Acetate, Sevelamer Hydrochloride, and Sevelamer Carbonate).

The payment total for former Part D
drugs includes payments by Medicare
prescription drug plans, and all
payments made by or on behalf of ESRD
beneficiaries for the specified drugs. As
noted in Table 9, the payment total for
former Part D drugs only includes data

for the 66.73 percent of ESRD
beneficiaries who were enrolled in Part
D. As aresult, we do not have patient-
specific information on the cost of drugs
(part D equivalent drugs) for the
remaining third of ESRD beneficiaries
who do not have Part D coverage. To the

extent these beneficiaries have drug
coverage through their employer or
other insurance, we do not have access
to specific usage or payment
information for these medications.
Nonetheless, when the ESRD PPS is
implemented January 1, 2011, former
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Part D drugs would become renal
dialysis services in accordance with
section 1881(b)(14)(ii)(B) of the Act. As
such, ESRD facilities would be
responsible for providing ESRD-related
oral drugs formerly covered under Part
D to their patients.

We are considering use of a proxy to
capture the costs associated with ESRD-
related drugs for those patients without
Part D coverage. One possible approach
would be for us to include payments
under the Retiree Drug Subsidy (RDS)
program which is described below. We
believe that as the RDS payments could
be made for ESRD-related drugs under
title XVIII of the Act, use of RDS data
would be consistent with section
1881(b)(14)(A)(ii) which requires that in
implementing the ESRD PPS, the
Secretary must ensure that the estimated
total amount of payments under this
title for 2011 for renal dialysis services
equals 98 percent of the estimated total
amount of payments that would have
been made under this title if the ESRD
PPS were not implemented.

The RDS program was enacted in
December 2003 by section 101 of the
MMA. The program, which was
effective January 1, 2006, was designed
to support existing retiree benefit
arrangements by providing subsidy
payments to plan sponsors (that is,
employers and unions). Subsidy
payments to qualifying drug plan
sponsors (for example, employers,
unions) equal 28 percent of each
qualifying retiree’s allowable costs for
prescription drugs otherwise covered by
Medicare Part D, that are attributable to
such drug costs between an applicable
cost threshold and cost limit. For plan
years ending in 2007, the applicable
cost threshold is $265 and the cost limit
is $5350.

Based on CMS’ Office of the Actuary’s
most recent CY 2007, we provided
subsidy payments totaling $3.8 billion
on behalf of 7.0 million beneficiaries.
Plans submit aggregate qualifying cost
data and a list of eligible beneficiaries.
We could determine the number of
ESRD qualifying covered retirees under
the RDS as a percentage of all qualifying
covered retirees under RDS. We could
further estimate the ESRD-related
percentage of the $3.8 billion in subsidy
payments and add this amount to the
estimated aggregate payments in 2007.
We note that since we do not receive
patient-specific information on drug
usage under the RDS program, it would
not be possible to capture the effect of
these drugs on the patient and facility-
level adjustment factors. We refer
readers to 42 CFR §423.880 through
§423.894 for more information on the
RDS provisions. We invite public

comment on this approach and other
possible approaches to enable us to
capture drug payment information for
all Medicare ESRD patients.

8. Total MAP

The total MAP amount represents the
total payments made in CY 2007 for the
composite rate and separately billable
categories described above (that is, the
sum of the payments for the items and
services described in 1. through 7.) We
propose to use the total MAP amount as
the ESRD PPS base rate amount.

9. Total Medicare Hemodialysis-
Equivalent Sessions

In order to calculate the proposed
ESRD PPS base rate per treatment, it
was necessary to divide the total MAP
amount described above by the number
of Medicare HD-equivalent sessions.
The number of Medicare HD-equivalent
sessions represents the total Medicare
treatments for outpatient dialysis as
reported on the type 72X claims
submitted by dialysis facilities. PD
patient weeks were converted to HD-
equivalent sessions. For this purpose
one week of PD was considered
equivalent to three HD treatments.
Accordingly, a patient on PD for 21 days
would have (21/7) x 3 or 9 HD-
equivalent sessions. In determining the
total number of Medicare treatments,
the number of HD-equivalent sessions
were capped at 20 per patient per
month. We propose to use the total
number of CY 2007 Medicare HD-
equivalent dialysis sessions, 36,523,791,
to calculate the ESRD PPS base rate.

10. Average MAP per Treatment

We divided the total MAP in item 8,
$9,239,987,362, by the total Medicare
hemodialysis-equivalent sessions in
item 9, 36,523,791, to yield an
unadjusted rate per treatment for renal
dialysis services in CY 2007. This
unadjusted rate per treatment is
$252.99. We propose to update this per
treatment amount to reflect CY 2011
prices, and to standardize it to eliminate
the effects of the case-mix and wage
index adjustments in order to ensure
duplicate payments do not occur under
the ESRD PPS through the subsequent
introduction of these variables in the
payment formula. We also propose to
further reduce the projected CY 2011
payment rate for estimated outlier
payments, and the budget neutrality
offset as set forth in sections
1881(b)(14)(D)(ii) and 1881(b)(14)(A)(ii)
of the Act, respectively. This is the
proposed amount per treatment that
would be multiplied under the ESRD
PPS to reflect patient-specific
differences in case-mix, and other

adjustments as set forth in section
1881(b)(14)(D) of the Act. We refer to
this projected CY 2011 payment rate,
after application of the standardization,
outlier, and budget neutrality offsets, as
the ESRD PPS base rate. The proposed
definition of the base rate is set forth in
proposed §413.171. Our proposed
methodology for calculating the base
rate to reflect the standardization,
outlier, and budget neutrality reductions
is explained in the sections that follow.

B. Determining the Update Factors for
the Budget-Neutrality Calculation

In order to estimate payments under
the current payment system for each
facility in CY 2011, the first year of the
ESRD PPS, the components of the CY
2007 unadjusted per treatment rate were
updated to reflect estimated 2011 prices,
using the methodology as described in
greater detail below. It is necessary to
estimate 2011 payments under the
current ESRD payment system
(including all separately billable items)
for each facility in order to meet the
statutory budget-neutrality requirement
for the ESRD PPS. Section
1881(b)(14)(A)(ii) of the Act requires
that the ESRD PPS payment system be
98 percent budget neutral in 2011. In
other words, the estimated total amount
of payments under the ESRD PPS in
2011, including any payment
adjustments, must equal 98 percent of
the estimated total amount of payments
for renal dialysis services that would
have been made with respect to services
in 2011 if the ESRD PPS system had not
been implemented. Therefore, we must
first estimate what ESRD facilities
would have been paid under the current
system in CY 2011, by updating the
2007 payments to reflect 2011 prices.
We then divide the total estimated CY
2011 payments by the number of CY
2007 treatments to determine the CY
2011 average payment per treatment.
We do not make adjustments for future
changes in treatments as this would
require us to make assumptions about
patient specific characteristics. If we
were to project CY 2011 treatments we
would increase the current basic case-
mix adjusted composite payments by
the same amount. This would in effect
have no impact on the calculation of the
per treatment amount. This CY 2011
unadjusted per treatment payment
amount becomes the basis for meeting
the budget neutrality requirement.
Below we describe the update factors
used to estimate CY 2011 payments for
each component.

1. Composite Rate Services

In order to update the basic case-mix
adjusted composite payments to 2011,
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we began with the CY 2009 base because we anticipate that floor will be TABLE 10
composite rate ($133.81) and the CY in effect in CY 2011. We have been
2009 drug add-on percentage of 15.2 reducing the wage index floor by .05 S Price
percent. In accordance with section every year and we expect to continue Drugs and biologicals update?
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. . dated b d. th Alteplase ..o, 2.3
section XII. of this proposed rule. We updated because, once approved, the Aranesp _go
are proposing to use this base composite ~exception amounts were fixed payment Daptomyc.i-r-w """""" 13.9
rate for CY 2011, which includes ESRD ~ amounts, and hence the 2007 amounts — gynerinjctables -.................. 1.1
bundled market basket minus 1 represent the 2011 amounts. See the CY

percentage point, to update the CY 2010
composite rate for purposes of
establishing the ESRD PPS base rate,
given that we interpret section
1881(b)(14)(F)(ii) to require us to update
the composite rate portion of the blend
by the market basket percentage minus
1.0 percentage point in all years of the
transition (which includes CY 2011).
Therefore, using the market basket in
this way would be a consistent
approach. As described in section XII. of
this preamble, we are proposing a
market basket increase of 2.5 percent for
CY 2011. Therefore, we are proposing a
1.5 percent update to the composite rate
for CY 2011, resulting in a CY 2011
composite rate of $137.18 ($135.15 *
1.015). We note that the drug add-on
percentage is reduced from 15.2 to 14.8
as a result of the increases to the
composite rate in CYs 2010 and 2011.
Since the drug add-on is calculated as
percentage of the base composite rate,
the drug add-on percentage decreases
with increases in the composite rate.
The CY 2009 Physician Fee Schedule
final rule provides details on why
increases to the base composite rate
require decreases to the drug add-on
percentage to ensure that the total drug
add-on dollar amount remains the same
(73 FR 69755). We intend to update the
drug add-on, if necessary, for the ESRD
PPS final rule.

We used the applicable facility-level
and patient-level basic case-mix
adjustments from the CY 2007 claims to
re-compute payment using the
applicable basic case-mix adjustments
applied to a 100 percent CBSA wage-
adjusted composite rate using the most
recently available ESRD wage index,
which is the CY 2009 final rule ESRD
wage index with a 0.60 floor. We did
this to use the most recent wage indexes
available in estimating 2011 payments.
The other components of the bundle,
which are discussed below do not have
payments which are computed with
wage indexes. We used a 0.60 floor

2005 PFS final rule for a discussion
regarding the application of statutory
increases to exception amounts (69 FR
66332).

2. Self-Dialysis Support Services for
Method II Patients

The allowance per month under
Method II for home dialysis support
services may not exceed $121.15 per
month for all forms of dialysis. Since
home dialysis support services for
Method II patients are subject to a
monthly capitation payment that is not
increased, the CY 2007 amounts
represent the CY 2011 amounts.

3. Part B Drugs and Biologicals

Under the current system, payments
for ESRD drugs and biologicals under
Part B are paid on average sales price
plus 6 percent (ASP+6 percent)
methodology. We reviewed ASP prices
for four quarters of 2006, 2007, 2008 and
two quarters of 2009 for the top eleven
separately billable drugs. Given the
variability shown in the prices over the
last several years and the lack of a clear
pattern, we propose to use the 2009
prices as proxy for 2011 values. At the
time of the final rule, we will reevaluate
this decision based on additional
quarters of ASP drug pricing data. Thus,
we used the growth from the average of
the quarters for 2007 to the average of
the two available quarters of 2009. For
other ESRD-related Part B drugs, we
used a weighted average of the top
eleven Part B drugs to update those drug
prices to 2011. Since the top eleven
drugs represent 99.7 percent of total
separately billable Part B drug
payments, we believe that the overall
weighted average was representative for
the remaining 0.3 percent. See Table 10
for the growth factor that was applied to
the 2007 drug payment levels.

4. Laboratory Tests

We updated payments for laboratory
tests paid through the laboratory fee
schedule to 2011 using projected CPI-U
increases and any legislative
adjustments that would be applied to
this fee schedule. This is the statutory
update required for lab services. This
amount totaled a growth of 5.1 percent
from 2007 to 2011.

5. DME Supplies and Equipment

Since payments for supplies and
equipment for Method II patients are
subject to a monthly capitation payment
that has not increased, the CY 2007
amount represents the 2011 amounts.

6. Supplies and Other Services

This category primarily includes the
$0.50 administration fee for separately
billable Part B drugs. Since this fee has
not increased, there was no price
update.

7. Former Part D Drugs

Former Part D drugs were updated by
the growth rates for overall prescription
drug prices that were used in the
National Health Expenditure
Projections. See http://www.cms.hhs.
gov/NationalHealthExpendData/03
NationalHealthAccountsProjected.asp#
TopOfPage for further reference on the
National Health Expenditure
Projections. Since we do not currently
have enough data to establish a trend for
Part D prices and since we use this price
growth in the overall Part D projections,
we believe it is an adequate proxy. This
amount totaled a growth of 12.2 percent
from 2007 to 2011.

Once we determined updated CY
2011 payments for each component of
the items and services discussed above,
we added the components together to
determine each ESRD facility’s total
payments under the current payment
system in CY 2011. These estimated
total 2011 MAPs divided by the total
2007 Medicare HD-equivalent sessions
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yield the unadjusted per treatment base
rate for renal dialysis services in CY
2011 of $261.58.

We used $261.58 as the starting point
for further adjustments in determining
the proposed ESRD PPS per treatment
base rate. The 2011 unadjusted average
payment per treatment of $261.58 was
then used in the payment model to
estimate total payments under the
proposed ESRD PPS in CY 2011. These
CY 2011 ESRD PPS estimated payments
were based on treatment data from the
CY 2007 claims file.

C. Standardization Adjustment

CY 2011 payments under the
proposed ESRD PPS were initially
estimated without a budget-neutrality
adjustment, using the unadjusted CY
2011 average payment per treatment
amount of $261.58. We calculated the
PPS payments using treatment counts
from the 2007 claims file. The wage
index and all applicable proposed
patient-level and facility-level
adjustments were applied to the
unadjusted CY 2011 average payment
per treatment to determine the
estimated payment amount under the
proposed ESRD PPS for each treatment
and ESRD facility. We note that to
simulate payments, we used the latest
available final CY 2009 ESRD wage
indexes, with no floor. While we
anticipate a 0.60 floor for the ESRD
wage index for the current basic case-
mix composite payment system, we are
proposing to eliminate the wage index
floor for the ESRD wage index to be
used for the proposed ESRD PPS in CY
2011 (see section VIII.C.1 for a detailed
discussion of the ESRD wage index).

Next, we standardized the ESRD PPS
payments in order to account for the
overall positive effects of the proposed
ESRD PPS case-mix patient and facility
adjustment factors and wage indexes.
We must standardize payments in order
to ensure that total projected PPS
payments are equal to the payments
under the current basic case-mix
adjusted composite payment system. In
order to standardize the ESRD PPS
payments, we compared the proposed
ESRD PPS amounts calculated from the
treatment counts in the 2007 claims file
to the current system payments from the
2007 Medicare claims file updated to
2011 (as explained in greater detail in
section VIL.B. above). A standardization
factor was calculated by dividing total
estimated payments in 2011 under the
current payment system by estimated
payments under the proposed ESRD
PPS in 2011. The standardization factor
was calculated to be 0.7827, or a
reduction of 21.73 percent. As a result,
the CY 2011 unadjusted per treatment

base rate of $261.58 was reduced by
21.73 percent to $204.74.

We are proposing that the base rate
per treatment be further modified by the
adjustments described below.

D. Calculation of the Budget-Neutrality
Adjustments

a. Outlier Adjustment

Section 1881(b)(14)(D)(ii) of the Act
provides that the ESRD PPS shall
include a payment adjustment for high
cost outliers due to unusual variations
in the type or amount of medically
necessary care, including variations in
the amount of erythropoiesis-
stimulating agents necessary for anemia
management. We believe the payment
adjustment under section
1881(b)(14)(D)(ii) of the Act for outlier
cases should be applied in a budget
neutral manner, as doing so will ensure
that estimated total payments under the
proposed ESRD PPS equals 98 percent
of the estimated total amount of
payments for renal dialysis services that
would have been made with respect to
services in 2011 if the ESRD PPS system
had not been implemented.

To ensure that the proposed outlier
policy under the ESRD PPS is budget
neutral, we propose to reduce the base
rate by the proposed outlier percentage,
or 1 percent. Specifically, we propose to
reduce the base rate from $204.74 to
$202.69. We did this to account for the
1 percent of aggregate ESRD PPS
payments estimated to be made as
outlier payments. We then re-estimated
the prospective payment amounts with
the new reduced base rate of $202.69,
allowing 1 percent of payments to be
outliers. The appropriate outlier
payment amount for each treatment was
determined as described in greater
detail in section X.A.2 of this proposed
rule. The outlier amount was computed
for all treatments, and the total outlier
payment, across all treatment amounts
was added to the prospective payment
amount for all treatments.

In summary, we are proposing an
outlier percentage of 1 percent;
therefore, the proposed base rate per
treatment must include a reduction of 1
percent. Thus the proposed
standardized base rate of $204.74 was
reduced by 1 percent to yield a
proposed base rate of $202.69.

b. 98 Percent Budget Neutrality
Adjustment

Section 1881(b)(14)(A)(ii) of the Act
requires that the proposed ESRD PPS
payment system be 98 percent budget
neutral. In other words, the estimated
total amount of payments under the
ESRD PPS in 2011, including any

payment adjustments, must equal 98
percent of the estimated total amount of
payments for renal dialysis services that
would have been made with respect to
services in 2011 if the ESRD PPS had
not been implemented. Therefore, we
reduced the 2011 standardized base rate
per treatment, which was already
adjusted for 1 percent outlier payments,
by an additional two percent, from
$202.69, to yield a proposed base rate of
$198.64.

To summarize, the proposed base rate
per treatment with an outlier adjustment
and budget neutrality was calculated to
be $198.64. This amount includes a
21.73-percent reduction from $261.58 to
account for standardization to the
projected CY 2011 current system
payment per treatment, a 1-percent
reduction to account for proposed
outlier payments, and a 2-percent
reduction for the required 98-percent
budget neutrality. The outlier policy we
are proposing is set forth at proposed
§413.237.

E. Calculation of Transition Budget-
Neutrality Adjustment

Section 1881(b)(14)(E)(i) of the Act
requires the Secretary to provide “a
four-year phase-in” of the payments
under the ESRD PPS for renal dialysis
services furnished on or after January 1,
2011, with payments under the ESRD
PPS “fully implemented for renal
dialysis services furnished on or after
January 1, 2014.” Although the statute
uses the term “phase-in,” for purposes
of the proposed ESRD PPS, we will use
the term ‘““transition” to be consistent
with other Medicare payment systems.

Section 1881(b)(14)(E)(ii) of the Act
permits ESRD facilities to make a one-
time election to be excluded from the
transition. An ESRD facility that elects
to be excluded from the transition
receives payments for renal dialysis
services provided on or after January 1,
2011 based on 100 percent of the
payment rate under the ESRD PPS,
rather than a blended payment based in
part on the payment rate with regard to
the current basic case-mix adjusted
composite payment system and in part
on the payment rate under the ESRD
PPS. The implementation of the
transition is discussed in section XIIL.A
of this proposed rule. The transition
period policy is set forth in proposed
§413.239.

Section 1881(b)(14)(E)(iii) of the Act
also requires that we make an
adjustment to payments for renal
dialysis services provided by ESRD
facilities during the transition so that
the estimated total amount of payments
under the ESRD PPS, including
payments under the transition, equals
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the estimated total amount of payments
that would otherwise occur under the
ESRD PPS without such a transition.
The transition budget neutrality
adjustment would be comprised of two
parts. First, we would make a payment
adjustment under the basic case-mix
adjusted composite payment system
portion of the blended rate during the
transition, in addition to computing a
factor that would make the estimated
total amount of payments under the
ESRD PPS including payments under
the transition equal the estimated total
amount of payments that would
otherwise occur without such a
transition. We describe each part in
detail in the paragraphs that follow.

First, to ensure that estimated total
payments during the transition equal
the estimated total amount of payments
that would otherwise occur without
such a transition, in addition to
accounting for payments for composite
rate services and items and services that
are separately billable under Part B, it is
necessary to reflect payments for ESRD-
related Part D drugs that are currently
separately payable under Title XVIII.
Specifically, as we discussed in section
III. of this proposed rule, section
1881(b)(14)(B) of the Act defines renal
dialysis services to include, among
other things, certain drugs and
biologicals, including drugs and
biologicals that were separately payable
under Parts B and D. Under the current
ESRD basic case-mix adjusted
composite payment system, ESRD
facilities generally do not furnish oral
drugs and biologicals to their ESRD
patients. ESRD patients currently
acquire these drugs and biologicals
either through Medicare Part D, private
insurance, or independently.

As described in section III. of this
proposed rule, we are proposing to
include renal dialysis service drugs
formerly covered under Part D under the
proposed ESRD PPS. As a result, we are
further proposing that ESRD facilities
would be required to furnish these and
any other self-administered ESRD-
related drugs to beneficiaries either
directly or under arrangement.

As further discussed in section VII. of
this proposed rule, the cost of the drugs
and biologicals currently separately
payable under Part D that we propose to
be designated as Part B renal dialysis
services for purposes of the proposed
ESRD PPS, would be reflected in the
ESRD PPS portion of the blended
payment. That is, once the ESRD PPS is
implemented on January 1, 2011, ESRD-
related Part D drugs would become Part
B renal dialysis service drugs and would
no longer be separately covered under
Part D. This is due to section

1881(b)(14)(A)(1) of the Act, which
specifies that after January 1, 2011, a
single payment is made under title XVIII
for renal dialysis services furnished by
ESRD facilities in lieu of any other
payment for such services, as well as the
new statutory definition under section
1881(b)(14)(B) of the Act. In addition,
we note that ESRD-related Part D drugs
are not part of the basic case-mix
adjusted composite payment system or
otherwise covered under Part B (in
contrast to other separately billable
ESRD-related items and services). As a
result, ESRD facilities that elect to go
through the transition would have no
mechanism by which to receive
payment for former Part D drugs with
regard to the basic case-mix adjusted
composite payment system portion of
the payment blend (though such
services would be captured with regard
to the portion of the blended payment
for the ESRD PPS). Because ESRD-
related Part D drug payments would not
be included in the portion of the blend
based on the basic case-mix adjusted
composite payment system, payments to
ESRD facilities that elect to go through
the transition may be understated
during the transition.

Additionally, as required by section
1881(b)(14)(A)(ii) of the Act and
described in section VILD.b of this
preamble, the estimated total amount of
payments under the proposed ESRD
PPS in 2011, including any payment
adjustments, must equal 98 percent of
the estimated total amount of payments
for renal dialysis services under title
XVIII that would have been made with
respect to services in 2011 if the ESRD
PPS system had not been implemented.
As we noted, Part D drugs are not part
of the basic case-mix adjusted
composite payment system or otherwise
covered under part B as separately
billable ESRD-related items or services.
However, because the payments for the
ESRD-related Part D drugs proposed for
inclusion in the ESRD PPS were made
under title XVIII, we are required to
include such items in the 98 percent
budget neutrality adjustment.

Thus, to be consistent with the 98
percent budget neutrality requirement
and to make estimated payments during
the transition equal payments without
the transition, we propose to provide a
$14.00 per treatment adjustment to the
portion of the blend with regard to the
basic case-mix adjusted composite
payment system. This amount is based
on the 2011 per treatment ESRD-related
Part D drug payments included in the
proposed ESRD PPS base rate. We first
computed the 2007 per Part D payment
per treatment described in section VILA.
We then updated this amount to 2011

by applying the 12.2 percent update
factor described in section VIL.B.

We further propose that the $14 per
treatment adjustment that would be
made to the portion of the blend with
regard to the basic case-mix adjusted
composite payment system would be
made without regard to basic case-mix
adjustments or wage index adjustments.
This is because ESRD-related Part D
drugs were not included in the
development of the adjustments for the
basic case-mix adjusted composite
payment system.

We considered an alternative
approach for meeting the statutory
transition budget neutrality adjustment.
Under this approach, we would exclude
estimated payments for ESRD-related
Part D drugs from the estimated 2011
payments related to the basic case-mix
adjusted composite payment system.
That is to say, we would not pay ESRD
facilities for the ESRD-related Part D
drug payment with regard to the basic
case-mix adjusted composite payment
system portion of the blended payment
during the transition, and therefore, we
estimate that ESRD facilities may
receive smaller blended payment
amounts during the transition.
Excluding ESRD-related Part D drugs
from the basic case-mix adjusted
composite payment portion of the
blended payment would likely lower
blended payments under the transition
and, as a result, we estimate that many
more facilities would elect to be paid
100 percent of the ESRD PPS rather than
electing to go through the transition.
These facilities would have to give up
their option to go through the transition
in order to receive 100 percent ESRD
PPS payments for ESRD-related Part D
drugs. The transition provides a more
gradual change to ESRD PPS for those
facilities that would receive lower
payments under the proposed ESRD
PPS. We believe it is more equitable to
provide a $14 per treatment adjustment
the portion of the blend related to the
basic case-mix adjusted composite
payment system. In addition, we believe
that the transition budget neutrality
adjustment should not change facilities’
incentives with respect to whether or
not to opt out of the transition. This
approach would change the incentives
because excluding ESRD-related Part D
drugs from portion of the blended
payment related to the basic case-mix
adjusted composite payment system
might lower blended payments under
the transition, thereby increasing the
incentive to elect to be paid under 100
percent ESRD PPS. This approach also
would skew the impact analysis because
it compares payment amount related to
the basic case-mix adjusted composite
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payment system without Part D
payments, while payments under the
proposed ESRD PPS include payments
for Part D drugs. For the impact analysis
to accurately represent payments that
are included in the proposed ESRD PPS
and be consistent with the 98 percent
budget neutrality requirement, we
believe we need to include payments for
ESRD-related Part D drugs in our
estimate of what ESRD facilities would
be paid in 2011 for both the basic case-
mix adjusted composite payment system
and the proposed ESRD PPS, had an
ESRD PPS not been implemented. For
these reasons we rejected this
alternative.

Accordingly, in order to make ESRD
PPS budget neutral during the transition
with respect to ESRD-related Part D
drugs, we propose to make a $14 per
treatment adjustment to the portion of
the blend related to the basic case-mix
adjusted composite rate payment
system.

The second part of the transition
budget neutrality adjustment addresses
the overall effect of the ESRD facilities’
decision whether to be paid under the
transition versus being paid under the
ESRD PPS. In the absence of such an
adjustment, total payments would be
higher under the transition payment
system (blended payment amount) than
under a 100 percent fully implemented
PPS payment system, as we presume
that each provider would likely choose
the option that is most beneficial to
them. In other words, we believe ESRD
facilities that estimate that their
aggregate payments will be higher under
the transition than under the ESRD PPS
likely will elect to be paid under the
transition. This in turn would increase
the total payments paid by CMS, with
total payments then likely to exceed the
98 percent budget neutrality target
amount, as discussed in section VIL.D.b
of this proposed rule. We interpret this
provision as requiring, during the first 3
years of the transition, a budget
neutrality adjustment applied to all
payments to ESRD facilities (both those
paid under the transition and those
electing to be paid under the ESRD PPS)
to offset the additional payments to
those ESRD facilities that elect to be
paid a blended payment under the
transition rather than to be paid based
on 100 percent of the payment amount
under the proposed ESRD PPS. Thus,
we are proposing to create a transition
budget neutrality adjustment factor to be
applied to all payments to ESRD
facilities during the transition. This
transition budget neutrality adjustment
factor is intended to make the estimated
total payments under the transition
equal our estimate of total payments

under the ESRD PPS were there no
transition.

One alternative we considered was
applying the budget neutrality
adjustment factor to the 2011 ESRD PPS
base rate only. However, we believe this
approach would unfairly penalize those
facilities that opt to be paid based on
100 percent of the payment amount
under the ESRD PPS, as it would lower
all of their payments. Those facilities
that are paid on a blended payment
methodology would only have 25
percent of their payment lowered in CY
2011, as only 25 percent of the blended
payment is based on the payment
amount under the proposed ESRD PPS.
Thus, in effect, this approach would
result in those facilities electing to be
paid based on 100 percent of the
payment rate under the ESRD PPS
subsidizing those electing to be paid
under the transition. In addition, we
believe that the transition budget
neutrality adjustment should not change
facilities’ incentives with respect to
whether or not to opt out of the
transition. This alternative would
change the incentives by lowering
payments under the ESRD PPS by a
larger percentage than the blended
payments under the transition, thereby
increasing the incentive to elect to be
paid under the transition. For these
reasons we rejected this alternative.

Another alternative we considered
was applying the adjustment only to the
blended payments for facilities that
elect to be paid under the transition.
However, we believe that this approach
would unfairly penalize those ESRD
facilities that choose to be paid under
the transition, as it would lower their
payments but would not lower the
payments to those facilities that elect to
be paid based on 100 percent of the
payment rate under the ESRD PPS.
Similar to the alternative in the previous
paragraph, this alternative would also
affect ESRD facilities’” incentives with
respect to whether or not to opt out of
the transition, and thus we also rejected
this alternative.

We therefore propose to apply the
transition budget neutrality adjustment
factor to all ESRD payments, including
the component of the blended rates
based on the current basic case-mix
adjusted composite payment system. We
propose this approach, because we
believe that it would not unfairly
penalize one group, it would evenly
distribute the effect of the transition
budget neutrality adjustment, and it
would not change ESRD facilities’
incentives with respect to whether to
opt out of the transition.

In calculating the transition budget
neutrality adjustment factor, we propose

to first determine the estimated increase
in payments under the transition and
then determine an offset factor. In order
to do this, we must first make
assumptions on which facilities would
choose to opt out of the transition and
be paid based on 100 percent of the
payment rate under the ESRD PPS in
2011. In order to estimate which ESRD
facilities will and will not elect to opt
out of the transition, we are proposing
to estimate aggregate payments for each
ESRD facility under both the current
basic case-mix adjusted composite
payment system, including payments
for separately billable services, and the
proposed ESRD PPS (based on 100
percent of the payment amount under
the ESRD PPS). We are assuming that
facilities that would receive higher
aggregate payments under the proposed
ESRD PPS would elect to be paid based
on 100 percent of the payment rates
under the ESRD PPS. Conversely, ESRD
facilities that would receive higher
aggregate payments under the current
basic case-mix adjusted composite
payment system would elect to be paid
the blended rate under the transition.
Based on this approach, we estimate
that 36 percent of ESRD facilities will
choose to be excluded from the
transition and that 64 percent of ESRD
facilities will choose to be paid the
blended rate under the transition.
Consequently, we estimate that during
the first year of the transition, total
payments to all ESRD facilities would
exceed the estimated payments under
the ESRD PPS in the absence of the
transition. Thus, in order to maintain
the 98 percent budget neutrality
required by section 1881(b)(14)(E)(iii) of
the Act during the initial year of the
transition period, we are proposing to
reduce all payments to ESRD facilities
in CY 2011 by a factor that is equal to
1 minus the ratio of the estimated
payments under the ESRD PPS were
there no transition (that is, 98 percent of
total estimated payments that would
have been made under the current basic
case-mix adjusted payment system) to
the total estimated payments under the
transition, or 3.0 percent. For 2011,
application of this factor would result in
a 3.0 percent reduction in all payments
to ESRD facilities. We propose to apply
this adjustment to both the blended
payments made under the transition and
payments made under the 100 percent
ESRD PPS. We propose to calculate
similar factors for CYs 2012 and 2013
that would allow a blended payment
system to be budget neutral to a fully
implemented 100 percent ESRD PPS.
We invite comments on the
calculation and application of the
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proposed two part transition budget
neutrality adjustment factor.

VIII. Cost Regression Used To Develop
Proposed Payment Adjustment Factors

A. Proposed Regression Analysis

1. Dependent Variables

The proposed two-equation regression
approach used to develop the proposed
ESRD PPS includes a facility—based
regression model for composite rate
service, and a patient-level regression
model for separately billable services.
The measures of resource use that were
specified as the dependent variables in
each of the two equations are explained
below.

a. Average Cost per Treatment for
Composite Rate Services

We measured resource use for the
maintenance dialysis services included
in the current bundle of composite rate
services using ESRD facility data
obtained from the Medicare cost reports
for hospital-based ESRD providers and
independent ESRD facilities. The
average composite rate cost per
treatment for each ESRD facility was
calculated by dividing the total reported
allowable costs for composite rate
services for CYs 2004, 2005, and 2006
(Worksheet B, column 11, rows 7—16 on
CMS 265-94; Worksheet I-2, column
11, rows 2—11 on CMS 2552-96) by the
total number of dialysis treatments and
Worksheet C, column 1, rows 1-10 on
CMS 265-94; Worksheet I-4, column 1,
rows 1-10 on CMS 2552-96).
Continuous ambulatory peritoneal
dialysis (CAPD) and continuous cycling
peritoneal dialysis (CCPD) patient
weeks were multiplied by 3 to obtain
the number of hemodialysis equivalent
treatments. We point out that our
computation of the total composite rate
costs included in this per treatment
calculation includes costs incurred for
training expenses, as well as all costs
incurred by ESRD facilities for home
dialysis patients. The resulting
composite rate cost per treatment was
adjusted to eliminate the effects of
varying wage levels among the areas in
which ESRD facilities are located using
the CY 2009 ESRD wage index and the
estimated labor-related share of costs
from the composite rate market basket.
The description of that labor-related
share was contained in the Secretary’s
2008 Report to Congress. That is, 53.711
percent of each ESRD facility’s
composite rate cost per treatment was
divided by the ESRD wage index to
control for area wage differences. No
floor or ceiling was imposed on the
wage index values used to deflate the
composite rate costs per treatment. We

applied a natural log transformation to
the wage-deflated composite rate costs
per treatment to better satisfy the
statistical assumptions of the regression
model, and to be consistent with
existing methods of adjusting for case-
mix, in which a multiplicative payment
adjuster is applied for each case-mix
variable. As with other health care cost
data, there was skewness in the cost
distribution for composite rate services
in which a relatively small fraction of
observations account for a
disproportionate fraction of costs. Cost
per treatment values which were
determined to be unusually high or low
in accordance with predetermined
statistical criteria were excluded from
further analysis. (For an explanation of
the statistical methodology used to
identify outlier composite rate costs per
treatment, see pp 45—48 of UM—KECC'’s
February 2008 report.)

b. Average Medicare Allowable Payment
(MAP) for Separately Billable Services

Resource use for separately billable
dialysis related services was measured
at the patient level using the payment
data on the Medicare claims for CYs
2004-2006. This time period
corresponded to the most recent 3 years
of Medicare cost report data that were
available to measure resource use for
composite rate services. Measures of
resource use included the following
separately billable services: injectable
drugs billed by ESRD facilities,
including ESAs; oral forms of ESAs and
other oral drugs used to treat ESRD
payable under Medicare part D;
laboratory services provided to ESRD
patients, billed by freestanding
laboratory suppliers and ordered by
physicians who receive monthly
capitation payments for treating ESRD
patients, or billed by ESRD facilities;
other services billed by ESRD facilities,
including support services for Method II
home patients; medical equipment and
supplies for Method II home patients
billed by durable medical equipment
suppliers.

We obtained Medicare claims data for
separately billable services for CYs
2004-2006 for patient months in which
outpatient dialysis was provided and
Medicare was the primary payer. For
oral drugs (formerly) covered under
Medicare part D, we used CY 2007
claims data for ESRD beneficiaries with
Medicare part D coverage. Measures of
resource use were based on MAPs,
which were calculated using the
payment data on the claims. Currently,
the only payment data available for Part
D claims are for CYs 2006 and 2007.
However, these data were not available
in sufficient time to be included in the

development of the proposed separately
billable case-mix adjusters, given the
lead time necessary for the preparation
of the proposed rule. We expect that
additional Part D claims data will be
available for the preparation of the final
rule. Therefore, we intend to include
appropriate available payment data from
Part D claims for CYs 2006 through 2008
in our development of the regression
based case-mix adjusters for the overall
payment model, and will address their
inclusion in the final rule. Payments for
Part D drugs were included in the
proposed ESRD base rate, which relied
on claims for CY 2007. See section
VILA.7.

Medicare payments were inflated by a
factor of 1.25 for services that have a 20
percent patient coinsurance (for
example, most injectable drugs) to yield
the MAP. For laboratory tests that have
no patient coinsurance obligation, the
Medicare payment is identical to the
MAP. As required under section
1881(b)(14)(B) of the Act, as added by
section 153(b)(1) of MIPPA, vaccines are
excluded from the ESRD PPS and
therefore, were excluded from the
computation of separately billable
drugs. The MAP amounts do not
include the annual part B payment
deductible, which may apply to
separately billable services because we
were unable to determine whether the
deductible amount was incurred in
connection with another part B service.
We point out that the part B payment
deductible can apply in connection with
any part B service, not just outpatient
dialysis related services.

For the case-mix analyses, MAP
values based on CY 2004 through 2006
claims were adjusted to approximate
drug payments for the current year. In
CY 2007 the top 11 separately billed
Part B drugs accounted for
approximately 99.8 percent of drug
expenditures for Medicare ESRD
beneficiaries. We repriced the MAPs for
these drugs in 2004, 2005, and 2006 by
using a ratio. That ratio was obtained by
dividing the Medicare payment rate in
the first quarter of 2008 by the Medicare
payment rate in 2004, 2005, and 2006.
This repricing was done for the
following injectable drugs: epoetin alfa,
darbepoetin alfa (ARANESP®), iron
dextran, iron sucrose, sodium ferric
gluconate, calcitriol, doxercalciferol,
paracalcitol, levocarnitine, alteplase
recombinant, and vancomycin.
(Although iron dextran was among the
top 11 drugs in CYs 2004—2006, it was
superseded by daptomycin in CY 2007.)
The resulting MAP closely reflects the
current prices based on Medicare
reimbursement rates. The ratios used to
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adjust the MAPs for the 11 specified
injectable drugs are shown in Table 11.
BILLING CODE 4120-01-P

Table 11

Payment ratios used to reprice Medicare Allowable Payments
(MAP) for 11 separately billable injectable drugs

Ratios by year/quarter
2006, 2006, 2006, 2006,

Injectable drug 2004 2005 Quarter 1 | Quarter 2 | Quarter 3 | Quarter 4
Epoetin alfa 0.8963 0.9183 0.9366 0.9603 0.9456 0.9489
Darbepoetin alfa 0.6101 ** 0.9675 0.9535 0.9557 0.9669
Iron dextran* 0.6488 1.0622 1.0333 1.0242 1.0545 1.0489
Iron sucrose 0.5530 0.9865 1.0224 1.0111 0.9973 1.0055
Sodium ferric gluconate

complex 0.5934 0.9794 0.9902 0.9589 1.0208 1.0073
Calcitriol 0.2406 0.3458 0.4709 0.7186 0.6548 0.6324
Doxercalciferol 0.4367 0.9238 0.8946 0.7584 0.7604 0.8355
Paricalcitol 0.7135 0.9508 0.9984 1.0018 0.9982 0.9976
Levocarnitine 0.1677 0.4208 0.5633 0.7135 0.5782 0.5484
Alteplase, recombinant 0.9366 1.0829 1.0944 1.0969 1.0853 1.0717
Vancomycin HCI 0.4909 1.1581 1.1064 1.0655 1.0674 1.0314

*Starting in 2006, the repricing ratio for this drug was determined using the average
payment rate for the two forms of iron dextran that could be billed.

**Due to quarterly price changes for darbepoetin alfa during 2005, a different repricing
ratio was used for each quarter: 0.8160, 0.8970, 0.9454, and 0.9602 for Quarters 1, 2, 3,

and 4 of 2005, respectively.

BILLING CODE 4120-01-C

The adjusted MAP values were
standardized to reflect the number of
Medicare outpatient dialysis treatments
reported on the claims. This approach is
consistent with the unit of payment
under the current composite payment
system. For patients who received PD
during the month, the number of PD
days reported on the claims was
multiplied by 37 to obtain the number
of HD-equivalent treatments. For
example, 7 PD days were converted to
3 treatments since hemodialysis is
typically performed 3 times per week.
Monthly treatments reported on the
claims were capped at 20 treatments in
excess of this number were considered
implausible. The average MAP per
treatment for EPO was limited to no
more than 30,000 units, since higher
doses were considered clinically
suspect or inappropriate. The ratio of

the adjusted MAP values for separately
billable services divided by the total
number of treatments was used to
calculate the average adjusted MAP per
treatment. As with the analysis of
composite rate services, we applied a
natural log transformation to the values
of the separately billable MAPs per
treatment, with statistical outlier values
excluded from further analysis
employing the same criteria used to
identify aberrant composite rate costs.

2. Independent Variables

Two major types of independent or
predictor variables were included in the
composite rate and separately billable
regression equations—case-mix
payment variables and control variables.
Case-mix payment variables were
included as factors that may be used to
adjust payments in either the composite
rate or the separately billable equation.

Control variables, which generally
represent characteristics of ESRD
facilities such as size, type of
ownership, facility type (whether
hospital-based or independent), etc.,
were specifically included to obtain
more accurate estimates of the payment
impact of the potential payment
variables in each equation. Control
variables were excluded from
consideration as actual payment
adjusters because they represent facility
characteristics rather than patient
characteristics. In the absence of using
control variables in each regression
equation, the relationship between the
payment variables and measures of
resource use may be biased.

a. Control Variables

Seven control variables were included
in the regression analysis. They were:
(1) Renal dialysis facility type (hospital-
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based versus independent facility); (2)
facility size (<3,000 for less than three
years, 3,000 to 5,000, 5,000-10,000, and
>10,000 dialysis treatments); (3) type of
ownership (independent, large dialysis
organization, regional chain, unknown);
(4) whether the ESRD facility received a
composite rate payment exception
between November 1993 and July 2001;
(5) adequacy of dialysis, based on the
percentage of patients having a urea
reduction ratio (URR) <65 percent; (6)
rural versus urban location; and (7)
calendar year. Calendar years 2004,
2005, and 2006 were included as a
control variable in analyses that pooled
three years of data.

b. Proposed Case-Mix Adjustment
Variables

Section 1881(b)(14)(D)(i) of the Act
requires that the ESRD PPS include a
payment adjustment based on case-mix,
but gives the Secretary broad discretion
with regard to the selection of patient-
specific measures which would
comprise the case-mix adjusters. As part
of our case-mix analysis, we identified
the same patient demographic variables
used in connection with the basic case-
mix adjusters under the current
composite payment system: Age (five
groups, excluding patients less than age
18), BSA, and low BMI (values less than
18.5 kg/m2). BSA was calculated as a
function of height (H, in centimeters)
and weight (W, in kilograms) using the
following formula:

BSA = 0.007184 x H(0.725) x W(0.425)

BMI values below 18.5 kg/m2 were used
to identify patients who were
underweight. BSA and low BMI are
currently used as part of the basic case-
mix adjustment for the composite
payment system.

The same set of independent variables
was included in both the composite rate
and separately billable regression

equations. To define the independent
variables for each equation, however, it
was necessary to link patient and
facility-level data. For example,
measures for patient characteristics (for
example, female gender) were included
as potential payment variables in the
facility level composite rate equation,
while measures for facility
characteristics (for example, hospital-
based or independent facility) were
included as control variables in the
patient level separately billable
equation. For the composite rate
equation, we defined case-mix measures
using data for all Medicare dialysis
patients treated in each facility.
Specifically, we determined the
percentage of a facility’s patients having
each patient characteristic. For example,
patient’s sex was measured as the
percentage of patients that were female.
For the equation of the separately
billable MAPs, we defined measures for
facility characteristics using data for all
facilities that treated each Medicare
dialysis patient.

These patient and facility control
variables were weighted to give greater
emphasis to patient and facility
observations that accounted for more of
the care that was delivered, based on the
number of dialysis treatments. For
example, in defining facility-level case-
mix measures, the characteristics of
patients who were treated at the dialysis
facility for twelve full months (for
example, with 13 treatments each
month), were given twelve times as
much weight as the characteristics of
patients who were treated at the facility
for only one month (for example, with
13 treatments). Similarly, to define
patient-level measures for the control
variables, the characteristics of the
facility that treated the patient for nine
full months were given three times as
much weight as the characteristics of
the facility that treated the patient for

the remaining three full months. The
resulting case-mix variables were
examined as potential payment
variables in the composite rate equation
(for example, percent female and
average BSA among patients in each
facility). This was the same approach
used to define the basic case-mix
measures under the composite payment
system. The resulting facility variables
were included as control variables in
the separately billable equation (for
example, percent of a patient’s
treatment furnished in a hospital-based
facility). In the sections that follow, we
describe how we considered and
evaluated independent variables for use
as potential case-mix adjusters in the
proposed ESRD PPS to determine their
relationship to composite rate costs and
separately billable payments.

B. Proposed Patient-Level Adjustments

The following are the patient level
adjustments we considered for the
proposed ESRD PPS. The patient level
adjustments that we are proposing are
set forth at proposed §413.235.

1. Patient Age

Section 1881(b)(14)(D)(i) of the Act
requires that the ESRD PPS include a
payment adjustment based on case-mix
that may take into account a patient’s
age. Consequently, we analyzed age as
part of the regression analysis and found
that age is a strong predictor of variation
in payments for ESRD patients. In
addition, age is an objective measure
and data on age are readily available.

As discussed previously in section
1.B.3., the basic case-mix adjusted
composite payment system currently in
effect includes payment adjustments for
age. As shown in Table 12 below, there
are five age groupings and payment
adjustment factors that describe the
distribution of the patient population:
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Table 12

Age Adjustment in the Current Basic Case-Mix Adjusted
Composite Payment System

As we found when we developed the
current basic case-mix adjusted
composite payment system, the
regression analysis for the proposed
ESRD PPS indicates that MAPs rise as
a patient’s age increases. We analyzed
information on patient age from the
REMIS system and compared the costs
for each age group to a reference group.
Although the reference group for age
under the current basic case-mix
adjusted composite payment system was
ages 60—69, the reference group used for
the proposed ESRD PPS was determined
to be ages 45-59. We selected the 45—
59 age range as the reference group
because it was identified as the lowest
cost group and results in positive
adjustments for all age categories except
for the 45-59 age group, and avoids age
adjustments that are less than one. In
addition, we determined the age
groupings based upon stability of the
data and the similarity of the
adjustments for the ages within the
group.

The proposed regression analysis for
the proposed ESRD PPS revealed the
following: (1) Patients in the 18—44 age
grouping were 19.4 percent more costly
than the reference group; (2) Patients
age 45-59 were the reference group; (3)
Patients age 60—69 were 1.2 percent
more costly than the reference group; (4)
Patients age 70-79 were 5.7 percent
more costly than the reference group;
and (4) Patients over 80 years of age
were 7.6 percent more costly than
patients in the reference group.

This U-shaped relationship of age
with average composite rate per
treatment costs in the proposed ESRD
PPS is similar to the pattern we
observed in developing the current basic
case-mix adjusted composite payment

Variable Multiplier
Pediatrics <18 1.62
Ages 18-44 1.223
Ages 45-59. 1.055
Ages 60-69 1.000
Ages 70-79 1.094
Ages 80+ 1.112

system. That is, elevated costs were
observed for the youngest and oldest
adult age groups (ages 18—44 and 80+,
respectively) compared to the reference
age group.

Based on age, the model indicates that
one of the largest increments in cost is
for pediatric patients. We note,
however, that using the current
regression-based approach, the
precision of the pediatric multiplier is
limited by the small fraction of pediatric
patients in most ESRD facilities and
would distort the results. Due to the
relatively small number of pediatric
patients, we are proposing to use a
separate regression analysis for pediatric
patients, as discussed in section IX of
this proposed rule.

Under the ESRD PPS, we are
proposing payment adjustment factors
for five age groups as shown in Table 13
below.

TABLE 13—PATIENT AGE

Variable Multiplier
Ages 18-44 1.194
Ages 45-59 1.000
Ages 60-69 1.012
Ages 70-79 1.057
AgES B0+ oo 1.076

2. Patient Sex

Section 1881(b)(14)(D)(i) of the Act
requires that the ESRD PPS include a
payment adjustment based on case-mix
that may take into account a number of
variables and may include “other
appropriate factors.” Consequently, we
analyzed patient sex as part of the
regression analysis and found that
patient sex is a strong predictor of
variation in payments for ESRD
patients. In addition, patient sex is an

objective measure and data on patient
sex are readily available. In the
regression analysis for the proposed
ESRD PPS, we found that female ESRD
patients are more costly to treat than
male ESRD patients. We discuss below,
prior research related to patient
adjusters for males/females in prior
rulemaking for the current basic case-
mix adjusted composite payment
system, before addressing our proposal
for such a case-mix adjuster.

In the CY 2005 Physician Fee
Schedule (PFS) proposed rule (69 FR
47487 through 47730), published
August 5, 2004, we included an
adjustment for gender as part of our
proposal for the current basic case-mix
adjusted composite payment system. We
analyzed the effect of a combination of
gender and age on composite rate costs
compared to the lowest cost
combination (that is, female ages 65—
79). No data on separately billable
services was analyzed because those
services are excluded from the basic
case-mix adjusted composite payment
system. We found that male patients
were consistently more costly than
females. However, we did not include
an adjustment for gender because of the
availability of certain data.

As we explained in the CY 2005 PFS
final rule with comment period (69 FR
66235 through 66915), published on
November 15, 2004, gender was
proposed as a surrogate measure for
body size. We believed that using height
and weight to measure body size would
be better predictors of facility variation
in composite rate costs, however, that
information was not available on claims
at the time the CY 2005 PFS proposed
rule was published, whereas gender was
reported on the outpatient bill.
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During development of the final basic
case-mix adjusted composite payment
system, we became aware that the
National Uniform Billing Committee
would be approving the use of two new
value codes for reporting weight and
height after publication of the final rule.
We determined that mandatory
reporting of such data would enable the
development of case-mix measures that
reflected the superior predictors related
to body size, that is BMI and BSA. As
a result, we adopted in the final rule
BSA and low BMI, and eliminated
gender as a patient classification
variable for purposes of case-mix
adjustment.

In developing the proposed ESRD
PPS, we again analyzed the extent to
which the regression model explains
composite rate and separately billable
payments based on a patient’s sex and,
as a result of that analysis, are proposing
an adjustment based on a patient’s sex.
(We believe using the term sex is a more
accurate term than gender. Sex is
defined as a classification according to
an individual’s reproductive function
while gender is defined in terms of
masculine/feminine characteristics). In
analyzing more current data on patient
sex from the REMIS system, we found
that MAPs (including both composite
rate and separately billable services)
were higher for female patients even
when body size measures are included.
In the regression analysis, we found that
females were 13.2 percent more costly
on a per treatment basis than males
primarily due to differences in use of
ESAs between male and female patients.
Therefore, we are proposing an
adjustment of 13.2 percent for female
patients. We are soliciting public
comments around unintended
consequences of providing a payment
adjustment for female patients that may
lead to admission practices favoring
female patients. Decisions for the final
rule regarding this adjustment would be
made based on analysis of more current
data and public comments received on
this issue.

3. Body Surface Area and Body Mass
Index

Section 1881(b)(14)(D)(i) of the Act
requires that the bundled ESRD PPS
must include a payment adjustment
based on case-mix that may take into
account patient weight, BMI, and other
appropriate factors. Consequently, we
evaluated height and weight because the
combination of these two characteristics
allows us to analyze two measures of
body size; BSA and BMI. For this
proposed rule, we analyzed both BSA
and low BMI (<18.5kg/m?) individually
as part of the regression analysis and

found that both body size measures are
strong predictors of variation in
payments for ESRD patients. In
addition, both BSA and low BMI are
objective measures and the necessary
data, that is, height and weight, to
compute the BSA and low BMI are
readily available from patient claims.

a. Body Surface Area

As discussed previously in section
I.B.3, the current basic case-mix
adjusted composite payment system
includes a payment adjustment for BSA.
The regression analysis conducted for
the current basic case-mix adjusted
composite payment system indicated
that composite rate costs rise as a
patient’s BSA increases. The payment
adjustment factor for BSA in the current
basic case-mix adjusted composite
payment system is 1.037. This
adjustment factor implies a 3.7 percent
elevated cost for every 0.1m2 increase in
BSA. The increased costs suggest that
there are longer treatment times and
additional resources for larger patients.

As discussed in the CY 2005 PFS final
rule with comment period, we chose to
include BSA as a payment variable
because effective January 1, 2005, we
were able to collect height and weight
data from patient claims (for purposes of
calculating the BSA) and determined
that including the BSA variable
improved the model’s ability to predict
the costs of the composite rate service
compared to using BMI or weight alone.
We adopted the DuBois and DuBois
formula for BSA because based on our
research, this formula was the most
widely known and accepted. This
formula is: BSA = W0.425 * H0.725 *
0.007184 (DuBois D. and DuBois, EF. “A
Formula to Estimate the Approximate
Surface Area if Height and Weight be
Known”: Arch. Int. Med. 1916 17:863—
71.), where w and h represent weight in
kilograms and height in centimeters,
respectively.

In addition, we explored a number of
options for setting the reference values
for the BSA. We examined the
distributions for both the midpoint of
the BSA and the count of dialysis
patients by age, body surface and low
BMI. Based on that analysis, we set the
reference point at a BSA of 1.84 (the
national patient average). Setting the
reference point at the average BSA
reflects the relationship of a specific
patient’s BSA to the average BSA of all
patients. Therefore, some adjusters
would be greater than 1.0 and some
would be less than 1.0. In this way, we
were able to minimize the magnitude of
the budget neutrality offset to the
composite payment rate. (For more

information on this discussion, we refer
readers to 69 FR 66239.)

The BSA factor is defined as an
exponent equal to the value of the
patient’s BSA minus the reference BSA
of 1.84 divided by 0.1. The BSA
adjustment factor of 1.037 is then
exponentiated based on the calculated
BSA factor as 1.037(BSA~1.84)/0.1

As we found when we developed the
current basic case-mix adjusted
composite payment system, the
regression analysis conducted for this
proposed rule indicates that MAPs rise
as a patient’s BSA increases. However,
we have found that the case-mix
adjustment based on a patient’s BSA
under the proposed ESRD PPS reflects
slightly different values from those used
in connection with the current basic
case-mix methodology under the
composite payment system. The BSA
case-mix adjustment factor in
connection with the current basic case-
mix adjustment was 3.7 percent for
every 0.1 m2 change in BSA from the
national average of 1.84. The BSA case-
mix adjustment factor under the
proposed ESRD PPS is 3.4 percent for
every 0.1 m2 change in BSA from a
national average of 1.87 based on
updated and more complete data.

In the regression analysis we
conducted for this proposed rule, we
found that BSA continues to be a strong
predictor of cost variation among ESRD
patients. Accordingly, we are proposing
1.034 as a payment adjustment factor for
BSA in the proposed ESRD PPS.

b. BMI

As discussed previously in section
I.B.3, the current basic case-mix
adjusted composite payment system
includes a payment adjustment for low
BMI (<18.5 kg/m2). The regression
analysis conducted for the current basic
case-mix adjusted composite payment
system indicated that those patients
who are underweight consume more
resources than other patients. The
payment adjuster factor for low BMI in
the current basic case-mix adjusted
composite payment system is 1.112.
This adjustment serves as a surrogate for
the severity of co-morbid conditions
associated with malnourishment in the
dialysis population.

As discussed in the CY 2005 PFS final
rule with comment period, we elected to
include low BMI as a payment variable
because effective January 1, 2005, we
were going to be able to collect height
and weight data from patient claims and
including the low BMI variable
improved the model’s ability to predict
the costs of the composite rate services
compared to using BMI or weight alone.
We chose the measure of low BMI as
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less than 18.5 kg/m2 because it was
consistent with the CDC and the NIH’s
definition for malnourishment.
Furthermore, our exploration of
alternative BMI thresholds did not
improve the model’s ability to predict
the costs of composite rate services. (For
more information on this discussion, we
refer readers to 69 FR 66329.)

Based on the regression analysis
conducted for this proposed rule, we
found that low BMI continues to be a
strong predictor of cost variation among
ESRD patients. For the proposed ESRD
PPS, we are proposing 1.020 as a
payment adjustment factor for low BMIL.
Further discussion of co-morbidities
and low BMI as case-mix adjusters can
be found below in section VIILB. of this
proposed rule.

4. Onset of Dialysis (New Patient
Adjustment)

Section 1881(b)(14)(D)(i) of the Act, as
added by MIPPA, requires that the
ESRD PPS include a payment
adjustment based on case-mix that may
take into account a patient’s length of
time on dialysis. Consequently, we
analyzed length of time patients have
been receiving dialysis. The regression
analysis performed for this proposed
rule showed that patients who are in
their first four months of dialysis have
higher costs. This means that
individuals who have been newly
diagnosed with ESRD have higher costs
for the first 4 months of dialysis. We
looked at the amount of separately
billable payments relative to the number
of months the patient has been on
dialysis. After reviewing the separately
billable payment amounts for patients
ranging from one month to twelve
months since onset of dialysis, we
found that there was a drop in the
amount of separately billable payments
after four months on dialysis. These
higher costs for new patients may be
due to stabilization of the patient’s
condition; administrative and labor
costs associated with the patients being
new to dialysis either in-center or home
setting; or initial costs incurred to train
patients and their caregivers to perform
home dialysis.

Based on our analysis and for
purposes of the ESRD PPS, we propose
to define onset of dialysis beginning
with the starting date as reported on the
ESRD Medical Evidence Report Form
through the first 4 months a patient is
receiving dialysis.

Accordingly, we are proposing an
adjustment of 1.473 for patients in their
first 4 months of dialysis. This
adjustment factor is based on the results
of regression analysis conducted for this
proposed rule as described above. We

are proposing that this adjustment be
applied to both in-facility and home
dialysis patients. We acknowledge that
there may be patients whose first 4
months of initial dialysis occur when
they are not eligible for the Medicare
ESRD benefit. In these circumstances,
no adjustment would be made. We also
acknowledge that eligibility for the
ESRD benefit may occur during the first
4 months. In that situation, only the
period of time in the first 4 months of
dialysis that occurs while the patient is
under the ESRD benefit would apply. In
other words, the onset of dialysis
adjustment is made only in the initial
first 4 months of dialysis and for the
period of time that the individual is
eligible for the ESRD benefit.

5. Co-morbidities

As discussed above, section
1881(b)(14)(D)(i), as added by section
153(b) of MIPPA, requires that the
bundled ESRD PPS include a payment
adjustment based on case-mix that may
take into account patient co-morbidities.
Consequently, we analyzed co-
morbidities as part of the regression
analysis and found that certain co-
morbidities are predictors of variation in
payments for ESRD patients. The intent
of the proposed co-morbidity
adjustment is to recognize the increased
costs associated with co-morbidities by
providing additional payments for
certain conditions that occur
concurrently with the need for dialysis.
In other words, co-morbidities are
specific patient conditions that are
secondary to the patient’s principal
diagnosis that necessitates dialysis, yet
have a direct affect on dialysis. In
addition, co-morbidities are an objective
measure and data are readily available.

In the CY 2005 PFS proposed rule (69
FR 47529 through 47533), we proposed
case-mix adjustments for a limited
number of patient characteristics
including a large number of specific co-
morbidities. Using linear regression
analyses, we assessed the relationship of
patient characteristics and co-morbidity
measures to per session cost and
Medicare payments to ESRD facilities.
We noted that we were able to develop
case-mix adjustment factors for a
limited number of patient
characteristics, which were modest
predictors of variation in average costs
for composite rate services. However, as
ESRD facilities did not list individual
composite rate items and services on
dialysis claims, the available data did
not identify use of resources by
individual patients. We acknowledged
that ESRD facilities could under report
or not report co-morbidities as there was
no requirement to do so as the current

basic case-mix adjusted composite
payment system does not provide for co-
morbidity payment adjusters. In an
attempt to obtain information on co-
morbidities, in the CY 2005 PFS final
rule with comment, ESRD facilities were
encouraged to report co-morbidities.
Therefore, we used a combination of
data sources (discussed below), to
determine co-morbidities for ESRD
patients on maintenance dialysis.

A stepwise regression analysis was
conducted for the current basic case-mix
adjusted composite payment system to
identify case-mix factors that explained
statistically significant variation in
ESRD facility costs. Stepwise regression
is used when there are a large number
of potential explanatory variables with
variables added or removed from the
regression model to identify a subset of
predictors and the highest R2. The
forward (step-up) method begins with
no variables in the model with variables
individually included if they are
statistically significant (no additional
variables have a p-value level <0.05).
Backward (step-down) method begins
with a model of all variables and
eliminates the least significant variables
until no nonsignificant variables remain
(until all remaining variables have a p-
value <0.10). The step-up method was
performed to identify payment variables
while the step-down method was
performed to determine how much co-
morbidity categories affected the R2. As
a result of our analysis, four patient
characteristic variables (sex, age, AIDS
and peripheral vascular disease) were
found to be modest predictors of cost
variation among ESRD facilities.

In the CY 2005 PFS proposed rule, we
explained that a number of co-
morbidities were analyzed, including
several that did not have statistically
significant relationships to facility costs,
as well as co-morbidity conditions that
were excluded due to lack of data. For
example, we explained that a patient’s
history of cancer was associated with
higher costs; however, we found the
measure too broad to be clinically
meaningful. We indicated that we
would continue to evaluate cancer as a
potential variable for refinement
purposes.

We also discussed in that proposed
rule that we explored whether diabetes
as a co-morbidity is predictive of high
resource use and found that the
predictive power of diabetes was
dependent on whether peripheral
vascular disease (PVD) was part of the
model. We explained that PVD was
always statistically significant, when
accounted for, while most diabetic
measures were not strongly associated
with facility costs. Therefore, we
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proposed a case-mix adjustment for PVD
diagnoses. We note that 73 percent of
patients with diabetes also included
PVD. (For more information on this
discussion, we refer readers to 69 FR
47531).

In the CY 2005 PFS final rule with
comment period, which implemented
the current basic case-mix adjusted
composite payment system, we
acknowledged that although the
regression modeling suggested the
inclusion of co-morbidities in the basic
case-mix adjusted composite payment
system, we were concerned that the
available data to determine patient level
co-morbidities might not accurately
reflect relevant diagnoses. For example,
we explained that AIDS would not
likely be recorded on claims for
outpatient dialysis patients and that
requiring its inclusion could create
powerful incentives for ESRD facilities
to circumvent confidentiality
requirements (69 FR 66326). We also
explained that we found that the
predictive power of diabetes was
dependent on whether PVD, which was
statistically significant, was part of the
model (69 FR 47531). However, most
measures of diabetes were not strongly
associated with ESRD facility costs.
While we proposed a case-mix
adjustment for PVD in the CY 2005 PFS
proposed rule (69 FR 47531), we
received comments indicating that there
was apparent disagreement among
clinicians as to whether certain
diagnoses are reflective of PVD in ESRD
patients. Therefore, we eliminated the
case-mix adjustment for PVD in the CY
2005 PFS final rule with comment
period.

There also were other factors that
contributed to our decision not to
include patient-level co-morbidities in
the basic case-mix adjusted composite
payment system. For example, with
regard to substance abuse, we
acknowledged in the CY 2005 PFS
proposed rule, while the presence of
alcohol and drug dependence was found
to be predictive of higher facility level
costs, we did not propose an adjustment
as we believed substance abuse was
underreported. Accordingly, we
concluded that we would not include
co-morbidities as a case-mix adjustment.
However, we did establish the case-mix
adjustments based on age, BMI, and
BSA. Our analysis indicated that
patients with extremely low or high BMI
were costly to treat and included these
as we believed this factor could be an
important measure of resource
consumption related to the composite
rate services and could serve as a
surrogate for the severity of co-
morbidities. We also noted that the

average patient BSA was found to be
statistically significant and a consistent
predictor of average treatment costs,
indicating higher costs for larger adult
patients. As discussed above, in the CY
2005 PFS final rule with comment
period, we indicated that while co-
morbidities were not part of the current
basic case-mix adjusted composite
payment system, we encouraged all
facilities to report co-morbid conditions
on the claims in order to enable future
refinements to the basic case-mix
adjustments that would reflect the type
of co-morbidities that beneficiaries
receiving ESRD services have which
would provide a better database from
which we can develop future case-mix
measures for the ESRD PPS.

As discussed in section VIIL.A, we
retained UM-KECC to assist us in
developing a case-mix adjustment for
the proposed ESRD PPS. One of the
tasks was the identification of specific
diagnoses within co-morbidity
categories. For this proposed rule, to
capture changes in patient conditions,
patient co-morbidities were measured
using a combination of the co-
morbidities reported on the Medical
Evidence Form (CMS-2728) to obtain
co-morbidities at the onset of dialysis
adjustment, and diagnoses reported on
the Medicare claims to identify co-
morbidities not obtained from the
Medical Evidence Form (CMS-2728).

We began with a long list of patient
characteristics based on diagnostic
categories developed for the Medicare
Advantage Program and categories
developed for the co-morbidities on the
Medical Evidence Form (CMS 2728). We
also used co-diagnoses reported in
multiple types of Medicare claims
(inpatient dialysis and other outpatient,
skilled nursing facility, physician/
supplier, hospice, and home health). We
are soliciting recommendations on the
type of claims that reflect the co-
morbidities for beneficiaries receiving
renal dialysis services that could be
used in future analyses.

We acknowledge the likelihood that
some diagnoses reported on laboratory
claims may represent a condition being
excluded by the test, and therefore,
diagnoses reported on laboratory claims
were not used. A potential limitation of
excluding laboratory claims from the
identification process is that we may
have underestimated the frequency of
certain conditions. Patient
characteristics considered for inclusion
in the model are based on the
magnitude and statistical significance of
relationship to composite rate costs and
separately billable payments.

To ensure that each potential case-
mix adjuster has a relationship to cost

which is statistically significant and to
ensure that the magnitude of the
relationship is economically
meaningful, patient co-morbidities
having statistically significant, low
magnitude association with cost, as well
as co-morbidities with ambiguous
definitions were excluded. Several
patient co-morbidities having
statistically significant, low magnitude
association with cost in the preliminary
models and additional co-morbidities
with ambiguous definitions, high
prevalence, or both, were excluded.

A refined list of case-mix co-
morbidities comprised of 1,022 ICD-9—
CM diagnoses codes were evaluated for
persistence of effect and cost. The
resulting co-morbidity categories were
cardiac arrest; pericarditis; substance
abuse; positive HIV status and AIDS;
gastrointestinal tract bleeding; cancer
since 1999 (excludes non-melanoma
skin cancer); septicemia/shock;
opportunistic infections (pneumonias);
aspiration and specified bacterial
pneumonias; pneumococcal pneumonia,
empyema, lung abscess; monoclonial
gammopathy; myelodysplastic
syndrome; leukemia; hereditary
hemolytic anemias and sickle cell
anemia; lymphoma; hepatitis B; and
multiple myeloma.

We used the stepwise regression
model in analyzing co-morbidity data
for case-mix adjustments in the
proposed ESRD PPS. The relationship
between patient characteristics and cost
for composite rate services was
estimated using a facility level
regression model, as patient level data
are not available. In other words, the
average patient characteristics are
related to the reported facility costs.

A patient level model was used to
identify potential payment adjusters for
separately billable services. The
regression model, weighted by the
number of dialysis sessions examined
the same refined list of patient
characteristics used in the model of
composite rate costs. Eleven co-
morbidity variables had statistically
significant relationships to cost.
However, the magnitude of the co-
morbidity effects varied substantially.
The largest payment multipliers were
associated with gastrointestinal (GI)
bleeding (31.6 percent), HIV/AIDS (31.6
percent), bacterial and other
pneumonias/opportunistic infections
(30.7 percent), hereditary hemolytic/
sickle cell anemias (22.6 percent) and
pericarditis (19.5 percent). As
infections, GI bleeding and pericarditis
are acute conditions with a diagnosis
not exceeding 3 months, these diagnoses
would result in a temporary payment
adjustment. The chronic conditions
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result in a permanent increase on
payment which we believe may tend to
have a more persistent effect on cost.
For example, cancer diagnosis would be
eligible for a payment adjustment if the
cancer diagnosis has a direct effect on
the cost of ESRD treatment. In other
words, the fact that an individual has or
had cancer would not in itself imply
that a co-morbidity payment adjustment
is warranted as the adjustment is
intended to adjust for higher patient
costs. The same applies for any
diagnosis in any of the co-morbidity
categories.

While the modeling approach used
separate equations for the composite
rate and separately billable services to
select patient characteristics as payment
variables, we combined the estimated
payment multipliers for composite rate
and separately billable services. The
payment multipliers were calculated as
the weighted average of the composite
rate and separately billable multipliers.
The weights reflect each component’s
proportion of the total estimated costs,
so that the resulting case-mix
adjustment reflects the overall
relationship between patient
characteristics and estimated costs for
the proposed ESRD PPS.

We note that cancer is included in the
proposed co-morbidity adjustment
diagnoses. As discussed above, we
indicated in the CY 2005 PFS proposed
rule that although a history of cancer
was associated with higher costs, it was
found that the measure was too broad to
be meaningful. Subsequent to the
research we performed in support of the
basic case-mix adjusted composite
payment system, we investigated the
relationship between specific categories
of cancer and costs. In an effort to create
more clinically homogenous groups, we
began with clinical categories that were
developed for risk adjustment under the
Medicare Advantage program. The
source for these cancer diagnoses was
the Medicare claims, based on any
occurrence since 1999. Starting with all
cancers except for non-melanoma skin
cancers, we split them into groups of
cancers that were used by the Medicare
Advantage Program namely, lung; upper
digestive tract and other severe cancers;
lymphatic system, head, and other
major cancers; metastatic cancers;
breast, prostate, colorectal, and other
cancers and tumors; lymphoma;
multiple myeloma; and leukemia. We
performed analyses to estimate the
relationship between these diagnostic
categories and separately billable MAPs.
These analyses demonstrated
statistically significant associations
between each of the cancer categories
and SB MAP. In fact, the coefficient

estimates were similar across categories.
To advance the goal of parsimony in the
model, we recombined the categories.

We also note that AIDS is included as
a co-morbidity case-mix adjustment
although it had been eliminated as an
adjustment from the current basic case-
mix adjusted composite payment system
as reporting of AIDS was limited due to
confidentiality requirements (69 FR
66326.) However, we found that
inclusion of HIV/AIDS in the proposed
ESRD PPS increases the explanatory
power of the model and provides higher
payments for patients who are
substantially more costly to treat. We
recognize that these benefits must be
balanced against the goal to maintain
patient confidentiality in this sensitive
clinical area. The model that we are
currently proposing is the result of
applying a combination of empirical
results and our policy decision
regarding the appropriateness of
adjusting for specific patient
characteristics. We recognize that this
may result in difficulties for ESRD
facilities required by State law to
maintain patient confidentiality and
therefore are unable to comply with
reporting HIV/AIDS diagnoses on
claims. We also acknowledge facilities
may not be aware of patients’ HIV/AIDS
status. We are specifically soliciting
comments on our proposal to include
HIV/AIDS diagnoses in the proposed
model.

Based upon our analysis, we are
proposing adjustments for the following
eleven co-morbidity categories under
the proposed ESRD PPS as indicated in
table 14 below, and seek comment on
each adjustment.

TABLE 14—Co0-MORBIDITY CASE-MIX

ADJUSTMENT
Case-mix adjustment g‘;‘;ﬁ'ﬁ&
co-morbidity adjustment "
Alcohol/Drug Dependence ...... 1.150
Cardiac Arrest .......cccocoeeveeennen. 1.032
Pericarditis (0—3 months ago) 1.195
HIV/AIDS ..o 1.316
Hepatitis B ......cccccvvviiiiiieinee 1.089
Infection (0-3 months ago
Septicemia .......c.ccceevreenne. 1.234
Bacterial Pneumonia and
Other Pneumonias/Op-
portunistic Infections ... 1.307
Gastrointestinal Tract Bleed-
ing (0-3 months ago) .......... 1.316
Hereditary Hemolytic or sickle
cell anemias ........ccccceveeenen. 1.226
Cancer Since 1999 (exclude
nonmelanoma skin cancer) 1.128
Myelodysplastic Syndrome ..... 1.084

TABLE 14—Co0-MORBIDITY CASE-MIX
ADJUSTMENT—Continued

Modeled
case-mix
adjustment 1

Case-mix adjustment
co-morbidity

1.021

1Payment multipliers were calculated as the
weighted average of the composite rate and
separately billable multipliers. The weights
used reflect each component’s proportion of
the total estimated costs so that the resulting
case-mix adjustment reflects the overall rela-
tionships between patient characteristics and
estimated costs for an expanded bundle of
services.

Monoclonial Gammopathy ......

Diagnoses that relate to earlier periods
of care and have no bearing on the
current RRT are excluded from the
proposed co-morbidity case-mix
adjustment. Therefore, we are proposing
that in order to be eligible for the
proposed co-morbidity payment
adjustment, the co-morbid condition
must exist (or have existed within the
past 3 months for the diagnoses, as
noted above) and affect treatment. For
each claim, we are proposing that an
ESRD facility may receive only one co-
morbidity case-mix adjustment per co-
morbidity category, but it may receive
an adjustment for more than one co-
morbidity category.

We are proposing that in order to
receive a co-morbidity payment
adjustment, the appropriate ICD-9-CM
code that corresponds to the specific
condition/disease that results in
increased costs to ESRD facilities is to
be placed on the claims and that coding
guidelines are to be used in determining
the appropriate codes. This includes
using V codes for those conditions that
reflect that a patient had a disease/
condition in the past and that the
disease/condition has no effect on the
cost of providing RRT. That is to say, we
propose that these V codes (that is,
history of a disease) for past disease/
condition are not subject to any co-
morbidity payment adjustment. We note
we will issue through sub-regulatory
guidance, any changes in codes eligible
for a co-morbidity payment adjustment
in the event of any changes in coding
(for example, ICD-10-CM) in the future.

We performed analyses on FY 2007
dialysis claims to determine the extent
that specific diagnoses within the
eleven co-morbidity categories are on
ESRD claims. We found that less than
50,000 claims out of three million
(representing 1.7 percent of 3 million
claims) had a diagnostic code
corresponding to the co-morbidity
categories eligible for a co-morbidity
payment adjustment. Of these, 40,609
diagnoses related to septicemia and
shock; 2,853 related to cancer; 1,933
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related to Hepatitis B, and 973 to HIV/
AIDS.

We also analyzed the ICD-9-CM
diagnostic codes as identified by UM-
KECC. A complete list of the codes
identified by UM-KECC is found in
Table A of the Addenda.

Table B, which can be found in the
Addenda represents the codes
associated with diseases/conditions that
would be recognized for the purposes of
an ESRD co-morbidity payment
adjustment.

Please note that we have eliminated
specific ICD-9—-CM codes associated
with specific diseases/conditions that
we propose would not be recognized for
purposes of a co-morbidity payment
adjustment. These ineligible codes are
discussed further below.

ICD-9-CM Codes With Their Associated
Conditions/Diseases Not Recognized for
the Purposes of a Co-morbidity Payment
Adjustment

Based on our analyses, we are
proposing that conditions/diseases
associated with the following ICD-9
codes will not be recognized for the
purposes of a co-morbidity case-mix
adjustment. We explain the reason for
not recognizing these codes in the
sections discussed below. We are
soliciting comments regarding the
conditions/diseases associated with the
excluded codes. We are also soliciting
suggestions of ICD-9—-CM codes for
conditions/diseases associated with
which we should consider for future
refinements.
1. ICD-9-CM Co-morbidities Not

Affecting Costs in Outpatient ESRD

Facility and Not Recognized for Co-
morbidity Payment Adjustment(s)

We believe that patients with the
following co-morbidity condition(s) in
Table 15 below, would not result in
higher costs in an ESRD facility. We
believe that patients with these acute
conditions/diseases, many which are
highly communicable, would not
receive dialysis in an outpatient setting
and therefore, a history of these
conditions/diseases would not have an
impact on ESRD provider/facility costs.
Therefore, we are proposing that these
conditions would not be recognized for
purposes of the proposed co-morbidity
adjustment. We are soliciting comments
on these ICD—9-CM codes and their
associated diseases/conditions.

TABLE 15—ICD-9-CM CO-MORBIDITIES NOT AFFECTING COSTS IN OUTPATIENT ESRD FACILITY AND NOT RECOGNIZED
FOR CO-MORBIDITY PAYMENT ADJUSTMENT(S)

Drug and/or Alcohol Induced Mental Disorders

291.0
291.1
201.2
291.3
291.4
201.5

Delirium tremors.

Alcoholic psychoses, alcohol jealousy.

Alcohol psychosis, alcoholic amnestic syndrome.
Alcoholic psychosis, other alcohol dementia.
Alcoholic psychosis, alcoholic withdrawal hallucinosis.
Alcoholic psychosis, idiosyncratic alcohol intoxication.

Hepatitis B

070.20 Viral hepatitis B with hepatic coma acute or unspecified w/o hepatitis delta.

070.21

Viral hepatitis B w/hepatic coma acute or unspecified w/hepatitis delta.

070.22 Viral hepatitis B w/hepatic coma chronic w/o hepatitis delta.
070.23 Viral hepatitis B w/hepatic coma chronic w/hepatitis delta.

Septicemia and Shock

020.2 Septicemic plague.

020.3 Primary pneumonic plague.
036.2 Meningococcemia.

038.3 Septicemia due to anaerobes.
040.82 Toxic shock syndrome.
054.5 Herpetic septicemia.

771.81 Newborn septicemia.

Bacterial pneumonias/opportunistic infections/pneumococcal pneumonias

003.22 Salmonella pneumonia.
Amebic lung abscess.
Cryptosporidosis.
Secondary pneumonic plague.
Pulmonary tularemia.
Pulmonary anthrax.
Disseminated mycobacteria.
Pulmonary actinomycosis.
Cytomagalovirus disease.
Candidiasis lung.
Candidiasis disseminated.

Histoplasma capsulatum pneumonia.
Histoplasma duboisii pneumonia.

Aspergillosis.
Cryptococcosis.

Paragonimiais.
Echinoccus granulosis lung.

Primary coccidioidomycosis pulmonary.
Chronic pulmonary coccidioidomycosis.

Histoplasmosis unspecified pneumonia.

Zygomycosis (phycomycosis/mucomycosis).
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TABLE 15—ICD-9—-CM CO-MORBIDITIES NOT AFFECTING COSTS IN OUTPATIENT ESRD FACILITY AND NOT RECOGNIZED
FOR CO-MORBIDITY PAYMENT ADJUSTMENT(S)—Continued

130.0 Toxoplasmosis meningoencephalitis.

130.4 Toxoplasmosis pneumonitis (strep pneumoniae pneumonia).
130.8 Multisystemic disseminated toxoplasmosis.

136.3 Pneumocytosis.

2. ICD-9-CM NEC/NOS/Unspecified The following ICD-9-CM codes/ identification of a disease, we are
Codes Not Recognized for Purposes of ~diagnoses in Table 16 are designated as  proposing that these ICD-9-CM codes/
a Co-Morbidity Payment not otherwise specified (NOS); not diagnoses will not be recognized for
Adjustment(s) Payment elsewhere specified (NEC) or are purposes of a co-morbidity case-mix

unspecified. As these codes are general  adjustment.
and do not provide meaningful

TABLE 16—ICD—-9—-CM NEC/NOS/UNSPECIFIED CODES NOT RECOGNIZED FOR PURPOSES OF A CO-MORBIDITY
PAYMENT ADJUSTMENT(S) PAYMENT

Cancer (Excludes Non-Melanoma Skin Cancer)

141.9 malignant neoplasm tongue NOS.

142.8 malignant neoplasm major salivary NEC.
142.9 malignant neoplasm salivary NOS.

143.8 malignant neoplasm gum NEC.

143.9 malignant neoplasm gum NOS.

144.9 malignant neoplasm mouth floor NOS.
145.5 malignant neoplasm palate NOS.

145.9 malignant neoplasm mouth NOS.

146.9 malignant neoplasm oropharynx NOS.
147.8 malignant neoplasm nasopharynx NEC.
147.9 malignant neoplasm nasopharynx NOS.
148.9 malignant neoplasm hypopharynx NOS.
149.0 malignant neoplasm pharynx NOS.
150.8 malignant neoplasm esophagus NEC.
150.9 malignant neoplasm esophagus NOS.
151.8 malignant neoplasm stomach NEC.
151.9 malignant neoplasm stomach NOS.
152.9 malignant neoplasm small bowel NOS.
153.8 malignant neoplasm colon NEC.

153.9 malignant neoplasm colon NOS.

154.3 malignant neoplasm anus NOS.

154.8 malignant neoplasm rectum/anus NEC.
155.2 malignant neoplasm liver NOS.

156.9 malignant neoplasm biliary NOS.

157.9 malignant neoplasm pancreas NOS.
158.9 malignant neoplasm peritoneum NOS.
159.0 malignant neoplasm intestine NOS.
159.1 malignant neoplasm spleen NEC.

159.8 malignant neoplasm gastrointestinal/intra-abdominal NEC.
159.9 malignant neoplasm gastrointestinal tract ill-defined.
160.9 malignant neoplasm access sinus NOS.
161.9 malignant neoplasm larynx NOS.

162.8 malignant neoplasm bronchus/lung NEC.
162.9 malignant neoplasm bronchus/lung NOS.
163.8 malignant neoplasm pleura NEC.

163.9 malignant neoplasm pleura NOS.

164.8 malignant neoplasm mediastinum NEC.
164.9 malignant neoplasm mediastinum NOS.
165.0 malignant neoplasm upper respiratory NOS.
165.9 malignant neoplasm respiratory system NOS.
170.9 malignant neoplasm bone NOS.

171.7 malignant neoplasm trunk NOS.

171.8 malignant neoplasm soft tissue NEC.
171.9 malignant neoplasm soft tissue NOS.
172.8 malignant melanoma skin NEC.

172.9 malignant melanoma skin NOS.

172.3 malignant melanoma face NEC/NOS.
174.8 malignant neoplasm breast NEC.

174.9 malignant neoplasm breast NOS.

175.9 malignant neoplasm male breast NEC.
176.9 Kaposi's sarcoma NOS.

179.9 malignant neoplasm uterus NOS.

180.9 malignant neoplasm cervix uteri NOS.
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TABLE 16—ICD—9-CM NEC/NOS/UNSPECIFIED CODES NOT RECOGNIZED FOR PURPOSES OF A CO-MORBIDITY

PAYMENT ADJUSTMENT(S) PAYMENT—Continued

237.9
239.6
259.2

malignant neoplasm adnexa NEC.

malignant neoplasm adnexa NOS.

malignant neoplasm vulva NOS.

malignant neoplasm female genitals NEC.

malignant neoplasm female genitals NOS.

malignant neoplasm penis NOS.

malignant neoplasm male genital NOS.

malignant neoplasm male genital NEC.

malignant neoplasm bladder NEC.

malignant neoplasm bladder NOS.

malignant neoplasm urinary NEC.

malignant neoplasm urinary NOS.

malignant neoplasm eye NOS.

mal neoplasm cerebellum NOS.

malignant neoplasm brain NEC.

malignant neoplasm brain NOS.

malignant neoplasm nervous system NEC.

malignant neoplasm nervous system NOS.

malignant neoplasm endocrine NEC.

malignant neoplasm endocrine NOS.

malignant neoplasm site NEC.

malignant neoplasm lymph node NOS.

secondary malignant neoplasm respiratory NEC.

secondary malignant neoplasm gastrointestinal NEC.
secondary malignant neoplasm genital.
secondary malignant neoplasm NEC.

malignant neoplasm NOS.
other variant unspecified extranodal.
subacute leukemia unspecified cell without remission.
subacute leukemia unspecified cell with remission.
other leukemia unspecified cell type without remission.
other leukemia unspecified cell type with remission.
leukemia NOS without remission.
leukemia NOS with remission.
malignant carcinoid tumor small intestine unspecified portion.
malignant carcinoid tumor large intestine unspecified portion.
malignant carcinoid tumor of unknown primary site.
malignant carcinoid tumor of foregut, NOS.
malignant carcinoid tumor of midgut, NOS.
malignant carcinoid tumor of hindgut, NOS.
malignant carcinoid tumor of other sites.
malignant poorly differentiated neuroendocrine cancer, any site.
neurofibromatosis NOS.

uncharacteristic behavior neurologic nervous system NEC.

brain neoplasm NOS.

other endocrine disorders, carcinoid syndrome.

Drug and/or alcohol induced mental disorders

291.81
291.89
291.9

292.0

292.11
292.12
292.2

292.81
292.82
292.84
292.89
292.9

303.00
303.01
303.90
304.00
304.10
304.20
304.30
304.40
304.50
304.60
304.70
304.80

alcohol psychosis other specified alcohol psychosis/alcohol withdrawal.
alcohol psychosis, other specified alcohol psychosis, other.
alcoholic psychoses/unspecified alcohol psycho.
drug withdrawal.
paranoid/hallucinatory drugs induced, drug-induced organic delusion syndrome.
drug psychiatric disorder with hallucinations.
pathologic drug intoxication.
other specified drug-induced mental disorders, drug-induced delirium.
other specified drug-induced mental disorders, drug-induced dementia.

other specified drug-induced mental disorders, drug-induced organic affective syndrome.

other specified drug-induced mental disorders, other.
unspecified drug-induced mental disorders.
acute alcohol intoxication-unspecified.
alcohol dependent syndrome, acute alcohol intoxication, continuous.
alcohol dependence syndrome, other & unspecified alcohol dependence unspecified.
drug dependence, opioid, unspecified.
drug dependence barbiturate/similarly acting sedative/hypnotic dependence unspecified.
drug dependence, cocaine unspecified.
drug dependence, cannabis unspecified.
drug dependence amphetamine/other psychostimulator unspecified.
drug dependence hallucinogen unspecified.
other specified drug dependence unspecified.
drug dependence opioid type w/other drug unspecified.
drug depend comb w/o opioid type unspecified.
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TABLE 16—ICD-9-CM NEC/NOS/UNSPECIFIED CODES NOT RECOGNIZED FOR PURPOSES OF A CO-MORBIDITY
PAYMENT ADJUSTMENT(S) PAYMENT—Continued

304.90
305.00

drug dependence unspecified depend unspecified.
nondependence drug abuse alcohol unspecified.

571.3 alcoholic liver damage unspecified.
V11.3 personal mental disorder history alcoholism.

Pericarditis

420.0 acute pericarditis in diseases classified elsewhere.

420.99

other/unspecified pericarditis other.

HIV/AIDS

079.53

HIV-2 infection other disease.

Septicemia and shock

038.10
038.19

septicemia, staphylococcal unspecified.
septicemia, staphylococcal other.

038.9 septicemia other unspecified.

785.59

other shock: endotoxic, gram negative hypovolemia.

Bacterial Pneumonias/Opportunistic Infections/Pneumococcal Pneumonias

482.30
482.39
482.40
482.49
482.83
482.89

streptococcus pneumonia unspecified.
streptococcus other strep pneumonia.

pneumonia due to staphlococcus unspecified.
pneumonia due to other staphlococcus pneumonia.
pneumonia due to other gram negative bacteria.
pneumonia due to other specified bacteria.

484.7 other systemic mycoses pneumonia.

Gastrointestinal tract bleeding

531.40
531.41
531.60
531.61
532.40
532.41
532.60
532.61
533.40
533.41
533.60
533.61
534.40
534.41
534.60
534.61

chronic/unspecified gastric ulcer w/hemorrhage w/o obstruction.
chronic/unspecified gastric ulcer w/hemorrhage w/obstruction.
chronic/unspecified gastric ulcer w/hemorrhage/perforation w/o obstruction.
chronic/unspecified gastric ulcer w/hemorrhage/perforation w/obstruction.
chronic/unspecified duodenal ulcer w/hemorrhage w/o obstruction.
chronic/unspecified duodenal ulcer w/hemorrhage w/obstruction.
chronic/unspecified duodenal ulcer w/hemorrhage/perforation w/o obstruction.
chronic/unspecified duodenal ulcer w/hemorrhage/perforation w/obstruction.
chronic/unspecified peptic ulcer w/hemorrhage w/o obstruction.
chronic/unspecified peptic ulcer w/hemorrhage w/obstruction.
chronic/unspecified peptic ulcer w/hemorrhage/perforation w/o obstruction.
chronic/unspecified peptic ulcer w/hemorrhage/perforation w/obstruction.
chronic/unspecified gastrojejunal ulcer w/hemorrhage w/o obstruction.
chronic/unspecified gastrojejunal ulcer w/hemorrhage w/obstruction.

chronic/unspecified gastrojejunal ulcer w/hemorrhage/perforation w/o obstruction.

chronic/unspecified gastrojejunal ulcer w/hemorrhage/perforation w/obstruction.

Hereditary hemolytic anemias/sickle cell anemias

282.69

sickle-cell disease other sickle-cell disease w/crisis.

282.9 hereditary hemolytic anemia unspecified.

3. ICD-9-CM Benign Tumor Codes Not  additional payment for conditions

Recognized for Co-Morbidity Payment
Adjustment(s)

As noted previously, the intent of the
case-mix adjustment is to provide

analysis identified cancer as a co-

which are predictors of variation of
average costs. Although the regression

morbidity category because it resulted
in higher costs, we believe that this

would exclude benign tumors.
Therefore, we are proposing that the
following benign tumor codes/diagnoses
in Table 17 will not be recognized for
the proposed cancer co-morbidity
payment adjustment.

TABLE 17—ICD-9—CM BENIGN TUMOR CODES NOT RECOGNIZED FOR CO-MORBIDITY PAYMENT ADJUSTMENT(S)

209.40
209.41
209.42
209.43
209.50
209.51
209.52

Benign carcinoid tumor small intestine, unspecified portion.
Benign carcinoid tumor of the duodenum.

Benign carcinoid tumor of the jejunum.

Benign carcinoid tumor of the ileum.

Benign carcinoid tumor large intestine, unspecified portion.
Benign carcinoid tumor of the appendix.

Benign carcinoid tumor of the cecum.
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TABLE 17—ICD-9—CM BENIGN TUMOR CODES NOT RECOGNIZED FOR CO-MORBIDITY PAYMENT ADJUSTMENT(S)—
Continued

209.53 Benign carcinoid tumor ascend colon.

209.54 Benign carcinoid tumor of the transverse colon.
209.55 Benign carcinoid tumor descend colon.
209.56 Benign carcinoid tumor of the sigmoid colon.
209.57 Benign carcinoid tumor of the rectum.

209.60 Benign carcinoid tumor unknown primary site.
209.61 Benign carcinoid tumor bronchus/lung.
209.62 Benign carcinoid tumor thymus.

209.63 Benign carcinoid tumor of the stomach.
209.64 Benign carcinoid tumor of the kidney.

22.5 Benign neoplasm brain/other nervous system parts.
225.0 Benign neoplasm brain.

225.1 Benign neoplasm cranial nerves.

225.2 Benign neoplasm cerebral meninges.

225.3 Benign neoplasm spinal cord.

225.4 Benign neoplasm spinal meninges.

225.8 Benign neoplasm nervous system NEC.

225.9 Benign neoplasm nervous system NOS.

226 Benign neoplasm thyroid.

227.3 Benign neoplasm pituitary.

227.4 Benign neoplasm pineal gland.

4. ICD-9 Codes as Category Headings We are proposing that the following because these codes are ICD-9-CM
and Not Recognized for Co-Morbidity ICD-9-CM codes/diagnoses in Table 18  category headings not be used to
Payment Adjustment(s) will not be recognized for purposes of identify diagnoses.

a co-morbidity case-mix adjustment

TABLE 18—ICD-9 CODES AS CATEGORY HEADINGS AND NOT RECOGNIZED FOR CO-MORBIDITY PAYMENT
ADJUSTMENT(S)

Cancer (excludes non-melanoma skin cancer)

141 malignant neoplasm tongue.

142 malignant neoplasm major salivary/parotid.

143 malignant neoplasm gum.

144 malignant neoplasm floor of mouth.

145 malignant neo other/unspecified mouth parts.

146 malignant neoplasm oropharynx.

147 malignant neoplasm nasopharynx.

148 malignant neoplasm hypopharynx.

149 mal neoplasm other/ill-defined lip/oral cavity/pharynx.
150 malignant neoplasm esophagus.

151 malignant neoplasm stomach.

152 malignant neoplasm intestine/duodenum.

153 malignant neoplasm colon.

154 malignant neo rectum/rectosigmoid junction/anus.

155 malignant neoplasm liver/intrahepatic bile ducts.

156 malignant neoplasm gall bladder/extrahepatic bile ducts.
157 malignant neoplasm pancreas.

158 malignant neoplasm retroperitoneum/peritoneum.

159 malignant neoplasm other/ill-defined digest org/peritoneum.
160 malignant neoplasm nasal cavities/middle ear/access sinuses.
161 malignant neoplasm larynx.

162 malignant neoplasm trachea/bronchus/lung.

163 malignant neoplasm pleura.

164 malignant neoplasm thymus/heart/mediastinum.

Cancer (excludes non-melanoma skin cancer)

165 malignant neoplasm other/ill-defined respiratory system/intrathoracic.
170 malignant neoplasm bone/articular cartilage.

171 malignant neoplasm connective/other soft tissue.

172 malignant melanoma skin.

174 malignant neoplasm female breast.

175 malignant neoplasm male breast.

176 Kaposi’'s sarcoma.

180 malignant neoplasm cervix uteri.

182 malignant neoplasm uterine body.

183 malignant neoplasm ovary/other uterine adnexa.

184 malignant neoplasm other/unspecified female genitals.
186 malignant neoplasm testis.
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TABLE 18—ICD-9 CODES AS CATEGORY HEADINGS AND NOT RECOGNIZED FOR CO-MORBIDITY PAYMENT
ADJUSTMENT(S)—Continued

187 malignant neoplasm penis/other male genitals.

188 malignant neoplasm bladder.

189 malignant neoplasm kidney/other/unspecified urinary organs.
190 malignant neoplasm eye.

191 malignant neoplasm brain.

192 malignant neoplasm other/unspecified nervous system.

194 malignant neoplasm other endocrine/related structures.

195 malignant neoplasm other/ill-defined sites.

196 secondary/unspecified malignant neoplasm lymph nodes.
197 secondary malignant neoplasm respiratory/digestive systems.
198 secondary malignant neoplasm other specified sites.

199 malignant neoplasm without site specification.

200 lymphosarcoma & reticulosarcoma.

200.1 lymphosarcoma/reticulosarcoma/lymphosarcoma.

200.2 lymphosarc/reticulosarcoma, Berkett tumor/lymphoma.

Cancer (excludes non-melanoma skin cancer)

200.8 lymphosarcoma/reticulsarcoma other variants.

201 Hodgkin’s disease.

201.0 Hodgkin’s disease Hodgkin’s paragranuloma.

201.1 Hodgkin’s disease Hodgkin’s granuloma.

201.2 Hodgkin’s disease Hodgkin’s sarcoma.

201.4 Hodgkin’s disease lymphocystic-histiocytic.

201.5 Hodgkin’s disease nodular sclerosis.

201.6 Hodgkin’s disease mixed cellularity.

201.7 Hodgkin’s disease lymphocytic depletion.

201.9 Hodgkin’s disease unspecified.

202 other malignant neoplasm lymphoid/histiocytic tissue.

202.0 nodular lymphoma.

202.1 other malignant neoplasm lymphoid/histiocytic tissue; mycosis fungoides.
202.2 other malignant neoplasm lymphoid/histiocytic tissue; Sezary’s disease.
202.3 other malignant neoplasm lymphoid/histiocytic tissue; malignant histiocytosis.
202.4 other malignant neoplasm lymphoid/histiocytic tissue, leukemic reticuloendotheliosis.
202.5 other malignant neoplasm lymphoid/histiocytic tissue, Letterer-Siwe disease.
202.6 other malignant neoplasm lymphoid/histiocytic tissue, malignant mast cell tumors.
202.8 other lymphomas.

202.9 other malignant neoplasm lymphoid/histiocytic tissue, other/unspecified.

203 multiple myeloma/immunoproliferative neoplasms.

203.0 multiple myeloma.

203.1 plasma cell leukemia.

203.8 other immunoproliferative neoplasms.

204 lymphoid leukemia.

204.0 acute lymphoid leukemia.

204.1 chronic lymphoid leukemia.

Cancer (excludes non-melanoma skin cancer)

204.2 subacute lymphoid leukemia.

204.8 lymphoid leukemia other.

204.9 lymphoid leukemia unspecified.

205 myeloid leukemia.

205.0 acute myeloid leukemia.

205.1 chronic myeloid leukemia.

205.2 subacute myeloid leukemia.

205.3 myeloid leukemia, myeloid sarcoma.

205.8 myeloid leukemia other.

205.9 myeloid leukemia unspecified.

206 monocytic leukemia.

206.0 acute monocytic leukemia.

206.1 chronic monocytic leukemia.

206.2 subacute monocytic leukemia.

206.8 monocytic leukemia other.

206.9 monocytic leukemia unspecified.

207 other specified leukemia.

207.0 other specified leukemia, acute erythremia/erythroleukemia.
207.1 other specified leukemia, chronic erythremia.
207.2 other specified leukemia megakaryocytic leukemia.
207.8 other specified leukemia other.

208 leukemia unspecified cell type.

208.0 acute leukemia unspecified cell type.

208.1 chronic leukemia unspecified cell type.
208.2 subacute leukemia unspecified cell type.
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208.8 leukemia unspecified cell type other.

208.9 leukemia unspecified cell type unspecified.

22.5 benign neoplasm brain/other nervous system parts.
237.7 neurofibromatosis.

Drug and/or Alcohol Induced Mental Disorders

291 Alcoholic psychosis.

291.8 Alcohol psychoses, other specified alcohol psychosis.

292 Drug psychoses.

292.1 Paranoid/hallucinatory induced by drugs.

292.8 other specified drug-induced mental disorders.

303 alcohol dependence syndrome.

303.0 alcohol dependence syndrome, acute alcohol intoxication.

303.9 alcohol dependence syndrome, other & unspecified alcohol dependence.
304 drug dependence.

304.0 drug dependence, opioid.

304.1 drug dependence barbiturate/similarly acting sedative/hypnotic dependence.

304.2 drug dependence, cocaine.

304.3 drug dependence, cannabis.

304.4 drug dependence, amphetamine/other psychostimulant.
304.5 drug dependence hallucinogen.

304.6 other specified drug dependence.

304.7 drug dependence opioid type with other drug.

304.8 drug dependence combination without opioid.

304.9 drug dependence unspecified dependence.

305.0 nondependence drug abuse alcohol.

Pericarditis

420 acute pericarditis.
420.9 other/unspecified pericarditis.

Hepatitis B

070.2 viral hepatitis B w/hepatic coma.
070.3 viral hepatitis B w/o hepatic coma.

Septicemia and Shock

031 diseases due to other mycobacteria.

038 septicemia.

038.1 septicemia, staphylococcal.

038.4 septicemia due to other gram negative organisms.

Bacterial pneumonias/opportunistic infections/pneumococcal pneumonias

482 other bacterial pneumonias.

482.3 streptococcus pneumonia.

482.4 pneumonia due to staphylococcus.

482.8 pneumonia due to other specified bacteria.
507 pneumonitis due to solids & liquids.

510 empyema.

513 lung/mediastinum abscess.

Gastrointestinal Tract Bleeding

531.0 acute gastric ulcer whemorrhage.

531.2 acute gastric ulcer whemorrhage/perforation.

531.4 chronic/unspecified gastric ulcer w/hemorrhage.

531.6 chronic/unspecified gastric ulcer w/hemorrhage/perforation.
532.0 acute duodenal ulcer w/hemorrhage.

532.2 acute duodenal ulcer w/hemorrhage/perforation.

532.4 chronic/unspecified duodenal ulcer with hemorrhage.

532.6 chronic/unspecified duodenal ulcer without hemorrhage/perforation.
533.0 acute peptic ulcer w/hemorrhage.

533.2 acute peptic ulcer w/hemorrhage/perforation.

533.4 chronic/unspecified peptic ulcer w/hemorrhage.

533.6 chronic/unspecified peptic ulcer w/hemorrhage/perforation.

534.0 acute gastrojejunal ulcer w/hemorrhage.

534.2 acute gastrojejunal ulcer w/hemorrhage/perforation.

534.4 chronic/unspecified gastrojejunal ulcer w/hemorrhage.

534.6 chronic/unspecified gastrojejunal ulcer w/hemorrhage/perforation.
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Hereditary hemollytic anemias/sickle cell anemias

282 hereditary hemolytic anemias.
282.4 Thalassemias.
282.6 sickle-cell disease.

Myelodysplastic Syndrome

238.7 neoplasm other lymphatic’/hematopoietic tissues includes myelodysplastic syndrome.

6. Race/Ethnicity

Section 1881(b)(14)(D)(i) of the Act
requires that the ESRD PPS include a
payment adjustment based on case-mix
that may take into account a patient’s
race and ethnicity. Consequently, we
analyzed race and ethnicity as part of
the regression analysis for the proposed
ESRD PPS to inform our proposal for
this rule.

Prior to the enactment of MIPPA, we
considered race and ethnicity as
potential patient level payment
adjusters. First, race was one of the 35
patient characteristics that were
examined in developing the basic case-
mix adjustments to the ESRD composite
rate required under section 1881(b)(12)
of the Act. Ultimately, however, the
final basic case-mix adjusted composite
payment system published in the CY
2005 PFS final rule with comment
period did not include adjustments for
race and ethnicity. (For more
information, we refer readers to 69 FR
66330.)

We again considered race and
ethnicity as potential patient level
payment adjusters as part of our
research for the Secretary’s 2008 Report
to Congress. In the Report, we
concluded that although race and
ethnicity perhaps had a statistically
significant relationship with costs and
payments, such indicators were judged
not to be suitable for making payment
distinctions in a bundled ESRD PPS
given that race/ethnicity is not
objectively measured.

Specifically, because there is no
quantifiable mechanism by which to
measure one’s race or ethnicity, the
classification is commonly based on
self-reported information. We believed
that more measurable indicators of cost
and payment would be the patient’s
underlying clinical conditions. We
further noted in the Report a
demonstrated significance that race has
on provider costs and drug utilization,
indicating that this adjustment may
warrant further consideration in the

development and implementation of a
new ESRD PPS. We note that any
relationship between race/ethnicity and
costs and payments revealed in the
analyses conducted for purposes of this
ESRD PPS proposed rule is discussed
further in the sections that follow.

The regression analysis conducted for
purposes of this proposed rule relied on
two separate data sources for race and
ethnicity status to assess the extent to
which race and ethnicity would account
for cost factors that are otherwise
unexplained in the model. The first
analysis was based on race and ethnicity
data retrieved from the Renal
Management Information System
(REMIS) and the second analysis was
based on data retrieved from the
Medicare Enrollment Database (EDB). In
Table 19 below, the table captures the
key differences in racial and ethnic
categorizations between the REMIS and
EDB databases.

TABLE 19—RACE/ETHNICITY OF MEDICARE DIALYSIS PATIENTS !.2

REMIS/CMS Form 2728 Percent Medicare Enroliment Database (EDB) Percent

Race: Race:

American Indian/Alaskan Native .............cccoceeee. 1.6 North American Native .........cccccoeviiiiieiee e, 1.4

Asian/Pacific Islander ................... 3.6 N - o S 2.7

Black .....ccoccveeeiiiinnnns 38.5 BIACK .. s 37.7

White ..... 55.2 L0711 (= N 48.7

Other ......... 1.1 HISPaNIC ..o 5.2

UNKNOWN ..ot <0.1 [ 3 T=Y SSS 2.1

UNKNOWN .ot 2.2

Ethnicity:

Hispanic ........... 12.2

Not Hispanic .... 83.8

UNKNOWN .ottt 4.0

1n = 890,776 patient years.

2Hispanic ethnicity is reported separately from race on CMS Form 2728 (the Medical Evidence Form), while Hispanic is a race category in the

Medicare Enroliment Database.

Most notably, REMIS data includes