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ACTION: Final rule.

SUMMARY: This final rule will update the
prospective payment rates for inpatient
rehabilitation facilities (IRFs) for
Federal fiscal year (FY) 2007 (for
discharges occurring on or after October
1, 2006 and on or before September 30,
2007) as required under section
1886(j)(3)(C) of the Social Security Act
(the Act).

We are revising existing policies
regarding the prospective payment
system within the authority granted
under section 1886(j) of the Act. In
addition, we are revising the current
regulation text to reflect the changes
enacted under section 5005 of the
Deficit Reduction Act of 2005.

This final rule will also establish
certain requirements related to
competitive acquisition for durable
medical equipment, prosthetics,
orthotics, and supplies (DMEPOS) and
establish accreditation of DMEPOS
suppliers as required under section 302
of the Medicare Prescription Drug,
Improvement, and Modernization Act of
2003.

EFFECTIVE DATES: The regulatory changes
to part 412 of 42 CFR are effective
October 1, 2006. The regulatory changes
to part 414 of 42 CFR, other than
§414.406(e), are effective August 31,
2006. The regulatory changes to part 424
of 42 CFR are effective October 2, 2006.
The updated IRF prospective payment
rates are effective October 1, 2006, for
discharges occurring on or after October
1, 2006 and on or before September 30,
2007 (that is, during FY 2007).
FOR FURTHER INFORMATION CONTACT:
Pete Diaz, (410) 786-1235, for information
regarding the IRF PPS 75 percent rule.
Susanne Seagrave, (410) 786—0044, for
information regarding the new IRF PPS
payment policies.

Zinnia Ng, (410) 786—4587, for information
regarding the wage index and the IRF
prospective payment rate calculation.

Sandra Bastinelli, (410) 786—3630, for
information regarding accreditation of
DMEPOS suppliers.

LT Camille Soondar, (410) 786-9370, for
information regarding accreditation of
DMEPOS suppliers.

CDR Marie Casey, (410) 786—7861, for
information regarding accreditation of
DMEPOS suppliers.

Linda Smith, (410) 786-5650, for information
regarding the DMEPOS quality standards.

Michael Keane, (410) 786—4495, for
information on DMEPOS competitive
bidding implementation contractors.

Alexis Meholic, (410) 786—2300, for issues
related to education and outreach under
the DMEPOS competitive bidding program.
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Acronyms

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

ADC Average Daily Census

ASCA Administrative Simplification
Compliance Act of 2002, Pub. L. 107-105

BBA Balanced Budget Act of 1997, Pub. L.
105-33

BBRA Medicare, Medicaid, and SCHIP
[State Children’s Health Insurance
Program| Balanced Budget Refinement
Act of 1999, Pub. L. 106-113

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

CBA Competitive Bidding Area

CBIC Competitive Bidding Implementation
Contractor

CBSA Core-Based Statistical Area

CCMO CMS Consortium Contractor
Management Officer

CCR Cost-to-Charge Ratio

CFR Code of Federal Regulations

CMG Case-Mix Group

CY Calendar Year

DMERC Durable Medical Equipment
Regional Carrier

DMEPOS Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies

DRA Deficit Reduction Act of 2005, Pub. L.
109-171

DRG Diagnosis-Related Group

DSH Disproportionate Share Hospital

ECI Employment Cost Indexes

FI Fiscal Intermediary

FR Federal Register

FTE Full-Time Equivalent

FY Federal Fiscal Year

GDP Gross Domestic Product

HCPCS Healthcare Common Procedure
Coding System

HHH Hubert H. Humphrey Building

HIPAA Health Insurance Portability and
Accountability Act, Pub. L. 104-191

HIT Health Information Technology

ICD-9-CM International Classification of
Diseases, Ninth Revision, Clinical
Modification

IFMC Iowa Foundation for Medical Care

IIC Inflation Indexed Charge

IPPS Inpatient Prospective Payment System

IRF Inpatient Rehabilitation Facility

IRF-PAI Inpatient Rehabilitation Facility-
Patient Assessment Instrument

IRF PPS Inpatient Rehabilitation Facility
Prospective Payment System

IRVEN Inpatient Rehabilitation Validation
and Entry

LCD Local Coverage Determination

LIP Low-Income Percentage

MEDPAR Medicare Provider Analysis and
Review

MLN Medicare Learning Network

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

MSA Metropolitan Statistical Area

NAICS North American Industrial
Classification System

NCMRR National Center for Medical
Rehabilitation Research

NIH National Institutes of Health

NSC National Supplier Clearinghouse

OCI Organizational and Consultant
Conflicts of Interest

OIG Office of Inspector General

OMB Office of Management and Budget

PAC Post Acute Care

PAI Patient Assessment Instrument

PAOC Program Advisory and Oversight
Committee

PPS Prospective Payment System

RAND RAND Corporation

RFB Request for Bids

RFA Regulatory Flexibility Act, Pub. L. 96—
354

RIA Regulation Impact Analysis

RIC Rehabilitation Impairment Category

RO Regional Office

RPL Rehabilitation, Psychiatric, and Long-
Term Care Hospital Market Basket

SCHIP State Children’s Health Insurance
Program

SIC Standard Industrial Code

TEFRA Tax Equity and Fiscal
Responsibility Act of 1982, Pub. L. 97—
248

I. Background

A. Inpatient Rehabilitation Facility
Prospective Payment System (IRF PPS)

We received approximately 58 timely
items of correspondence on the FY 2007
Inpatient Rehabilitation Facility
Prospective Payment System proposed
rule (71 FR 28106, May 15, 2006).
Summaries of the public comments and
our responses to those comments are set
forth below under the appropriate
section heading of this final rule.

1. Historical Overview of the Inpatient
Rehabilitation Facility Prospective
Payment System (IRF PPS) for Fiscal
Years (FYs) 2002 Through 2006

Section 4421 of the Balanced Budget
Act of 1997 (BBA, Pub. L. 105-33), as
amended by section 125 of the
Medicare, Medicaid, and SCHIP [State
Children’s Health Insurance Program]
Balanced Budget Refinement Act of
1999 (BBRA, Pub. L. 106-113), and by
section 305 of the Medicare, Medicaid,
and SCHIP Benefits Improvement and
Protection Act of 2000 (BIPA, Pub. L.
106-554), provides for the
implementation of a per discharge
prospective payment system (PPS),
through section 1886(j) of the Social
Security Act (the Act), for inpatient
rehabilitation hospitals and inpatient
rehabilitation units of a hospital
(hereinafter referred to as IRFs).

Payments under the IRF PPS
encompass inpatient operating and
capital costs of furnishing covered
rehabilitation services (that is, routine,
ancillary, and capital costs) but not
costs of approved educational activities,
bad debts, and other services or items
outside the scope of the IRF PPS.
Although a complete discussion of the

IRF PPS provisions appears in the
August 7, 2001 final rule (66 FR 41316)
as revised in the F'Y 2006 IRF PPS final
rule (70 FR 47880), we are providing
below a general description of the IRF
PPS for fiscal years (FYs) 2002 through
2006.

Under the IRF PPS from FY 2002
through FY 2005, as described in the
August 7, 2001 final rule, the Federal
prospective payment rates were
computed across 100 distinct case-mix
groups (CMGs). We constructed 95
CMGs using rehabilitation impairment
categories (RICs), functional status (both
motor and cognitive), and age (in some
cases, cognitive status and age may not
be a factor in defining a CMG). In
addition, we constructed five special
CMGs to account for very short stays
and for patients who expire in the IRF.

For each of the CMGs, we developed
relative weighting factors to account for
a patient’s clinical characteristics and
expected resource needs. Thus, the
weighting factors accounted for the
relative difference in resource use across
all CMGs. Within each CMG, we created
tiers based on the estimated effects that
certain comorbidities would have on
resource use.

We established the Federal PPS rates
using a standardized payment
conversion factor (formerly referred to
as the budget neutral conversion factor).
For a detailed discussion of the budget
neutral conversion factor, please refer to
our August 1, 2003 final rule (68 FR
45674, 45684 through 45685). In the FY
2006 IRF PPS final rule (70 FR 47880),
we discussed in detail the methodology
for determining the standard payment
conversion factor.

We applied the relative weighting
factors to the standard payment
conversion factor to compute the
unadjusted Federal prospective
payment rates. Under the IRF PPS from
FYs 2002 through 2005, we then applied
adjustments for geographic variations in
wages (wage index), the percentage of
low-income patients, and location in a
rural area (if applicable) to the IRF’s
unadjusted Federal prospective
payment rates. In addition, we made
adjustments to account for short-stay
transfer cases, interrupted stays, and
high cost outliers.

For cost reporting periods that began
on or after January 1, 2002 and before
October 1, 2002, we determined the
final prospective payment amounts
using the transition methodology
prescribed in section 1886(j)(1) of the
Act. Under this provision, IRFs
transitioning into the PPS were paid a
blend of the Federal IRF PPS rate and
the payment that the IRF would have
received had the IRF PPS not been
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implemented. This provision also
allowed IRFs to elect to bypass this
blended payment and immediately be
paid 100 percent of the Federal IRF PPS
rate. The transition methodology
expired as of cost reporting periods
beginning on or after October 1, 2002
(FY 2003), and payments for all IRFs
now consist of 100 percent of the
Federal IRF PPS rate.

In the FY 2006 IRF PPS final rule (70
FR 47880), we implemented refinements
that became effective for discharges
beginning on or after October 1, 2005.
We published correcting amendments to
the FY 2006 IRF PPS final rule in the
Federal Register on September 30, 2005
(70 FR 57166). Any reference to the FY
2006 IRF PPS final rule in this rule also
includes the provisions effective in the
correcting amendments.

In the FY 2006 final rule (70 FR 47880
and 70 FR 57166), we finalized a
number of refinements to the IRF PPS
case-mix classification system (the
CMGs and the corresponding relative
weights) and the case-level and facility-
level adjustments. These refinements
were based on analyses by the RAND
Corporation (RAND), a non-partisan
economic and social policy research
group, using calendar year 2002 and FY
2003 data. These were the first
significant refinements to the IRF PPS
since its implementation. In conducting
the analysis, RAND used claims and
clinical data for services furnished after
the implementation of the IRF PPS.
These newer data sets were more
complete, and reflected improved
coding of comorbidities and patient
severity by IRFs. The researchers were
able to use new data sources for
imputing missing values and more
advanced statistical approaches to
complete their analyses. The RAND
reports supporting the refinements
made to the IRF PPS are available on the
CMS Web site at: http://
www.cms.hhs.gov/
InpatientRehabFacPPS/
09_Research.asp.

The final key policy changes, effective
for discharges occurring on or after
October 1, 2005, are discussed in detail
in the FY 2006 IRF PPS final rule (70
FR 47880 and 70 FR 57166). The
following is a brief summary of the key
policy changes:

e We adopted the Office of
Management and Budget’s (OMB’s)
Core-Based Statistical Area (CBSA)
market area definitions in a budget
neutral manner. We made this
geographic adjustment using the most
recent final wage data available (that is,
pre-reclassification and pre-floor
hospital wage index based on FY 2001
hospital wage data). In addition, we

implemented a budget-neutral 3-year
hold harmless policy for IRFs that were
considered rural in FY 2005, but became
urban in FY 2006 under the CBSA
definitions, as described in the FY 2006
IRF PPS final rule (70 FR 47880, 47923
through 47925).

e We also implemented a payment
adjustment to account for changes in
coding that did not reflect real changes
in case mix. Thus, we reduced the
standard payment amount by 1.9
percent to account for these changes in
coding following implementation of the
IRF PPS. Our contractors conducted a
series of analyses to identify real case
mix change over time and the effect of
this change on aggregate IRF PPS
payments. A detailed discussion of the
analysis and research appears in the FY
2006 IRF PPS final rule (70 FR 47880).

¢ In addition, we made modifications
to the CMGs, tier comorbidities, and
relative weights in a budget-neutral
manner. The final rule included a
number of adjustments to the IRF
classification system that are designed
to improve the system’s ability to
predict IRF costs. The data indicated
that moving or eliminating some
comorbidity codes from the tiers,
redefining the CMGs, and other minor
changes to the system would improve
the ability of the classification system to
ensure that Medicare payments to IRFs
continue to be aligned with the costs of
care. These refinements resulted in 87
CMGs using Rehabilitation Impairment
Categories (RICs), functional status
(motor and cognitive scores), and age (in
some cases, cognitive status and age
may not be factors in defining CMGs).
The five special CMGs remained the
same as they had been before FY 2006
and continue to account for very short
stays and for patients who expired in
the IRF.

e In addition, we implemented a new
teaching status adjustment for IRFs,
similar to the one adopted for inpatient
psychiatric facilities. We implemented
the teaching status adjustment in a
budget neutral manner.

e We also revised and rebased the
market basket. We finalized the use of
a new market basket reflecting the
operating and capital cost structures for
rehabilitation, psychiatric, and long
term care (RPL) hospitals to update IRF
payment rates. The RPL market basket
excludes data from cancer hospitals,
children’s hospitals, and religious non-
medical institutions. In addition, we
rebased the market basket to account for
2002-based cost structures for RPL
hospitals. Further, we calculated the
labor-related share using the RPL market
basket.

¢ In addition, we updated the rural
adjustment (from 19.14 percent to 21.3
percent), the low-income percentage
(LIP) adjustment (from an exponent of
0.484 to an exponent of 0.6229), and the
outlier threshold amount (from $11,211
to $5,129, as further revised in the FY
2006 IRF PPS correction notice (70 FR
57166, 57168)). We implemented the
changes to the rural and LIP
adjustments in a budget neutral manner.
Since the implementation of the IRF
PPS, we have maintained a CMS Web
site as a primary information resource
for the IRF PPS. The Web siteURL is
http://www.cms.hhs.gov/
InpatientRehabFacPPS/ and may be
accessed to download or view
publications, software, data
specifications, educational materials,
and other information pertinent to the
IRF PPS.

2. Requirements for Updating the IRF
PPS Rates

On August 7, 2001, we published a
final rule titled “Medicare Program;
Prospective Payment System for
Inpatient Rehabilitation Facilities” in
the Federal Register (66 FR 41316) that
established a PPS for IRFs as authorized
under section 1886(j) of the Act and
codified at subpart P of part 412 of the
Medicare regulations. In the August 7,
2001 final rule, we set forth the per
discharge Federal prospective payment
rates for FY 2002, which provided
payment for inpatient operating and
capital costs of furnishing covered
rehabilitation services (that is, routine,
ancillary, and capital costs) but not
costs of approved educational activities,
bad debts, and other services or items
that are outside the scope of the IRF
PPS. The provisions of the August 7,
2001 final rule were effective for cost
reporting periods beginning on or after
January 1, 2002. On July 1, 2002, we
published a correcting amendment to
the August 7, 2001 final rule in the
Federal Register (67 FR 44073). Any
references to the August 7, 2001 final
rule in this final rule include the
provisions effective in the correcting
amendment.

Section 1886(j)(5) of the Act and 42
CFR 412.628 of the regulations require
the Secretary to publish in the Federal
Register, on or before the August 1 that
precedes the start of each new FY, the
classifications and weighting factors for
the IRF CMGs and a description of the
methodology and data used in
computing the prospective payment
rates for the upcoming FY. On August
1, 2002, we published a notice in the
Federal Register (67 FR 49928) to
update the IRF Federal prospective
payment rates from FY 2002 to FY 2003
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using the methodology as described in
§412.624. As stated in the August 1,
2002 notice, we used the same
classifications and weighting factors for
the IRF CMGs that were set forth in the
August 7, 2001 final rule to update the
IRF Federal prospective payment rates
from FY 2002 to FY 2003. We continued
to update the prospective payment rates
in accordance with the methodology set
forth in the August 7, 2001 final rule for
each succeeding FY up to and including
FY 2005. For FY 2006, however, we
published a final rule that revised
several IRF PPS policies (70 FR 47880),
as summarized in section I.A.1 of this
final rule. The provisions of the FY 2006
IRF PPS final rule became effective for
discharges occurring on or after October
1, 2005.

On May 15, 2006, we published a
proposed rule in the Federal Register
(71 FR 28106) to update the IRF Federal
prospective payment rates from FY 2006
to FY 2007. In this final rule for FY
2007, we update the IRF Federal
prospective payment rates. In addition,
we update the outlier threshold amount
and the cost-to-charge ratio ceilings
from FY 2006 to FY 2007. We are also
implementing a 2.6 percent reduction to
the FY 2007 standard payment amount
to account for changes in coding
practices that do not reflect real changes
in case mix. (See section V.A of this
final rule for further discussion of the
reduction of the standard payment
amount to account for coding changes.)

We are also implementing revisions to
the tier comorbidities and the relative
weights to ensure that IRF PPS
payments reflect, as closely as possible,
the costs of caring for patients in IRFs.
(See section IV for a detailed discussion
of these changes.) The FY 2007 Federal
prospective payment rates are effective
for discharges occurring on or after
October 1, 2006 and on or before
September 30, 2007.

In addition, we are revising the
regulation text in §412.23(b)(2)(i) and
§412.23(b)(2)(ii) pursuant to our
authority in section 5005 of the Deficit
Reduction Act of 2005 (DRA, Pub. L.
109-171) and section 1886(d)(1)(B) of
the Act. Section 5005 of the DRA
required that we revise the applicable
percentages stipulated in the May 7,
2004 final rule (69 FR 25752). The effect
of this change prolongs by an additional
year the duration of the phased
transition to the full 75 percent
threshold established in current
regulation text. In addition, under the
authority in section 1886(d)(1)(B) of the
Act, we are similarly extending by an
additional year the use of comorbid
conditions that meet the criteria
outlined in the regulations to count for

purposes of determining compliance
with the classification criteria in
§412.23(b)(2)(1).

3. Operational Overview of the Current
IRF PPS

As described in the August 7, 2001
final rule and subsequent rules, upon
the admission and discharge of a
Medicare Part A fee-for-service patient,
the IRF is required to complete the
appropriate sections of the Inpatient
Rehabilitation Facility-Patient
Assessment Instrument (IRF-PAI).
Generally, the encoded IRF—PAI
software product includes patient
grouping programming called the
GROUPER software. The GROUPER
software uses specific Patient
Assessment Instrument (PAI) data
elements to classify (or group) patients
into distinct CMGs and account for the
existence of any relevant comorbidities.

The GROUPER software produces a
five-digit CMG number. The first digit is
an alpha-character that indicates the
comorbidity tier. The last four digits
represent the distinct CMG number.
(Free downloads of the Inpatient
Rehabilitation Validation and Entry
(IRVEN) software product, including the
GROUPER software, are available on the
CMS Web site at http://
www.cms.hhs.gov/
InpatientRehabFacPPS/
06_Software.Asp.)

Once a patient is discharged, the IRF
completes the Medicare claim (UB-92
or its equivalent) using the five-digit
CMG number and sends it to the
appropriate Medicare fiscal
intermediary (FI). Claims submitted to
Medicare must comply with both the
Administrative Simplification
Compliance Act (ASCA, Pub. L. 107—
105), and the Health Insurance
Portability and Accountability Act of
1996 (HIPAA, Pub. L. 104-191). For a
detailed discussion on this issue and
additional legal citations, please visit
the electronic billing & electronic data
interchange (EDI) transactions Web site
at: http://www.cms.hhs.gov/
ElectronicBillingEDITrans/.

The Medicare FI processes the claim
through its software system. This
software system includes pricing
programming called the PRICER
software. The PRICER software uses the
CMG number, along with other specific
claim data elements and provider-
specific data, to adjust the IRF’s
prospective payment for interrupted
stays, transfers, short stays, and deaths,
and then applies the applicable
adjustments to account for the IRF’s
wage index, percentage of low-income
patients, rural location, and outlier
payments. For discharges occurring on

or after October 1, 2005, the IRF PPS
payment also reflects the new teaching
status adjustment that became effective
as of FY 2006, as discussed in the FY
2006 IRF PPS final rule (70 FR 47880).

4. Summary of Revisions to the IRF PPS
for FY 2007

In this final rule, we make the
following revisions and updates:

e Update the relative weight and
average length of stay tables based on re-
analysis of the data by CMS and our
contractor, the RAND Corporation, as
discussed in section IV of this final rule.
This update will be reflected in the IRF
GROUPER software and other
applicable CMS publications.

¢ Reduce the standard payment
amount by 2.6 percent to account for
coding changes that do not reflect real
changes in case mix, as discussed in
section V.A of this final rule.

e Update the FY 2007 IRF PPS
payment rates by the market basket, as
discussed in section V.B of this final
rule.

e Update the FY 2007 IRF PPS
payment rates by the labor related share,
the wage indexes, and the second year
of the hold harmless policy in a budget
neutral manner, as discussed in section
V.C of this final rule.

e Update the outlier threshold for FY
2007 to $5,534, as discussed in section
VI.A of this final rule.

e Update the urban and rural national
cost-to-charge ratio ceilings for purposes
of determining outlier payments under
the IRF PPS and clarify the methodology
described in the regulation text, as
discussed in section VI.B of this final
rule.

e Revise the regulation text at
§412.23(b)(2)(i) and § 412.23(b)(2)(ii) in
the following manner so that the
compliance thresholds reflect section
5005 of the DRA: (1) For cost reporting
periods starting on or after July 1, 2006,
and before July 1, 2007, the compliance
threshold is 60 percent. (2) For cost
reporting periods starting on or after
July 1, 2007 and before July 1, 2008, the
compliance threshold is 65 percent. (3)
For cost reporting periods starting on or
after July 1, 2008, the compliance
threshold is 75 percent. In addition,
comorbidities may not be used to
determine if the 75 percent compliance
threshold is met. However,
comorbidities meeting the criteria
outlined in the regulations may be used
to determine if the applicable
compliance threshold is met for cost
reporting periods beginning on or after
July 1, 2004 and before July 1, 2008.
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B. Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies
(DMEPQOS)

On May 1, 2006, we issued a
proposed rule to implement the
Medicare DMEPOS Competitive Bidding
Program and other issues (71 FR 25654).
To ensure timely implementation of the
Medicare DMEPOS Competitive Bidding
Program, we are choosing to respond in
this final rule to comments submitted
on certain provisions of the May 1, 2006
proposed rule. These provisions include
DMEPOS competitive bidding
implementation contractors, DMEPOS
competitive bidding education and
outreach, quality standards for DMEPOS
suppliers, and accreditation of DMEPOS
suppliers. We received approximately
600 timely comments on these
provisions of the May 1, 2006 proposed
rule. Summaries of the public comments
and our responses to those comments
are set forth below under the
appropriate section headings of this
final rule.

1. The Medicare DMEPOS Competitive
Bidding Program

Section 302(b)(1) of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA, Pub.
L. 108-173) amended section 1847 of
the Act to require the Secretary to
establish and implement programs
under which competitive bidding areas
are established throughout the United
States for contract award purposes for
the furnishing of certain competitively
priced items for which payment is made
under Part B (the “Medicare DMEPOS
Competitive Bidding Program”). Section
1847(a)(2) of the Act provides that the
items and services that may be
furnished under the competitive
bidding programs include certain DME
and associated supplies, enteral
nutrition and associated supplies, and
off-the-shelf orthotics. In addition,
section 1847 of the Act specifies the
requirements and conditions for
implementation of the Medicare
DMEPOS Competitive Bidding Program.
Competitive bidding provides a way to
harness marketplace dynamics to create
incentives for suppliers to provide
quality items in an efficient manner and
at a reasonable cost.

2. Implementation Contractors

Section 1847(b)(9) of the Act provides
that the Secretary may contract with
appropriate entities to implement the
Medicare DMEPOS Competitive Bidding
Program. Section 1847(a)(1)(C) of the
Act also authorizes the Secretary to
waive provisions of the Federal
Acquisition Regulation (FAR) as

necessary for the efficient
implementation of this section, other
than provisions relating to
confidentiality of information and other
provisions as the Secretary determines
appropriate.

In the May 1, 2006 proposed rule (71
FR 25661), we proposed to designate
one or more competitive bidding
implementation contractors (CBICs) for
the purpose of implementing the
Medicare DMEPOS Competitive Bidding
Program (proposed § 414.406(a)). We
also discussed the six primary functions
of the program (see 71 FR 25661), which
include overall oversight and decision-
making, operation design functions
(including the design of both bidding
and outreach material templates, as well
as program processes), bidding and
evaluation, access and quality
monitoring, outreach and education,
and claims processing. We respond to
comments on our proposal in section
X.A of this preamble.

3. Quality Standards for Suppliers of
DMEPOS

Section 302(a)(1) of the MMA added
section 1834(a)(20) to the Act, which
requires the Secretary to establish and
implement quality standards for
suppliers of certain items, including
consumer service standards, to be
applied by recognized independent
accreditation organizations. Suppliers of
DMEPOS must comply with the
DMEPOS quality standards in order to
furnish any item for which Part B makes
payment, and also in order to receive or
retain a supplier billing number used to
submit claims for reimbursement for
any such item for which payment can be
made by Medicare. Section
1834(a)(20)(D) of the Act requires us to
apply these DMEPOS quality standards
to suppliers of the following items for
which we deem the standards to be
appropriate:

e Covered items, as defined in section
1834(a)(13), for which payment may be
made under section 1834(a);

o Prosthetic devices and orthotics and
prosthetics described in section
1834(h)(4); and

o Items described in section
1842(s)(2) of the Act, which include
medical supplies, home dialysis
supplies and equipment, therapeutic
shoes, parenteral and enteral nutrients,
equipment, and supplies,
electromyogram devices, salivation
devices, blood products, and transfusion
medicine.

Section 1834(a)(20)(E) of the Act
explicitly authorizes the Secretary to
establish the DMEPOS quality standards
by program instructions or otherwise
after consultation with representatives

of relevant parties. After consulting with
such representatives, including the
Program Advisory and Oversight
Committee (PAOC) (please see 71 FR
25658 for a discussion of this
committee) and a wide range of other
stakeholders, we published the draft
quality standards on the CMS Web
sitein September 2005 (see http://
www.cms.hhs.gov/
competitiveAcqforDMEPOS/) and
provided for a 60-day public comment
period. We received more than 5,600
public comments on the draft DMEPOS
quality standards. After careful
consideration of all comments, these
quality standards will be published
shortly on the CMS Web site. They will
appear on the CMS Web site at http://
www.cms.hhs.gov/
competitiveAcqforDMEPOS/. The
quality standards will become effective
for use as part of the accreditation
selection process when posted on the
Web site. All suppliers of DMEPOS and
other items to which section 1834(a)(20)
of the Act applies will be required to
meet the DMEPOS quality standards
established under that section. Finally,
section 1847(b)(2)(A)(i) of the Act
requires an entity (a DMEPOS supplier)
to meet the DMEPOS quality standards
specified by the Secretary under section
1834(a)(20) of the Act before being
awarded a contract under the Medicare
DMEPOS Competitive Bidding Program.

4. Accreditation for Suppliers of
DMEPOS and Other Items

Section 1834(a)(20)(B) of the Act
requires the Secretary, notwithstanding
section 1865(b) of the Act, to designate
and approve one or more independent
accreditation organizations to apply the
DMEPOS quality standards established
under section 1834(a)(20) of the Act to
suppliers of DMEPOS and other items.
The Medicare program currently
contracts with State agencies to perform
survey and review functions for
providers and suppliers to approve their
participation in or coverage under the
Medicare program. Additionally, section
1865(b) of the Act sets forth the general
procedures for CMS to designate
national accreditation organizations to
deem providers or suppliers to meet
Medicare conditions of participation or
coverage if they are accredited by a
national accreditation organization
approved by CMS. Many types of
providers and suppliers have a choice
between having the State agency or the
CMS-approved accreditation
organization survey them. If the
supplier selects the CMS-approved
accreditation organization and is in
compliance with the accreditation
organization standards, it is generally
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deemed to meet the Medicare
conditions of participation or coverage.
We are responsible for the oversight and
monitoring of the State agencies and the
approved accreditation organizations.
The procedures, implemented by the
Secretary, for designating private and
national accreditation organizations and
the Federal review process for
accreditation organizations appear in
regulations at 42 CFR parts 422 (for
Medicare Advantage organizations) and
488 (for most providers and suppliers).
To accommodate suppliers that want to
participate in the Medicare DMEPOS
Competitive Bidding Program, we will
phase-in the accreditation process and
give preference to accreditation
organizations that prioritize their
surveys to accredit suppliers in the
selected MSAs and competitive bidding
areas. We will provide further guidance
in a Federal Register notice on the
submission procedures for
accreditation.

5. Summary of DMEPOS Provisions

This final rule responds to public
comments on the following provisions
of the May 1, 2006 proposed rule (71 FR
25654):;

¢ Requirements for competitive
bidding implementation contractors, as
discussed in section X.A of this final
rule.

¢ Our plans for DMEPOS competitive
bidding education and outreach, as
discussed in section X.B of this final
rule.

¢ Issues related to the DMEPOS
quality standards for DMEPOS
suppliers, as discussed in section X.C of
this final rule.

e Accreditation requirements for
DMEPOS suppliers as discussed in
section X.D of this final rule.

II. Provisions of the Proposed Rule
A. IRF PPS

In the FY 2007 IRF PPS proposed rule
(71 FR 28106), we proposed to make
revisions to the regulation text in order
to implement the proposed policy
changes for IRFs for FY 2007 and
subsequent fiscal years. Specifically, we
proposed to make conforming changes
in 42 CFR part 412. These proposed
revisions and other proposed changes
are discussed in detail below.

1. Section 412.23 Excluded Hospitals:
Classifications

As discussed in section VI of the FY
2007 IRF PPS proposed rule (71 FR
28106), we proposed to revise the
regulation text in paragraphs (b)(2)(i)
and (b)(2)(ii) to reflect the applicable
percentages specified in this section as

amended by the DRA. To summarize,
for cost reporting periods—

(a) Beginning on or after July 1, 2005
and before July 1, 2007, the hospital has
served an inpatient population of whom
at least 60 percent;

(b) Beginning on or after July 1, 2007
and before July 1, 2008, the hospital has
served an inpatient population of whom
at least 65 percent; and

(c) Beginning on or after July 1, 2008,
the hospital has served an inpatient
population of whom at least 75 percent
require intensive rehabilitative services
for treatment of one or more of the
conditions specified at paragraph
(b)(2)(iii) of this section.

Under the proposal to revise the
transition timeframes in order to
implement the DRA provision, a facility
would not have to meet the 75 percent
compliance threshold until its first cost
reporting period beginning on or after
July 1, 2008. In addition to the above
DRA requirements pertaining to the
applicable compliance percentage
requirements under § 412.23(b)(2), we
proposed to permit a comorbidity that
meets the criteria as specified in
§412.23(b)(2)(i) to continue to be used
to determine the compliance threshold
for cost reporting periods that begin
before July 1, 2008. However, for cost
reporting periods beginning on or after
July 1, 2008, a comorbidity specified in
§412.23(b)(2)(i) cannot be used to
determine compliance at the 75 percent

threshold.

2. Section 412.624 Methodology for
Calculating the Federal Prospective
Payment Rates

In section IV of the FY 2007 IRF PPS
proposed rule, we proposed to revise
the current regulation text in paragraph
(e)(5) to clarify that the cost-to-charge
ratio for IRFs is a single overall
(combined operating and capital) cost-
to-charge ratio. We wish to emphasize
that we follow the methodology
described in §412.84(i) and §412.84(m)
except that the IRF PPS uses a single
overall (combined operating and capital)
cost-to-charge ratio, and uses national
averages instead of statewide averages.

3. Additional Proposed Changes

e Update the tier comorbidities, the
relative weights, and the average length
of stay tables based on a reconsideration
of the data used in the FY 2006 IRF
classification refinements, as discussed
in section II of the FY 2007 IRF PPS
proposed rule (71 FR 28106). This
update will be reflected in the IRF
GROUPER software and the FY 2007
payment rates.

e Reduce the FY 2007 standard
payment amount by 2.9 percent to

account for coding changes when the
IRF PPS was implemented that do not
reflect real changes in case mix, as
discussed in detail in section III.A of the
FY 2007 IRF PPS proposed rule (71 FR
28106).

e Update payment rates for
rehabilitation facilities using the IRF
market basket, IRF labor-related share,
and CBSA urban and rural wage
indexes, as discussed in sections III.B
and C of the FY 2007 IRF PPS proposed
rule (71 FR 28106).

e Update the outlier threshold
amount for FY 2007 to $5,609, as
discussed in section IV.A of the FY 2007
IRF PPS proposed rule (71 FR 28106).

e Update the national average urban
and rural cost-to-charge ratios (CCR)
used for new IRFs, IRFs whose overall
CCR is in excess of 3 standard
deviations above the national geometric
mean, and IRFs for whom accurate data
are not available to calculate a CCR, as
discussed in detail in section IV.B of the
FY 2007 IRF PPS proposed rule (71 FR
28106).

B. DMEPOS

On May 1, 2006, we published in the
Federal Register (71 FR 23654) a
proposed rule that would, in part,
implement the Medicare DMEPOS
Competitive Bidding Program for certain
DMEPOS items, as required by sections
1847(a) and (b) of the Social Security
Act (the Act). As indicated in section I.B
of this final rule, to ensure timely
implementation of the Medicare
DMEPOS Competitive Bidding Program,
we are choosing to respond to
comments on the following proposals in
the May 1, 2006 proposed rule. In
summary, we proposed to—

¢ Designate one or more competitive
bidding implementation contractors
(CBICs) for the purpose of implementing
the Medicare DMEPOS Competitive
Bidding Program (proposed
§414.406(a)).

¢ Implement an outreach and
education plan to ensure the effective

implementation of the Medicare
DMEPOS Competitive Bidding Program.

¢ Establish requirements for
accreditation of DMEPOS suppliers.

In addition, we are clarifying in this
final rule certain issues related to the
establishment of quality standards for
suppliers of certain DMEPOS items,
which will be applied by recognized
independent accreditation organizations
under section 1834(a)(20) of the Act.

These provisions are described in
detail in sections X.A. through I of this
preamble.
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IIL. Analysis of and Response to Public
Comments

A. IRF PPS

In response to the publication of the
FY 2007 IRF PPS proposed rule, we
received approximately 58 timely items
of correspondence from the public. We
received numerous comments from
various trade associations and major
organizations. Comments also originated
from inpatient rehabilitation facilities,
members of Congress, health care
industry organizations, State health
departments, and health care consulting
firms. The following discussion,
arranged by subject area, includes a
summary of the public comments that
we received, and our responses to the
comments appear under the appropriate
heading.

B. DMEPOS

We received approximately 600
pieces of correspondence on a timely
basis that contained comments on the
provisions of the May 1, 2006 proposed
rule (71 FR 25654) that are included in
this final rule. The remainder of this
preamble sets forth a detailed
discussion of the proposed provisions
concerning implementation contractors,
education and outreach, and
accreditation; a summary of the public
comments received on each subject area;
our responses to those comments; and a
presentation of the final policies. This
preamble also contains a discussion of
certain issues relating to the quality
standards that will be applied by the
independent accrediting organizations.

IV. Refinements to the IRF Patient
Classification System

A. Changes to the Existing List of Tier
Comorbidities

The IRF PPS uses a patient’s principal
diagnosis or impairment to classify the
patient into a rehabilitation impairment
category (RIC), and then uses the
patient’s comorbidities (secondary
diagnoses) to determine whether to
classify the patient into a higher-paying
tier. In the FY 2007 proposed rule (71
FR 28106), we proposed revisions to the
tier comorbidities in the IRF GROUPER
for FY 2007 to ensure that IRF PPS
payments continue to reflect as
accurately as possible the costs of care.
In addition, we proposed to indicate
ongoing changes to the IRF GROUPER
software to reflect the most current
national coding guidelines, by posting a
complete ICD-9 table (including new,
discontinued, and modified codes) on
the IRF PPS Web site, because we
realized that we did not have a
mechanism for ensuring that the IRF

GROUPER would reflect the latest
guidelines. We also proposed to
continue to report the complete list of
ICD-9 codes associated with the tiers in
the IRF GROUPER documentation,
which is also posted on the IRF PPS
Web site.

We received several comments on the
proposed changes to the existing list of
tier comorbidities, which are
summarized below.

Comment: Comments were generally
favorable regarding our proposed
revisions to the existing list of tier
comorbidities. In particular, several
commenters expressed support for our
proposed deletion of certain category
codes, which they indicated would
increase clarity and accuracy in coding.
Further, several commenters supported
our proposal to continue to update the
IRF GROUPER to reflect ICD-9-CM
national coding guidelines, and to make
any substantive changes to the tier
comorbidities (that is, changes other
than those that merely ensure that the
list of tier comorbidities continues to
reflect the annual updates to the ICD-
9 national coding guidelines) through
notice and comment procedures. These
commenters also supported our
proposal to update Appendix C to
reflect current policies.

Response: We agree that our proposal
to delete certain category codes should
help to eliminate any confusion that
providers might have experienced
regarding the appropriate codes to use
in recording patient comorbidities.

We also agree with the commenters
that updating Appendix C each year,
and making it a Web-based document
rather than including it in the IRF
regulations, will provide a more
comprehensive solution that will allow
providers to stay informed of any
changes to the IRF GROUPER as soon as
they occur. Any document, such as
Appendix C, that contains such an
extensive list of ICD-9 codes runs the
risk of becoming out-of-date quickly
when it is published in regulations. We
believe that making the document
available on the IRF PPS Web site
(http://www.cms.hhs.gov/
InpatientRehabFacPPS/) will make it
easier for CMS to give providers the
most current information and, more
importantly, will allow providers easier
access to the latest information.

Comment: Several commenters
expressed reservations about particular
revisions that we had proposed. In
particular, several commenters asked
that CMS retain ICD-9 codes 453.40,
453.41, and 453.42 (various types of
venous thrombosis) on the list of tier
comorbidities for which providers
receive additional payments because of

the increased costs associated with
these comorbidities, and one commenter
asked that we retain ICD-9 codes 799.01
and 799.02 for similar reasons. One
commenter also noted recent increases
in the rate at which providers are using
ICD-9 code 453.41 and asked that CMS
delay deleting this code from the IRF
grouper until the underlying clinical
reasons for its recent increased use
could be determined. One commenter
requested that the original ICD-9 code
(453.8) associated with codes 453.40,
453.41, and 453.42 be added to the list
of tier comorbidities in the IRF
GROUPER.

Response: In Appendix C of the
August 7, 2001 final rule (66 FR 41316,
41414 through 41427), we provided the
list of comorbidity codes to be used in
the original IRF GROUPER, based on the
statistical analysis conducted by RAND
for CMS in developing the IRF PPS. On
October 1, 2004, the ICD-9-CM
Coordination and Maintenance
Committee created ICD-9 codes 453.40,
453.41, and 453.42 to represent more
specific clinical conditions related to
the clinical condition associated with
ICD—9 code 453.8 (Venous Thrombosis).
Effective October 2004, we
inadvertently added codes 453.40 (Ven
Embol Thrmbs unspec DP vsls lower
extremity), 453.41 (Ven Embol Thrmbs
DP vsls prox lower extremity), and
453.42 (Ven Embol Thrmbs DP vsls
distal lower extremity) to the IRF
GROUPER, even though code 453.8 was
never included in the IRF payment
algorithm, and therefore was not listed
in Appendix C of the August 7, 2001
final rule. The addition of these codes
to the IRF GROUPER was not based on
any evidence that these codes should
have been included on the list, but
resulted instead from a simple
miscommunication.

Similarly, ICD-9 codes 799.01
(Asphyxia) and 799.02 (Hypoxemia)
were created in October 2005 in
association with code 799.0. However,
code 799.0 (Asphyxia) was never
included in the IRF payment algorithm,
and therefore was not listed in
Appendix C of the August 7, 2001 final
rule. Thus, codes 799.01 and 799.02
were also inadvertently added through a
simple miscommunication, and the
addition of these codes to the IRF
GROUPER was not based on any
evidence that these codes should have
been included on the list.

RAND’s regression analysis of the tier
comorbidities for both the FY 2002 and
FY 2006 final rules focused on the
additional costs that an IRF would be
expected to incur in caring for a patient
with a particular comorbidity (using FY
2003 data). Neither RAND’s statistical
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analysis for the FY 2002 final rule, nor
the subsequent statistical analysis for
the FY 2006 final rule, showed that the
additional costs of the comorbidities
associated with ICD-9 codes 453.8,
453.40, 453.41, 453.42, 799.0, 799.01, or
799.02 are sufficient to warrant
inclusion in a tier. In addition, RAND
sought advice from a technical expert
panel that it convened. The technical
expert panel reviewed all of RAND’s
findings regarding the tier comorbidities
and generally agreed with RAND’s
findings and recommendations. RAND
did not recommend that we add these
codes to the IRF GROUPER.

Further, since code 453.41 was first
approved in October 2004, we do not
believe it is surprising that use of this
code increased in 2005, especially
because providers were made more
aware of the code due to its inadvertent
inclusion in the IRF GROUPER.

Thus, we are finalizing our decision
to delete ICD-9 codes 453.40, 453.41,
453.42, 799.01, and 799.02 from the IRF
GROUPER, and we are not adding code
453.8. However, we will continue
monitoring the costs associated with
various patient comorbidities. If future
analyses indicate that any of these ICD—
9 codes should be included in one of the
tiers in the IRF GROUPER, we will
consider adding them through notice
and comment procedures.

Comment: One commenter suggested
that we consider adding ICD-9 code
282.69 (other sickle cell disease with
crisis) to the IRF GROUPER because the
commenter believes that this code
should be treated as a pair with code
282.68 (other sickle cell disease w/o
crisis), which we proposed to add to the
IRF GROUPER for FY 2007.

Response: We agree with the
commenter, and we note that code
282.69 is already included as one of the
comorbidities that generates an
additional tier 3 payment in the IRF
GROUPER. In fact, this code has always
been included in the IRF payment
algorithm, and is therefore listed in
Appendix C of the August 7, 2001 final
rule (66 FR 41423). We are not
proposing any changes regarding code
282.69. For FY 2007, we will add code
282.68.

Comment: Several commenters
recommended that CMS publish the
final changes to the tier comorbidities in
the IRF-PAI training manual and in
Appendix C.

Response: We agree with the
commenters’ recommendation and will

update both the IRF-PAI training
manual and Appendix C with the most
current list of tier comorbidities for FY
2007.

In reviewing the refinements that we
made to the tier comorbidities for FY
2006, we realized that we did not have
an explicit mechanism for updating the
IRF GROUPER to account for annual
changes to the ICD-9-CM national
coding guidelines or to alert providers
to these changes. Thus, we believe that
the best way to accomplish both of these
goals, and to ensure that providers have
access to the most up-to-date IRF
GROUPER information possible is to
make the documents containing the
final list of ICD-9 codes used in the IRF
GROUPER Web-based, rather than
publishing each technical update in
regulation. The ICD-9 code updates
might occur more frequently than CMS
publishes an IRF rule in the Federal
Register, so it would be impractical to
keep Appendix C updated based on
annual ICD-9 national coding guideline
changes if we were to try to publish
Appendix C in the Federal Register
each time Appendix C is updated to
reflect new codes. We believe a Web-
based product will allow providers to
have the most convenient and timely
possible access to the latest available
information. Therefore, both updated
documents will be available on the IRF
PPS Web site(located at http://
www.cms.hhs.gov/
InpatientRehabFacPPS/) before October
1, 2006.

To clarify, as discussed in the FY
2007 IRF PPS proposed rule (71 FR
28106, 28111), we will update these
Web-based documents regularly to
reflect changes in the ICD-9 national
coding guidelines that are technical in
nature. For example, the ICD-9 national
coding guidelines added ICD-9 codes
341.20 through 341.22 for October 2006
to correspond to codes 323.8 and 323.9
that are currently in the IRF Grouper.
Thus, we will add codes 341.20 through
341.22 to the IRF Grouper and to
Appendix C on the IRF PPS Web site as
soon as the changes become effective.
However, any substantive changes to the
comorbid conditions on the list of tier
comorbidities in the IRF GROUPER will
be proposed through notice and
comment procedures. Thus,
hypothetically speaking, if we were to
discover later through our ongoing
analysis of the IRF classification and
payment systems that one (or possibly
more than one) of these ICD-9 codes

does not belong on the list of tier
comorbidities—either because it does
not substantially increase the IRFs’ costs
of caring for patients with that
comorbidity, or because it is not
clinically relevant as discussed in the
August 7, 2001 final rule—then we
would later propose to delete this code
(or codes) through notice and comment
procedures. To reiterate, this is only a
hypothetical example. We have no
intent to delete codes 341.20 through
341.22 at this time.

The finalized list of tier comorbidities
for FY 2007 that we are posting on the
IRF PPS Web site and in the IRF
GROUPER documentation as of October
1, 2006 will generally reflect the August
7, 2001 final rule (66 FR 41316, 41414
through 41427) as modified by the tier
comorbidity changes adopted in this
final rule, as well as changes adopted
due to ICD-9 national coding guideline
updates. This version will constitute the
baseline for any future updates to the
tier comorbidities.

Comment: One commenter expressed
confusion over the listing of ICD-9 code
250.01 in the FY 2006 IRF GROUPER,
while the FY 2006 IRF PPS final rule
indicated that CMS was adding code
250.1, which was not listed in the FY
2006 IRF GROUPER.

Response: On September 30, 2005, we
published a correction notice (70 FR
57166) that implemented some
technical corrections to the FY 2006 IRF
PPS final rule. One of these technical
corrections was to change code 250.1 to
250.01.

Comment: One commenter requested
that CMS add an ICD-9 code that
represents the condition
HYPOALBUMINEMIA to the list of tier
comorbidities to account for the added
costs of patients with this condition.

Response: We would need to conduct
further statistical analysis to determine
whether this condition should be
included in the list of tier comorbidities.
We will take the commenter’s
recommendation into consideration for
the future.

Final Decision: After carefully
considering all of the comments that we
received on the proposed changes to the
existing list of tier comorbidities, we are
finalizing our decision to implement all
of the changes as proposed, including
the additions listed in Table 1, the
deletions listed in Table 2, and the
movement of the codes listed in Table
3 from tier 2 to tier 3.
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TABLE 1.—ICD-9 CobEs THAT WE WILL ADD TO THE IRF PPS GROUPER

ICD-9-CM ICD-9-CM Label Tier RIC
Exclusion

466.11 ...... ACU BRONGCHOLITIS DT RSV ereeeeeeeeeeeeee e eeeseeeeeseseseeeseeseseseseseeeseseseesesseeesesesesseseesseseseseseesseesesesesneens 3]15

466.19 ...... ACU BRNCHLTS D/T OTH ORG ..evereeeereran, 3/15

28268 ... OTH SICKLE-CELL DISEASE W/O CRISIS 3 | None.

567.29 ..... OTH SUPPURATIVE PERITONITIS ...ovoveree.... 3 | None.

TABLE 2.—ICD-9 CODES THAT WE WILL DELETE FROM THE IRF PPS GROUPER

ICD-9-CM ICD—9-CM Label Tier

45340 ... VEN EMBOL THRMBS UNSPEC DP VSLS LWR EXTREM ..... 3

453.41 ... VEN EMBOL THRMBS DP VSLS PROX LWR EXTREM ....... 3

45342 ... VEN EMBOL THRMBS DP VSLS DIST LWR EXTREM ..... 3

799.01 ... ASPHYXIA oo eeneene 3

799.02 ... =10 =11 NP 3

TABLE 3.—ICD—-9 CoDES THAT WE WILL MoVE FRoM TIER 2 TO TIER 3 IN THE IRF PPS GROUPER

ICD-9-CM ICD-9-CM Label Tier RIC
Exclusion

1124 ... CANDIDIASIS OF LUNG ..o eeeeeeee e s e s eeeeeeeeeseee e e eeeseesesee e sseeesees e seeeeseee s eseseseseseee e seeseseeees 315

112.5 ... DISSEMINATED CANDIDIASIS ..... 3 | None.

112.81 ...... CANDIDAL ENDOCARDITIS ...... 3|14

112.83 ...... CANDIDAL MENINGITIS ........ 303,05

112.84 ...... CANDIDAL ESOPHAGITIS .. 3 | None.

7854 ... GANGRENE ..o, 3110, 11

995.90 ... SIRS NOS ooveeveeereverererens 3 | None.

995.91 ...... SIRS INF W/O ORG DYS ... 3 | None.

995.92 ..... SIRS INF W ORG DYS ............... 3 | None.

995.93 ...... SIRS NON-INF W/O ORG DYS . 3 | None.

995.94 ...... SIRS NON—INF W ORG DYS .oeeoeeeeee oo se e eeee e e eseeeeeeeeeesees e ee e sseeesees e eeeesseee e eseeesese s esesseeeeseeees 3 | None.

B. Changes to the Case-Mix Group
(CMG) Relative Weights

As specified in § 412.620(b)(1), we
calculate a relative weight for each CMG
that is proportional to the resources
needed by an average inpatient
rehabilitation case in that CMG. (For
example, cases in a CMG with a relative
weight of 2, on average, will cost twice
as much as cases in a CMG with a
relative weight of 1.) Relative weights
account for the variance in cost per
discharge and resource utilization
among the payment groups, and their
use helps to ensure that IRF PPS
payments support beneficiary access to
care as well as provider efficiency. In
the FY 2007 IRF PPS proposed rule (71
FR 28106), we proposed to update the
relative weights for FY 2007 based on a
revised analysis of the data used to
construct the relative weights for FY
2006, which had revealed certain minor
discrepancies.

We received numerous comments on
the proposed changes to the CMG
relative weights, which are summarized
below.

Comment: Numerous commenters
expressed concern that the proposed
CMG relative weights for FY 2007 were

based on the same FY 2003 data used to
compute the FY 2006 CMG relative
weights. These commenters asked that
CMS recalculate the CMG relative
weights for FY 2007 using the latest
available data.

Response: We asked RAND to
recalculate the CMG relative weights for
FY 2007 to correct some minor
discrepancies found in the tier
comorbidities used in the analysis of the
FY 2006 relative weights. After we
published the FY 2006 IRF PPS final
rule (70 FR 47880), we conducted a
post-implementation review to ensure
that the FY 2006 revisions were
implemented correctly. Because the
revisions for FY 2007 are merely
designed to resolve some of the minor
discrepancies identified in this post-
implementation review and not to
implement additional refinements, we
believe it is appropriate to continue to
use the same data that we used for the
FY 2006 IRF PPS final rule. We agree
that, in the future, any rebasing or
recalibration of the system should be
done using the most current available
data.

Comment: Several commenters
requested copies of the updated RAND

analysis that produced the revised CMG
relative weights for FY 2007.

Response: The updated analysis that
RAND performed in recalculating the
CMG relative weights for this final rule
was identical to its analysis for the FY
2002 and FY 2006 IRF PPS final rules,
with the exception of correcting some of
the minor discrepancies in the data used
in the FY 2006 analysis. For a detailed
description of the methodology that
RAND used to calculate the CMG
relative weights for the FY 2002, FY
2006, and current final rules, please
refer to pages 41351 through 41353 of
the August 7, 2001 final rule (66 FR
41316). The data that RAND used for the
FY 2006 and FY 2007 CMG relative
weight calculations are the FY 2003 IRF
MEDPAR data merged with the FY 2003
IRF—PAI and cost report data. The
analysis that RAND conducted for us for
FY 2007 produced the updated CMG
relative weight and average length of
stay figures displayed in Table 4 of this
final rule.

Comment: We received some
comments expressing concerns about
the accuracy of the average length of
stay values. One commenter suggested
that the average length of stay values for
the different tiers should be
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proportional to payment and that, for
example, the average length of stay
values for tier 1 (the highest paying tier)
should always be higher than the
average lengths of stay for tiers 2 and 3
and the “no comorbidity” tier. Another
commenter asked that we re-examine
the average length of stay value for the
traumatic spinal cord injury patients in
tier 1 to ensure that it is consistent with
medical practice, stating that these
patients require relatively long
rehabilitation periods.

Response: We have reviewed the
average length of stay values, in general
and for the traumatic spinal cord injury
CMGs in particular, and we believe they
are correct. The average length of stay
values shown in Table 4 are entirely
driven by the data. Whereas we impose
a constraint on the CMG relative
weights under which the relative weight
for a higher-paying tier can never be
lower than the relative weight for a
lower-paying tier, we do not constrain
the average length of stay values. They
represent the average number of days
that patients in a given CMG and tier
were in an IRF.

As we indicated in the FY 2006 IRF
PPS final rule (70 FR 47901), the
relative weights for each of the CMGs

and tiers represent the relative
costliness of patients in those CMGs and
tiers compared with patients in other
CMGs and tiers. The average length of
stay for each CMG and tier, however,
represents the average number of days
that patients in that CMG and tier were
treated in IRFs, based on the FY 2003
data. We determine IRF PPS payments
on a per-discharge basis, meaning that
providers receive a pre-determined
payment amount according to an
individual patient’s CMG and tier
classification, regardless of the number
of days that patient is treated in the IRF.
The only exceptions to this general
policy are for very short-stay cases and
for certain transfer cases. Because
payments are made on a per-discharge
basis, there is not necessarily a
correlation between the number of days
a patient is treated in an IRF and the
payment amount for that patient. If, for
example, the relative weight for a
particular CMG in tier 1 is higher than
the relative weight for that same CMG
in the “no comorbidity” tier, this means
that cases in that CMG in tier 1 are
expected to be more costly for the IRF
to treat than cases in that CMG in the
‘“no comorbidity” tier. However, the

average length of stay of patients in that
CMG in tier 1 might sometimes actually
be lower than the average length of stay
of patients in that CMG in the ‘“no
comorbidity” tier; for example, the “tier
1” patients could require significantly
more intensive treatment for a shorter
period of time, while the “no
comorbidity” patients could require less
intensive treatment over a longer period
of time. Thus, the relative weights may
not bear a proportional relationship to
the average length of stay values.

We do not require IRFs to treat the
average length of stay values as goals or
targets for particular cases. IRFs are
generally free to treat particular patients
for as few or as many days as is
medically appropriate. We encourage
IRFs to admit patients for the length of
time that results in the best quality of
care for the patient.

Final Decision: After carefully
reviewing all of the comments that we
received on the proposed changes to the
CMG relative weights, we are finalizing
our decision to update the CMG relative
weights and the average length of stay
values for FY 2007, as shown in Table
4.

BILLING CODE 4120-01-P
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Table 4:

Lengths of Stay for Case-Mix Groups

FY 2007 IRF PPS Relative Weights and Average

cMG

CMG
Description
(M=motor,
C=cognitive,
A=age)

Relative Weights

Average Length of Stay

Tierl

Tier2 Tier3

None

Tierl | Tier2 | Tier3 | None

0101

Stroke
M>51.05

0.7707

0.7303 1 0.6572

0.6347

0102

Stroke
M>44.45 and
M<51.05 and

C>18.5

0.9493

0.8995 ] 0.8095

0.7818

11 15 11 10

0103

Stroke
M>44 .45 and
M<51.05 and

C<18.5

1.1192

1.0605 ] 0.9544

0.9218

14 13 12 12

0104

Stroke
M>38.85 and
M<44.45

1.1885

1.1260)1.0134

0.9787

13 14 13 13

0105

Stroke
M>34.25 and
M<38.85

1.4261

1.3512]11.2161

1.1745

16 17 16 15

0106

Stroke
M>30.05 and
M<34.25

1.6594

1.572211.4150

1.3666

18 20 18 18

0107

Stroke
M>26.15 and
M<30.05

1.9150

1.8145]11.6330

1.5771

21 23 21 20

0108

Stroke
M<26.15 and
A>84.5

2.2160

2.0997|1.8897

1.8250

28 29 25 24

0109

Stroke
M>22.35 and
M<26.15 and

A<84.5

2.1998

2.0843 1 1.8758

1.8116

23 26 24 23

0110

Stroke
M<22.35 and
A<84.5

2.6287

2.4907 1 2.2416

2.1649

30 33 28 27

0201

Traumatic
brain~injury
M>53.35 and

C>23.5

0.8143

0.6806 | 0.6080

0.5647

10 9 9 8
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CMG
Description
(M=motor,
C=cognitive,
A=age)

Relative Weights

Average Length of Stay

Tierl

Tier2 Tier3

None

Tierl | Tier2 | Tier3 | None

0202

Traumatic
brain injury
M>44.25 and
M<53.35 and

C>23.5

1.0460

0.8743 1 0.7810

0.7254

12 10 11 9

0203

Traumatic
brain injury
M>44.25 and

C<23.5

1.2503

1.0450 ] 0.9335

0.8671

15 15 12 12

0204

Traumatic
brain injury
M>40.65 and

M<44.25

1.3390

1.1192 ] 0.9998

0.9287

15 16 13 13

0205

Traumatic
brain injury
M>28.75 and

M<40.65

1.6412

1.371811.2254

1.1382

17 18 16 15

0206

Traumatic
brain injury
M>22.05 and

M<28.75

2.1445

1.7924 11.6011

1.4873

23 22 21 20

0207

Traumatic
brain injury
M<22.05

2.7664

2.3122 1 2.0655

1.9185

35 29 26 25

0301

Non-traumatic
brain injury
M>41.05

1.1394

0.9533 1 0.8552

0.7772

12 12 11 10

0302

Non-traumatic

brain injury

M>35.05 and
M<41.05

1.4875

1.2446 11.1164

1.0147

14 16 14 13

0303

Non-traumatic

brain injury

M>26.15 and
M<35.05

1.7701

1.4810)1.3285

1.2074

20 19 17 16

0304

Non-traumatic
brain injury
M<26.15

2.4395

2.0410]1.8309

1.6640

32 25 23 21

0401

Traumatic
spinal cord
injury M>48.45

0.9587

0.8456 |1 0.7722

0.6858

12 12 11 10

0402

Traumatic
spinal cord
injury M>30.35
and M<48.45

1.3256

1.169111.0676

0.9482

18 16 14 13

0403

Traumatic
spinal cord
injury M>16.05
and M<30.35

2.3069

2.0347 ] 1.8580

1.6502

22 24 24 22

0404

Traumatic
spinal cord
injury M<16.05
and A>63.5

4.1542

3.6639 ] 3.3458

2.9717 |

51 46 41 37

0405

Traumatic
spinal cord
injury M<16.05
and A<63.5

3.1371

2.7668 | 2.5266

2.2441

33 37 33 28
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CMG
Description
(M=motor,
C=cognitive,
A=age)

Relative Weights

Average Length of

Stay

Tierl

Tier2 Tier3

None

Tierl | Tier2 | Tier3

None

0501

Non-traumatic
spinal cord
injury M>51.35

0.7648

0.6455 ] 0.5687

0.5071

0502

Non-traumatic
spinal cord
injury M>40.15
and M<51.35

1.0262

0.8661 | 0.7630

0.6804

13 12 11

0503

Non-traumatic
spinal cord
injury M>31.25
and M<40.15

1.3596

1.1476 11.0109

0.9014

15 15 13

12

0504

Non-traumatic
spinal cord
injury M>29.25
and M<31.25

1.6984

1.4335]1.2628

1.1260

21 19 16

15

0505

Non-traumatic
spinal cord
injury M>23.75
and M<29.25

2.0171

1.7025 ] 1.4997

1.3373

23 22 19

18

0506

Non-traumatic
spinal cord
injury M<23.75

2.7402

2.3128 12.0374

1.8167

29 28 26

23

0601

Neurological
M>47.75

0.8991

0.7330] 0.7019

0.6522

11 10 9

0602

Neurological
M>37.35 and
M<47.75

1.1968

0.9757 ] 0.9342

0.8682

13 13 13

12

0603

Neurological
M>25.85 and
M<37.35

1.5326

1.2495]11.1965

1.1118

17 17 15

15

0604

Neurological
M<25.85

1.9592

1.5973 1 1.5295

1.4213

22 20 21

19

0701

Fracture of
lower
extremity
M>42.15

0.9028

0.7717 1 0.7338

0.6617

12 11 10

0702

Fracture of
lower
extremity
M>34.15 and
M<42.15

1.1736

1.0033]10.9539

0.8602

13 14 13

12

0703

Fracture of
lower
extremity
M>28.15 and
M<34.15

1.4629

1.2506]1.1890

1.0722

16 17 16

14

0704

Fracture of
lower
extremity
M<28.15

1.7969

1.5361]1.4605

1.3170

20 20 19

18

0801

Replacement of
lower
extremity
joint M>49.55

0.6537

0.5504 ] 0.5131

0.4607
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CMG
Description
(M=motor,
C=cognitive,
A=age)

Relative Weights

Average Length of

Stay

Tierl

Tier2 Tier3

None

Tierl | Tier2 | Tier3

None

0802

Replacement of
lower
extremity
joint M>37.05
and M<49.55

0.8542

0.7193 1 0.6704

0.6020

10 10 9

0803

Replacement of
lower
extremity
joint
M>28.65 and
M<37.05 and
A>83.5

1.2707

1.0700 ] 0.9974

0.8956

15 15 13

12

0804

Replacement of
lower
extremity
joint M>28.65
and M<37.05
and A<83.5

1.1040

0.9296 | 0.8665

0.7781

13 12 12

10

0805

Replacement of
lower
extremity
joint
M>22.05 and
M<28.65

1.3927

1.1727 1 1.0931

0.9816

17 16 14

13

0806

Replacement of
lower
extremity
joint M<22.05

1.6723

1.4082 ] 1.3126

1.1787

18 19 17

15

0901

Other
orthopedic
M>44.75

0.8425

0.7641 | 0.6868

0.6120

10 11 10

0902

Other
orthopedic
M>34.35 and

M<44.75

1.1088

1.0057 ] 0.9039

0.8056

13 13 1. 12

11

0903

Other
orthopedic
M>24.15 and

M<34.35

1.4638

1.327711.1934

1.0635

18 19 16

15

0904

Other
orthopedic
M<24.15

1.8341

1.6636 | 1.4952

1.3325

25 23 21

19

1001

Amputation,
lower
extremity
M>47.65

0.9625

0.8879 1 0.7957

0.7361

11 11 11

10

1002

Amputation,
lower
extremity
M>36.25 and
M<47.65

1.2709

1.172411.0507

0.9719

14 15 14

13

1003

Amputation,
lower
extremity
M<36.25

1.7876

1.6491 11.4779

1.3671

19 22 19

18
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CMG
Description
(M=motor,
C=cognitive,
A=age)

Relative Weights

Average Length of

Stay

Tierl

Tier2 Tiex3

None

Tierl | Tier2 | Tier3

None

1101

Amputation,
non-lower
extremity

M>36.35

1.2554

1.0482 ] 0.9225

0.8496

14 15 12

11

1102

Amputation,
non-lower
extremity

M<36.35

1.8824

1.571711.3832

1.2739

19 19 18

17

1201

Osteoarthritis
M>37.65

1.0177

0.8785 ] 0.8182

0.7405

11 12 11

10

1202

Osteoarthritis
M>30.75 and
M<37.65

1.3168

1.1367 ] 1.0586

0.9581

15 16 14

13

1203

Osteoarthritis
M<30.75

1.6241

1.4020 ] 1.3057

1.1817

21 19 17

16

1301

Rheumatoid,
other
arthritis
M>36.35

1.0354

0.9636 ]| 0.8511

0.7429

12 13 11

10

1302

Rheumatoid,
other
arthritis
M>26.15 and
M<36.35

1.4321

1.332711.1772

1.0275

15 18 15

14

1303

Rheumatoid,
other
arthritis
M<26.15

1.8250

1.6984 ] 1.5002

1.3094

22 21 20

18

1401

Cardiac
M>48.85

0.8160

0.7351 ]| 0.6534

0.5861

10 9 9

1402

Cardiac
M>38.55 and
M<48.85

1.1038

0.9944 1 0.8839

0.7928

12 13 12

11

1403

Cardiac
M>31.15 and
M<38.55

1.3705

1.234711.0975

0.9844

16 16 14

13

1404

Cardiac
M<31.15

1.7370

1.564911.3910

1.2477

16

1501

Pulmonary
M>49.25

0.9986

0.887010.7793

0.7399

21 20 18

11 13 10

10

1502

Pulmonary
M>39.05 and
M<49.25

1.2661

1.1246 ] 0.9880

0.9381

13 15 12

12

1503

Pulmonary
M>29.15 and
M<39.05

1.5457

1.3730]1.2062

1.1453

16 16 15

15

1504

Pulmonary
M<29.15

2.0216

1.7957 1 1.5775

1.4979

26 21 20

18

1601

Pain syndrome
M>37.15

1.0070

0.8550 ] 0.7774

0.6957

12 11 10

10

1602

Pain syndrome
M>26.75 and
M<37.15

1.3826

1.173911.0673

0.9552

15 17 14

13
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CMG CMG Relative Weights Average Length of Stay
Description
(M=motor,
C=cognitive,
A=age)

Tierl Tier2 Tier3 None Tierl | Tier2 | Tier3 | None

1603 | Pain syndrome

M<26.75 1.7025(1.4455]11.3143]11.1762 19 19 18 16

1701 | Major multiple
trauma without
brain or
spinal cord
injury M>39.25 ] 0.9818 | 0.9641 [ 0.8479 ] 0.7368 12 12 11 10

1702 | Major multiple
trauma without
brain or
spinal cord
injury M>31.05
and M<39.25 1.2921{1.2688 ] 1.1158 ] 0.9696 14 16 15 13

1703 | Major multiple
trauma without
brain or
spinal cord
injury M>25.55
and M<31.05 1.5356(1.5080 | 1.3262 ] 1.1524 17 20 18 16

1704 | Major multiple
trauma without
brain or
spinal cord
injury M<25.55 | 1.9246 [1.8899 | 1.6620 | 1.4443 26 26 22 19

1801 | Major multiple
trauma with
brain or
spinal cord
injury

M>40.85 1.1920{ 0.9866 | 0.8243 | 0.7342 15 13 13 10

1802 | Major multiple
trauma with
brain or
spinal cord
injury
M>23.05 and

M<40.85 1.9058 {1.5774]11.3179[1.1738 19 21 18 16

1803 | Major multiple
trauma with
brain or
spinal cord
injury
M<23.05 3.4302(2.8391|2.372112.1127 43 33 30 27

1901 | Guillian Barre

M>35.95 1.2399[11.0986 | 1.0965 ] 0.9350 14 13 14 12

1902 | Guillian Barre
M>18.05 and
M<35.95 2.3194 1 2.0552 1 2.0512 | 1.7491 27 25 25 23

1903 | Guillian Barre

M<18.05 3.3464 | 2.9651 | 2.9593 | 2.5235 37 39 31| 33

2001 | Miscellaneous

M>49.15 0.873410.7381 10.6735]0.6084 10 10 9 8

2002 | Miscellaneous
M>38.75 and
M<49.15 1.1447 ] 0.9674 | 0.8827 | 0.7975 12 13 12 11
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CMG
Description
(M=motor,
C=cognitive,
A=age)

Relative Weights

Average Length of Stay

Tierl

Tier2 Tier3 None

Tierl | Tier2 | Tier3 | None

2003 | Miscellaneous
M>27.85 and

M<38.75

1.4777

1.2488 11.1395]1.0294

16 16 15 14

2004 | Miscellaneous

M<27.85

1.9716

1.6662 ] 1.5204 | 1.3735

25 22 20 18

2101 Burns

M>0

2.1842

2.1842 11.6606 | 1.4587

27 24 20 17

5001 Short-stay
cases, length
of stay is 3

days or fewer

0.2201

5101 Expired,
orthopedic,
length of stay
is 13 days or

fewer

0.6351

5102 Expired,
orthopedic,
length of stay
is 14 days or

more

1.5985

22

5103 Expired, not
orthopedic,
length of stay
is 15 days or

fewer

0.7203

5104 Expired, not
orthopedic,
length of stay
is 16 days or

more

1.8784

24

BILLING CODE 4120-01-C

V. FY 2007 IRF Federal Prospective
Payment Rates

A. Reduction of the Standard Payment
Amount to Account for Coding Changes

According to research conducted by
the RAND Corporation under contract
with CMS, changes in provider coding
practices increased Medicare payments
to IRFs between 1999 and 2002 by at
least 1.9 percent and as much as 5.8
percent. (We note that RAND revised its
report in late 2005 to reflect an upper
bound (high-end estimate) of 5.9
percent, instead of the 5.8 percent that
we reported in the FY 2006 IRF PPS
proposed and final rules. However,
because our FY 2006 proposed rule
refers to a 5.8 percent upper bound, we
will continue to use the 5.8 percent
figure for this final rule.) In the FY 2007
proposed rule (71 FR 28106), we
proposed to apply a 2.9 percent
reduction to the standard payment
amount for FY 2007 to adjust for
changes in coding that, according to

RAND’s research, did not reflect real
changes in IRF case mix. This proposed
reduction would be in addition to the
1.9 percent adjustment implemented for
FY 2006 and would result in a total
adjustment of 4.8 percent (1.9 + 2.9 =
4.8), which still falls well within the
range that RAND estimated.

However, we stated in the proposed
rule that we were continuing to analyze
the data and, therefore, the specific
amount of the final payment adjustment
was subject to change for this final rule
based on the results of the ongoing
analysis. As noted below, we also
received a significant number of
comments that uniformly recommended
no reduction for FY 2007. Accordingly,
we have revised the amount of the
proposed reduction for this final rule, as
discussed below, and will implement a
reduction of 2.6 percent.

Public comments and our responses
on the proposed reduction of the
standard payment amount to account for
coding changes are summarized below.

Comment: The majority of
commenters expressed significant
concerns about the proposed 2.9 percent
reduction to the standard payment
amount for FY 2007, and all who
commented on this proposal indicated
that CMS should not implement any
reduction to the standard payment
amount for FY 2007. Although they
expressed a number of specific concerns
(which we address separately below),
the commenters generally indicated that
IRF's are currently experiencing a
significant amount of volatility and, for
this reason, CMS should not implement
an additional reduction to the standard
payment amount for FY 2007. Further,
many commenters asserted that RAND
expressed more confidence in the
findings at the low end of its estimated
range (1.9 percent), and that CMS had
already used RAND'’s analysis to justify
the 1.9 percent coding adjustment for
FY 2006. Several commenters also
questioned CMS’ conclusion that real
case mix in IRFs had not increased
substantially.
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Response: In light of recent changes to
the IRF PPS that affect utilization
trends, including the phase-in of the IRF
75 percent rule compliance percentage,
we have chosen to take an incremental
approach to adjusting for changes in
coding that do not reflect real changes
in case mix. In the FY 2006 final rule
(70 FR 47880), we implemented a 1.9
percent reduction to the standard
payment amount, and noted that it was
the “lowest possible amount of change
attributable to coding changes,” as
determined by RAND’s analysis. In that
final rule, we decided to implement the
lowest possible amount to account for
the possibility that some of the observed
changes may have been attributable to
factors other than coding changes or
could be temporary changes associated
with the transition to a new payment
system. However, we indicated that we
would continue to review the need for
any further reduction in the standard
payment amount in subsequent years as
part of our overall monitoring and
evaluation of the IRF PPS.

Based on our continued review, we
believe a further reduction is warranted.
Since publication of the FY 2006 final
rule, we have continued our fiscal
oversight of the IRF PPS and have
conducted detailed analyses of IRF
payment and utilization practices. We
re-examined RAND’s analysis of the
1999 and 2002 data (contained in
RAND'’s report entitled “Preliminary
Analyses of Changes in Coding and Case
Mix Under the Inpatient Rehabilitation
Facility Prospective Payment System”’).
We believe it is appropriate to base our
decision to implement a further
reduction on RAND’s analysis because
the additional adjustment is intended to
reflect more fully the impact of coding
changes (that do not reflect real changes
in case mix) from the same period for
which we implemented the 1.9 percent
reduction in FY 2006 (that is, 2002).

We disagree with the commenters
who believe that the lower end of
RAND’s estimate is more valid than the
higher end. We further believe that our
decision for FY 2006 to make an
adjustment of 1.9 percent is indicative
only of our intent to adjust
incrementally for coding changes, and is
not an indication that the higher end of
the estimate is less valid than the lower.
Indeed, in contrast to some of the
commenters, we find it compelling that
RAND found that coding changes
accounted for at least 1.9 percent of the
increases in payment in 2002. In our
view, this means that the actual amount
was likely somewhat higher than 1.9
percent. As we discussed in the FY 2006
final rule, a separate analysis by RAND
found that if all IRFs had been paid

based on 100 percent of the IRF PPS
payment rates throughout all of 2002,
PPS payments during 2002 would have
been 17 percent higher than IRFs’ costs.
We stated that we believed this
suggested that we could have proposed
a reduction greater than 1.9 percent. We
continue to believe this is the case.
Further, if RAND’s analysis did not
support a conclusion that coding change
likely accounted for more than 1.9
percent of the increase in payments,
RAND would not have provided a range
of estimates. However, RAND reported
that IRF payments were at least 1.9
percent and as much as 5.8 percent
higher than expected as a result of
changes in coding that did not reflect
real changes in case mix.

As the commenters noted, several
portions of RAND’s report discuss the
difficulty of estimating with precision
the amount of change in case mix that
is real and the amount that is a result
of changes in coding that do not reflect
real changes in case mix. However, we
believe this discussion was merely an
acknowledgement of the complexity of
the analysis, and did not represent a
lack of confidence in the upper end of
RAND'’s estimated range (1.9 to 5.8
percent).

Further, the technical expert panel
(consisting of representatives from
industry groups, other government
entities, academia, and other
researchers) that RAND assembled to
advise it on its methodology and review
its findings expressed general agreement
with RAND’s analytical approaches. We
have also carefully reviewed RAND’s
report, and we continue to believe that
the analyses that support both the
upper- and lower-bounds of RAND’s
range of estimates are analytically
sound. In particular, we believe the
approach that RAND used in examining
IRF patients’ acute care hospital records
before admission to the IRF provides a
good indication of IRF patients’ acuity
because the vast majority of IRF patients
are referred to the IRF from the acute
care hospital setting. As detailed in
RAND'’s report, most of the changes in
case mix that RAND documented from
the acute care hospital records indicated
that IRF patients should have been less
costly to treat in 2002 than in 1999. This
analysis produced RAND’s upper-bound
estimate that as much as 5.8 percent of
the changes in aggregate payments were
a result of changes in coding that did
not reflect real changes in case mix. For
the reasons discussed in its report,
RAND acknowledged that the 5.8
percent estimate was an upper-bound
estimate and that, therefore, the actual
change in aggregate payments as a result
of coding change was likely lower than

this. However, we believe it is an
incorrect interpretation of RAND’s
results to suggest that RAND only
expressed confidence in its 1.9 percent
estimate. If RAND had believed that 1.9
percent was the final result of its
analysis, RAND would have
recommended that CMS implement a
coding adjustment of exactly 1.9
percent, not at least 1.9 percent, and
would not have given a range of up to
5.8 percent. We interpret the 1.9 percent
figure to be a floor for our adjustment
for coding changes that do not reflect
real changes in case mix, rather than an
upper limit for such an adjustment.

As noted previously, we initially
chose to adopt a conservative approach
by implementing only a 1.9 percent
adjustment for FY 2006, even though we
believe that RAND’s analysis suggested
that the actual effects of coding changes
that do not reflect a real change in case
mix were likely larger than 1.9 percent.
We chose this more conservative
approach for FY 2006 because we
believed that an incremental approach
to implementing the payment reduction
was appropriate in view of all of the
other recent Medicare policy changes,
such as the phase in of the 75 percent
rule compliance percentage. We
continue to favor an incremental
approach, for this same reason.
However, as described in the FY 2007
proposed rule and for the reasons
described below, we are convinced that
an additional coding adjustment is
needed to adjust the impact of coding
changes not related to real changes in
case mix. As part of our ongoing
assessment, we examined a recent
MedPAC analysis of trends in IRF costs
that we believe indicates that case mix
changes had a lower impact on payment
than we initially thought, and therefore
that coding changes had a larger impact
on payments than we initially thought.
In its March 2006 report, MedPAC
reported that IRFs’ cost increases in
2003 and 2004 (2.4 percent and 3.6
percent respectively) lagged far behind
payment increases. During 2002 and
2003, MedPAC reported that IRF PPS
payments were increasing at a rate of
“more than 10 percent per year.” From
this, MedPAC concluded that
“payments have far outpaced cost
growth” during the first years of the IRF
PPS. We believe that the relatively low
cost increases that MedPAC found
suggest that case mix was not increasing
as rapidly as IRF PPS payments, because
if case mix had been increasing
substantially, this would have led to
rapidly rising costs.

As we discussed in the proposed rule,
we also analyzed changes in the
distribution of patients across the four
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IRF payment tiers from calendar year
2002 through calendar year 2005. The
purpose of this analysis was to evaluate
whether an additional adjustment was
needed to eliminate the effects of coding
changes that do not represent real
changes in case mix from payments in
the initial implementation year of the
IRF PPS, and we analyzed the calendar
year 2002 through calendar year 2005
data because it was the most complete
post-PPS data available. For
determining IRF PPS payments, we
classify patients into one of four tiers
within a CMG, based on the presence of
any relevant comorbidities. One of the
tiers contains patients with no relevant
comorbidities. The other three tiers
contain patients with increasingly costly
comorbidities. For this reason, an IRF
will receive higher payments for
patients in one of the three more-costly
tiers than for patients in the “no
comorbidity” tier.

As indicated in Table 6 of the
proposed rule, we found that the
proportion of IRF patients in the lowest-
paying tier (the tier for patients with
“no comorbidities”) decreased by 6
percentage points between calendar
years 2002 and 2005. Conversely, the
proportion of patients in each of the
three higher-paying tiers increased each
year. As we indicated previously, we do
not believe real case mix was increasing
substantially, because MedPAC’s
findings indicate that costs were not
rising as rapidly as we would have
expected if case mix had been
increasing significantly during this
period. Thus, we believe this potential
disparity lends further support to the
conclusion that a substantial portion of
the unexpected increase in IRF
payments when we first implemented
the IRF PPS was a result of changes in
provider coding practices that do not
reflect real changes in case mix. We
believe the MedPAC and CMS analyses,
taken together, combined with our
interpretation of the RAND report
suggesting that the amount of coding
change likely represented more than 1.9
percent of the aggregate payment
increases, suggest that our FY 2006
decision to reduce the standard
payment by only 1.9 percent, the lowest
possible amount, was a very
conservative approach. As we indicated
previously, we intended to take a
conservative approach for FY 2006
because we believed, and continue to
believe, that an incremental approach to
the coding adjustment is best given the
other recent Medicare policy changes
that we have implemented for IRFs. As
part of that incremental approach, we
believe making the additional

adjustment for FY 2007 is warranted
based on the mandate of Section
1886(j)(2)(C)(ii) of the Act.

Comment: Many commenters
expressed specific concerns about the
effects of the recent phase-in of the 75
percent rule compliance percentage,
including concerns that the enforcement
of the 75 percent rule was having a
larger effect on the population of
patients being admitted to IRFs than
CMS’s 75 percent rule impact analysis
would have predicted. These
commenters indicated that it would be
inappropriate to implement any
reduction to the standard payment
amount to account for coding changes,
not only for FY 2007 but also until the
75 percent rule is fully phased in and
CMS has had an opportunity to analyze
the data that reflect the full phase-in of
the compliance percentage.

Response: We do not agree with the
commenters that CMS should delay the
implementation of a reduction to the
standard payment amount to account for
coding changes that do not reflect real
changes in case mix that occurred when
we first began implementing the IRF
PPS, as required by statute and for the
reasons outlined immediately above.
For FY 2006, we implemented a very
conservative adjustment of 1.9 percent
in recognition that IRFs’ current cost
structures may be changing as they
strive to comply with other recent
Medicare policy changes, such as the 75
percent rule. As described in further
detail below, in further recognition of
these changes and in response to
comments, we are lowering our
proposed reduction from 2.9 percent to
2.6 percent. However, the 75 percent
rule and the reduction to the standard
payment amount to account for coding
change involve separate statutory
mandates. The purpose of the 75
percent rule is to adhere to the statutory
requirement to differentiate IRF
facilities from IPPS hospitals and other
types of inpatient hospital facilities. The
purpose of the reduction to the standard
payment amount is to adhere to the
statutory requirement to adjust the
standard payment amount to account for
changes in coding that affect aggregate
payments and do not reflect real
changes in case mix. We believe that the
statute requires us to establish policies
for both purposes.

The impact analysis contained in the
May 7, 2004 IRF classification criteria
final rule used the best available data to
estimate the effects of the revised
regulations. However, although we
strive to be as accurate as possible in
our estimation of the effects of the
policies we implement, an impact
analysis is always a projection of what

we believe will happen in the future
based on historical data, and therefore
uncertain. Because we understand the
commenters’ concerns regarding the
effects of the 75 percent rule on
beneficiaries and on providers, we are
continuing our close monitoring of the
impact of the multi-year phase in of the
75 percent rule compliance percentage
on beneficiaries’ access to IRF services
and on IRFs’ costs of treating various
types of patients. As detailed in CMS’
November 30, 2005 memorandum
entitled “Inpatient Rehabilitation
Facility PPS and the 75 Percent Rule,”
(available on the IRF PPS Web site at
http://www.cms.hhs.gov/
InpatientRehabFacPPS/), our analysis
indicates that the effects of the 75
percent rule have been focused on a few
specific conditions, but have resulted in
improved access to care for certain types
of patients, such as those being treated
for a stroke, for which IRF services can
be particularly beneficial.

As discussed in detail in the IRF
classification criteria final rule (69 FR
25752), published May 7, 2004, we
implemented a phase-in schedule for
the 75 percent compliance threshold to
give providers ample time to adjust their
admission practices to comply with the
full threshold. Further, as discussed in
section VII of this final rule, in
accordance with section 5005 of the
DRA, we are revising the compliance
thresholds that must be met for certain
cost reporting periods, which effectively
allows providers an additional cost
reporting period to meet the 60 percent
compliance threshold and delays the
full phase-in of the 75 percent
compliance threshold. In addition,
patient comorbidities will continue to
be used to determine compliance for an
additional cost reporting period, until
the full 75 percent compliance
threshold becomes effective. Thus, we
believe that both of these measures,
along with our decision to implement a
2.6 percent reduction instead of a 2.9
percent reduction, will ease the
transition for providers by allowing
them more time to adjust their practices
to comply with the regulations.

Comment: Some commenters
expressed concerns about the local
coverage determinations (LCDs) being
used by some of the fiscal
intermediaries in denying some IRF
claims. They said that these policies
were creating instability in the system
that would be intensified by the
imposition of the additional reduction
to the standard payment amount for FY
2007.

Response: Because LCDs were not
discussed in the proposed rule, a
substantive discussion of LCD policies
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is outside the scope of this final rule.
However, to the extent that the
commenters believe CMS should delay
implementation of the reduction to the
standard payment amount for FY 2007
because of the LCD issues, we disagree
with the commenters. We continue to
believe that we have an obligation to
implement a reduction to the standard
payment amount to account for coding
changes that do not reflect real changes
in case mix that occurred when we first
began implementing the IRF PPS, as
required by statute and for the reasons
outlined above. We will continue to
monitor the effects of the LCDs closely
and will take these effects into account
in our ongoing analyses of IRF payment
policies. We note that the FIs have
discretion in formulating and
implementing the most appropriate
LCDs for their areas, as long as they are
not inconsistent with the national
policies defined by CMS, and we fully
support their efforts in this regard.

Comment: Numerous commenters
questioned why CMS was using older
data to support the proposed reduction
to the standard payment amount for FY
2007. They asked CMS to collect and
analyze FY 2005 and FY 2006 data
(which would be representative of the
changes under the 75 percent rule)
before implementing any reductions in
payments.

Response: We agree with the
commenters that it will be important to
continue to analyze the most current
available data over the coming years,
especially when complete data from the
full phase-in of the 75 percent rule
become available, to ensure that IRF
payments continue to reflect as closely
as possible the costs of care in IRFs. If
our analysis of this data shows that
additional refinements need to be made
to the system, we will propose them in
the future. However, we do not believe
that this precludes us from making
current refinements to the system that
adjust payments for the effects of coding
changes (that do not reflect real changes
in case mix) that occurred when the IRF
PPS was first implemented, for the
reasons described in detail above.

Comment: Several commenters
incorrectly cited a 16 percent behavioral
offset that was implemented at the start
of the IRF PPS, which they believed had
already accounted for the expected
changes in IRF payments due to changes
in coding. These commenters suggested
that this behavioral offset eliminated the
need for the FY 2006 and FY 2007
coding adjustments.

Response: As described in the August
7, 2001 final rule (66 FR 41316, 41366
through 41367), we applied a 1.16
percent (not 16 percent) behavioral

offset to IRF PPS payments to account
for the inherent incentives of a
discharge-based prospective payment
system to discharge patients earlier than
under the previous cost-based IRF
payment system. In that final rule, we
expressed our expectation that
reductions in IRF lengths of stay under
the IRF PPS would lead to lower costs
for the facilities and that, in the absence
of a behavioral offset, payments would
be too high because they would
continue to reflect IRFs’ higher costs
with the longer lengths of stay under the
previous payment system. We have, in
fact, observed rapid decreases in lengths
of stay for IRF patients since we
implemented the IRF PPS.

In addition, as explained in detail in
RAND'’s report titled ‘“Preliminary
Analyses of Changes in Coding and Case
Mix Under the Inpatient Rehabilitation
Facility Prospective Payment System”
(available on RAND’s Web site at http://
www.rand.org/publications/TR/TR213/),
RAND accounted for the 1.16 percent
behavioral offset adjustment when
estimating the amount of observed case
mix change that was a result of real case
mix change and the amount that was a
result of coding changes that do not
reflect real changes in case mix. The
range of estimates for the amount of case
mix and coding change that RAND
developed (1.9 percent to 5.8 percent)
contains an adjustment to account for
this behavioral offset.

Comment: Several commenters stated
that one effect of the FY 2006
refinements to the IRF classification
system was to lower IRF payments by
2.2 percent, and recommended that
CMS restore 2.2 percent to the IRF PPS
payments for FY 2007.

Response: As described in detail in
the FY 2006 IRF PPS final rule (70 FR
47880, 47886 through 47904), we
implemented several refinements to the
IRF classification system for FY 2006,
based on analysis conducted by RAND,
to ensure that payments are aligned as
closely as possible with the costs of care
in IRFs. The FY 2006 refinements
included a redefinition of the IRF case
mix groups (CMGs), so that the new
CMGs were based on the most current
and complete post-PPS data available.
We implemented these revisions in a
budget-neutral manner, so that aggregate
payments to providers were not
estimated to increase or decrease as a
result of these refinements. However, in
the impact section of the FY 2006 IRF
PPS final rule, we discussed the
redistribution of payments that we
estimated would occur in FY 2006 as a
result of the implementation of these
refinements. We estimated that some
providers would experience increases in

payments and that some providers
would experience decreases in
payments as a result of these
refinements.

Many of the commenters cited a
report titled “Evaluation of the
Proposed Coding Adjustment to the
Standardized Payment Amount for FY
2007,” prepared by the Lewin Group for
the HealthSouth Corporation in July
2006, as the source of the 2.2 percent
estimate of the decrease in payments
resulting from the FY 2006 IRF
classification refinements. The report
contained two separate analyses of
changes in IRFs’ case mix indexes
(CMIs) between 2002 and 2006 that the
authors of the report believe are due to
the changes to the classification system
that we implemented for FY 2006. The
first analysis did not use the same
methodology for computing the CMI
that RAND and CMS use, and the
authors of the report indicated that they
had less confidence in this analysis for
that reason. The second analysis, from
which Lewin’s 2.2 percent estimate is
derived, used the same methodology
that RAND and CMS use to calculate the
CML, but the analysis used IRF-PAI data
from only 592 facilities (out of a total of
about 1,240 IRFs nationwide). Lewin
obtained data on these 592 facilities
from the database maintained by the
Uniform Data System for Medical
Rehabilitation (UDS,,).

In contrast, our estimates of the effects
of the FY 2006 refinements to the
classification system are based on
analysis of 1,188 IRFs nationwide, for
which we had complete data at the time
that we were conducting the impact
analysis for the FY 2006 IRF PPS final
rule. We believe that our estimates of
the effects of the FY 2006 refinements
are more representative of the effects on
the industry than Lewin’s analysis
because our database includes all IRFs
for which we were able to match claims
and IRF—PAI data. As illustrated in the
first row of column 7 in Table 13 of the
IRF PPS final rule, we estimated that
aggregate payments to all IRFs would
neither increase nor decrease as a result
of the FY 2006 refinements to the IRF
classification system, because we
implemented these changes in a budget
neutral manner, as described in detail in
that final rule. However, in that final
rule, we also indicated that we
estimated that the refinements to the
classification system would result in
some redistribution of payments among
different types of providers, with some
groups estimated to experience payment
increases and some groups estimated to
experience payment decreases. For
example, we estimated that these
refinements could result in an estimated
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2.7 percent decrease in payments to
rural providers in the Pacific region and
an estimated 2.6 percent increase in
payments to rural providers in the
Mountain region. In Table 13 of the FY
2006 IRF PPS final rule, we provide
additional information on the estimated
effects on IRF PPS payments of the
policy changes implemented in that
final rule.

In contrast to our analysis, the report
by the Lewin Group suggested that the
refinements to the classification system
resulted in an across-the-board decrease
to aggregate IRF payments of about 2.2
percent because, they contend, the
refinements caused a decrease in IRFs’
CMIs. To assist CMS in analyzing the
differences between CMS’s impact
analysis and the findings contained in
Lewin’s report, UDS,: gave CMS the
provider numbers for 589 of the
facilities that Lewin used in the analysis
on which Lewin’s 2.2 percent estimate
is based. Out of these 589 facilities, we
were able to match 551 to our IRF
database. Some of the 38 provider
numbers that did not match appeared to
be Medicare provider numbers for
skilled nursing facilities, acute care
hospital facilities, or other types of
providers. We repeated the same
analysis that we had conducted for the
FY 2006 IRF PPS final rule, as detailed
on pages 47944 through 47952 of that
final rule, with the 551 provider
numbers that we could match. From this
analysis, we determined that these 551
IRFs were more likely to experience
expected decreases in payment as a
result of the FY 2006 refinements to the
classification system than the other IRFs
in our database. However, we found that
other IRFs experienced corresponding
increases in payments as a result of the
FY 2006 classification refinements.
Thus, we disagree with the Lewin
report’s finding that the FY 2006
classification refinements reduced IRF
payments across the board by 2.2
percent and believe that the impact
analysis we published in the FY 2006
IRF PPS final rule continues to
represent our best estimate of the effects
of these changes. However, when we
have complete data from FY 2006 to
analyze, we will revisit our analysis and
determine whether additional
refinements to the system are necessary
in the future.

Comment: Several commenters
expressed concerns that the revised
average length of stay values in the FY
2006 IRF PPS final rule may have
affected payments for short-stay transfer
cases and thereby contributed to a
reduction in IRF payments. These
commenters urged CMS to take this into
account when considering whether an

additional reduction to the standard
payment amount is necessary for FY
2007.

Response: The average length of stay
values published in the FY 2006 IRF
PPS final rule (70 FR 47880, 47902
through 47904) and in section IV.B of
this final rule are not used to determine
payments to IRFs other than to
determine payments for short-stay
transfer cases. These values are entirely
driven by the data that providers submit
and have been falling consistently in
recent years as the average number of
days that patients spend in IRFs
continues to decline. The overall
decline in the average length of stay
values likely has resulted in fewer cases
qualifying for the per diem short-stay
transfer payments, meaning that more
cases have likely received the full CMG
payments rather than the per diem
payments.

Because the average length of stay
values that we estimate are entirely
data-driven, then, we believe that any
changes in payments that result from
updated average length of stay values
are appropriately reflecting changes in
the costs of care in IRFs.

Comment: Several commenters
suggested that the FY 2006 refinements
should serve as a new baseline for
evaluating payments in the system, and
that CMS should wait until the data are
available to assess how providers
respond to the FY 2006 changes before
implementing an additional coding
adjustment.

Response: As the commenters
suggested, the FY 2006 refinements
were intended to establish a new
baseline for payments in the system,
and we will be analyzing this new data
for FY 2006 and beyond as part of our
ongoing monitoring of the system to
ensure that payments reflect as closely
as possible the costs of caring for
patients in IRFs. However, because, as
noted above, the statute requires us to
adjust payment rates for IRF services if
we determine that changes in coding
(that do not reflect real changes in case
mix) have resulted in or will result in
changes in aggregate payments under
the IRF classification system, we do not
believe that we should defer
implementing the additional adjustment
for FY 2007.

Comment: Several commenters
expressed concerns that the calendar
year 2002 data that RAND used to
analyze changes in coding and case mix
may have been based on HealthSouth
cost report data that, for reasons
detailed in the FY 2006 IRF PPS final
rule, were not complete.

Response: As we discussed in detail
in the FY 2006 IRF PPS final rule (70

FR 47880, 47884), RAND’s analysis
included 98 IRF providers affiliated
with HealthSouth that omitted home
office cost data from the 2002 and 2003
cost reports filed with CMS. However,
we detailed in the FY 2006 final rule
how RAND and CMS accounted for this
data in the analyses for that final rule.
In that final rule, we also stated that the
omission of the home office cost data
would have no effect on the 1.9 percent
coding adjustment for FY 2006, because
the only data affected by the omission
of the home office costs were the cost
report data and these data were not used
in the analysis that supported the 1.9
percent coding adjustment. The same
RAND analysis is used to support the
additional coding adjustment for FY
2007, so the home office cost omission
similarly has no effect on the FY 2007
coding adjustment.

Comment: Several commenters
questioned CMS’s legal authority to
make the FY 2007 coding adjustment,
claiming that the statute does not
include review of Medicare margins as
a reason for a coding adjustment.

Response: We disagree with the
commenters’ interpretation of our
authority under the statute. We interpret
section 1886(j)(2)(C)(ii) of the Act as
requiring the Secretary to apply a
coding adjustment to the payment rate
when the evidence shows that such an
adjustment is necessary to ensure that
changes in aggregate payments are the
result of real changes in case mix and
do not reflect changes in coding that are
unrelated to real changes in case mix.
As noted previously, we have based our
assessment of the amount that changes
in aggregate payments in the first year
of the implementation of the IRF PPS
were a result of real case mix changes
and the amount that they were a result
of coding changes that do not reflect real
changes in case mix on RAND’s
analysis, not on an analysis of IRF
margins. However, we have used
MedPAC’s analysis of IRF margins to
inform our understanding of growth in
IRF costs over time, which we believe
has direct bearing on our understanding
of trends in IRFs’ real case mix. We
believe that actual increases in IRF case
mix in the early years of the IRF PPS
would have been accompanied by larger
increases in the costs associated with
treating higher acuity patients.

Comment: Some commenters
questioned the CMS analyses of changes
in coding practices, believing that
providers were being penalized for
reacting to changes in the IRF PPS
coding structure.

Response: The coding adjustments for
FY 2006 and FY 2007 are not intended
to penalize providers for reacting to
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changes in the IRF PPS coding structure.
We encourage providers to improve the
accuracy with which they are recording
patient’s clinical information. However,
we are required by statute to adjust
payments if we determine that changes
in payments are a result of changes in
coding that do not reflect real changes
in case mix. Further, we believe it is
appropriate to consider provider
responses to changes in IRF coding as
part of our efforts to evaluate the need
for payment adjustments because a
rapid change in provider coding
practices could reflect changes in IRF
payment policies rather than a change
in patient severity.

Comment: One commenter asked
whether the data presented in Table 6
on page 28124 of the proposed rule was
based on calendar year or fiscal year
data.

Response: We used calendar year
IRF—PAI data in the analysis for Table
6 on page 28124 of the proposed rule.

Comment: One commenter noted that
the ICD-9 code 278.02 (overweight) was
not recommended by the ICD-9-CM
Committee and approved by the
National Center for Health Care
Statistics for use until October 2005,
and therefore it was not surprising that
this code was used fewer than 10 times
before that date.

Response: We do not find the fact that
the code was new as of October 2005 to
have any bearing on our conclusion that
the dramatic increase in its use likely
reflected changes in the IRF payment
structure rather than in patient severity
levels. Indeed, the fact that the code was
new in October 2005 and its level of use
rose immediately upon its introduction,
indicates to us that providers are able to
adapt their coding practices quickly to
reflect coding changes. Thus, the
increase in the code’s use, in our view,
continues to suggest that providers
respond more rapidly to coding changes
than we initially believed.

Final Decision: After carefully
considering all of the comments that we
received on the proposed reduction to
the standard payment amount to
account for coding changes that do not
reflect real changes in case mix, we have
decided to decrease the amount of the
reduction to 2.6 percent, rather than the
2.9 percent that we had proposed. As
we indicated in the proposed rule, we
considered both 2.9 percent and 2.3
percent as possible reductions to the
standard payment amount for FY 2007.
However, in view of the industry’s rapid
adaptation to coding changes, we chose
to propose a 2.9 percent reduction to the
standard payment amount instead of the
2.3 percent reduction we had
considered. The additional analyses the

commenters offered in response to the
proposed rule did not express a
preference for either 2.9 percent or 2.3
percent, but were designed to show that
we should not implement any
additional reduction to the standard
payment amount for FY 2007. In fact,
some commenters presented analyses to
show that CMS should provide a net
increase to the standard payment
amount for FY 2007 to compensate for
the 2.2 percent reduction they contend
occurred because of the FY 2006
refinements to the classification system
(as discussed above). Further,
commenters said that they did not
believe that either the lower 2.3 percent
reduction or the proposed 2.9 percent
reduction were appropriate. Instead,
commenters generally rejected any
reduction to the standard payment
amount. As explained previously, no
reduction to the standard payment
amount was not a reasonable option in
light of RAND’s analysis and the
additional data we evaluated (as
described above). Consequently,
because we continue to believe a 2.3
percent reduction is too low, and in
view of the significant concerns raised
by commenters about the proposed 2.9
percent reduction, we have decided to
implement a 2.6 percent reduction. The
2.6 percent reduction represents the
midpoint between the 2.9 percent we
had proposed and the 2.3 percent
reduction we also had considered
proposing, which would have fallen at
approximately the middle of RAND’s
range of estimates.

In view of the significant concerns
that commenters raised, and in
continuing recognition of the significant
changes in IRFs’ patient populations
that may be occurring as a result of the
current phase in of the 75 percent rule
compliance percentage, we have
decided that the best approach at this
time is to continue to exercise caution
by adopting a slightly more conservative
approach to further reducing the
standard payment amount. In this way,
we provide IRFs more flexibility in
adapting their admission practices and
cost structures to the recent regulatory
changes.

However, as the commenters
suggested, we intend to continue
analyzing changes in coding and case
mix closely using the most current
available data, as part of our ongoing
monitoring of the IRF PPS. If, based on
updated analysis, we determine that
additional adjustments are needed to
ensure that changes in aggregate
payments are the result of real changes
in case mix and not merely the result of
changes in coding that do not reflect
real changes in case mix, we intend to

propose additional payment
refinements.

For FY 2007, therefore, we are
continuing our incremental approach to
adjusting payments for coding changes
that occurred when we first began
implementing the IRF PPS in 2002.
Together with the 1.9 percent reduction
that we implemented for FY 2006, the
2.6 percent reduction for FY 2007 will
result in a total adjustment of 4.5
percent (1.9 + 2.6 = 4.5). Because 4.5
percent is still well within the range of
RAND'’s estimates of the effects of
coding changes that do not reflect real
changes in case mix on IRF PPS
payments that occurred between 1999
and 2002, we continue to believe that
we are still providing flexibility to
account for the possibility that some of
the observed changes may be
attributable to factors other than coding
changes.

We will use the same methodology
that we used in the FY 2006 IRF PPS
final rule (70 FR 47880, 47908) to
reduce the standard payment amount to
adjust for coding changes that affect
payment. To reduce the standard
payment amount by 2.6 percent for FY
2007, we will multiply the standard
payment amount by 0.974 (obtained by
subtracting 0.026 from 1.000).

In section V.D of this final rule, we
further describe how we will adjust the
standard payment amount by the budget
neutrality factors for the wage index, the
second year of the hold harmless policy,
and the revisions to the CMG relative
weights and tier comorbidities to
produce the final FY 2007 standard
payment conversion factor. In Table 6 of
this final rule, we provide a step-by-step
calculation that results in the FY 2007
standard payment conversion factor.

B. FY 2007 IRF Market Basket Increase
Factor and Labor-Related Share

Section 1886(j)(3)(C) of the Act
requires the Secretary to establish an
increase factor that reflects changes over
time in the prices of an appropriate mix
of goods and services included in the
covered IRF services, which is referred
to as a market basket index.
Accordingly, in updating the FY 2007
payment rates set forth in this final rule,
we apply an appropriate increase factor
to the FY 2006 IRF PPS payment rates
that is based on the rehabilitation,
psychiatric, and long-term care hospital
(RPL) market basket. In constructing the
RPL market basket, we used the
methodology set forth in the FY 2006
IRF PPS final rule (70 FR 47880, 47908
through 47915) and described in the FY
2007 proIfaosed rule.

Most of the comments that we
received on the market basket and labor-
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related share support the update to the
market basket increase and labor-related
share based on more recent data as
discussed in the FY 2007 proposed rule.
We did not receive any comments on
the continued use of the Bureau of
Labor Statistics (BLS) Employment Cost
Indexes (ECI) data in light of the BLS
change in system usage to the North
American Industrial Classification
Systems based ECI.

Final Decision: For this final rule, the
FY 2007 IRF market basket increase
factor is 3.3 percent. This is based on
the Global Insight, Inc. (GII) forecast for
the second quarter of 2006 (2006q2)
with historical data through the first
quarter of 2006 (2006q1). The 3.3
percent market basket increase factor is
0.1 percentage point lower than the
increase that we published in the
proposed rule, which was based on GII's
forecast for the first quarter of 2006
(2006q1).

In addition, we used the methodology
described in the FY 2006 IRF PPS final
rule to update the labor-related share for
FY 2007. As shown in Table 5, the final
FY 2007 IRF labor-related share (which
is based on GII's forecast for the second
quarter of 2006) is 75.612 percent in this
final rule. This is approximately 0.1
percentage point lower than the labor-
related share that we published in the
proposed rule, which reflected GII's
forecast for the first quarter of 2006
(2006q1).

Comment: One commenter believes
that Global Insight, Inc.’s (GII’s) market
basket projection for FY 2007
underestimates the inflation pressure
that hospitals face in serving Medicare
beneficiaries. The commenter indicates
that GII’s latest forecast of the RPL
market basket for FY 2006 is 3.8 percent
compared to the final IRF PPS FY 2006
update of 3.6 percent.

Response: The FY 2007 IRF update of
3.3 percent is based on GII’s most recent
forecast, which includes the latest
available historical data through
2006q1. This forecast reflects the
expected inflation pressures that
hospitals will face in FY 2007. The GII
figure will not be final until the release
of GII's 2006q4 forecast, which will
include historical data through 2006q3.
We continue to work closely with GII to
ensure the most accurate projections
possible.

TABLE 5.—FY 2007 IRF LABOR-RE-

LATED SHARE RELATIVE IMPOR-
TANCE
FY 2007 IRF
Labor-related
Cost category relative
importance
Wages and salaries .............. 52.406
Employee benefits 14.084
Professional fees 2.898
All other labor intensive serv-
ICES it 2.142
Subtotal .....cccceeiieieenne 71.530
Labor-related share of capital
COSES i 4.082
Total . 75.612
Source: Global Insight, Inc. 2nd Qtr 2006,
@USMACRO/CONTROL0606 @CISSIM/
TL0506.SIM.

C. Area Wage Adjustment

Section 1886(j)(6) of the Act requires
the Secretary to adjust the proportion
(as estimated by the Secretary from time
to time) of rehabilitation facilities’ costs
attributable to wages and wage-related
costs by a factor (established by the
Secretary) reflecting the relative hospital
wage level in the geographic area of the
rehabilitation facility compared to the
national average wage level for those
facilities. The Secretary is required to
update the wage index on the basis of
information available to the Secretary
on the wages and wage-related costs to
furnish rehabilitation services. Any
adjustments or updates made under
section 1886(j)(6) of the Act for a FY are
made in a budget neutral manner.

In the FY 2007 proposed rule, we
proposed to maintain the methodology
and policies described in the FY 2006
IRF PPS final rule to determine the wage
index, labor market area definitions,
areas with missing hospital data, and
hold harmless policy consistent with
the rationales outlined in that final rule
(70 FR 47880, 47917 through 47933).

In our review of Table 1 in the
Addendum of the proposed rule, we
found that the wage index published for
Hinesville, Georgia (CBSA 25980) is
incorrect. The corrected wage index for
this area can be found in Table 1 of the
Addendum in this final rule.

We received only a few comments on
maintaining the methodology described
in the FY 2006 final rule (70 FR 47880)
for FY 2007. The comments and our
responses are summarized below.

Comment: We received comments
supporting our transition to the full
CBSA-based labor market area
definitions. However, we received
several comments that recommended
extending the blended wage index for

another year to protect certain IRFs that
would otherwise experience wage index
reductions of 8 percent or more.

Response: In the FY 2006 proposed
rule, we had not proposed a transition
to the CBSA-based labor market area
designations. However, after a review of
the comments, we provided a budget
neutral transition to the CBSAs, which
will expire for discharges occurring on
or after October 1, 2006. We agreed with
commenters that it is appropriate to
assist providers in adapting to the
changes from MSA to CBSA in a manner
that provides the most benefit to the
largest number of providers. Therefore,
our FY 2006 final rule adopted a
transition policy that provided
measurable relief to the greatest number
of adversely affected IRFs with the least
impact to the rest of the facilities. In the
FY 2006 final rule, we discuss other
transition policies recommended by the
public in order to transition from the
MSA to CBSA-based designations. A
full discussion of the alternative
transition policies that we considered
and our decision to adopt the 1-year
blended wage index appears in the FY
2006 final rule (70 FR 47880, 47922
through 47923).

We also adopted a hold harmless
policy specifically for rural IRFs whose
labor market designations changed from
rural to urban under the CBSA-based
labor market area designations. This
policy specifically applied to IRFs that
had previously been designated rural
and which, effective October 1, 2005,
would otherwise have become ineligible
for the 19.14 percent rural adjustment.
For FY 2007, the second year of the 3-
year phase out of the budget-neutral
hold harmless policy, the adjustment
will be up to 6.38 percent for IRFs that
meet the criteria described in the FY
2006 final rule (70 FR 47880, 47923
through 47926).

As stated in our FY 2006 final rule,
we did not extend the hold harmless
policy to encompass facilities that
remain in an urban area, because we
believe that the transition wage index
mitigated the impact of the change from
MSAs to CBSAs. We note that periodic
updating of the wage data routinely
produces a certain degree of fluctuation
in wage index values, which would
occur even in the absence of a
conversion to the CBSA-based structure.

In reviewing the data, we found that
updating the wage data by itself
produced similar levels of fluctuation in
wage index values under either the
MSA or CBSA designations. In general,
we found that approximately 1 percent
of IRFs would experience a decrease of
8 percent or more in the wage index
under either the MSA or CBSA
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designations. However, under the CBSA
designations, 57 percent either
remained the same or had an increase in
the wage index. We also examined the
impact of the wage index if we had
remained under the MSA-based
designations. Under this scenario, we
find that only 48 percent of IRFs would
have remained the same or would have
had an increase in the wage index.
Thus, we find that more providers
would expect to have no change or an
increase in the wage index under the
CBSA designations. We also note that
the decrease or increase in the wage
index fluctuates from year to year based
on the updated wage data. Therefore, we
are not revising our current wage index
policy at this time.

Comment: A few commenters
requested that we adopt wage index
policies like those under the acute
inpatient prospective payment systems
(IPPS). The IPPS wage index policies
would allow IRF's to benefit from the
IPPS reclassification and/or rural floor
policies. (A discussion of the IPPS
reclassification and rural floor policies
may be found on our Web site at
http://www.cms.hhs.gov/
AcutelnpatientPPS/01_overview.asp.)

In addition, we were also urged to use
the most recent hospital cost report
wage data available for FY 2007 instead
of the most recent final hospital cost
report wage data available. Several
commenters recommended that we
engage in wage index discussions with
the industry, but recognized that
legislative action may be necessary to
accomplish some or all of the changes
that they recommended.

Response: For FY 2007, we did not
propose changes in the IRF PPS
methodology relating to the wage index,
either to use more recent hospital wage
data or to adopt the reclassification or
rural floor provisions used in IPPS.
Therefore, we are not revising the IRF
methodology described in the FY 2006
IRF PPS final rule. The rationale for our
current wage index policies may be
found in the FY 2006 final rule (70 FR
47880, 47927 through 47928). However,
we agree that we should engage in
further discussions with the industry to
evaluate possible wage index
alternatives.

Final Decision: The FY 2007 wage
index will be based solely on the CBSA-
based labor market area definitions and

the corresponding wage index (rather
than on a blended wage index). We will
use the most recent final pre-reclassified
and pre-floor hospital wage data
available (FY 2002 hospital wage data)
based on the CBSA labor market area
definitions consistent with the rationale
outlined in the FY 2006 IRF PPS final
rule.

D. Description of the Standard Payment
Conversion Factor and the Payment
Rates for FY 2007

In the FY 2006 final rule (70 FR
47880, 47937 through 47398), we
revised the IRF regulations text by
adding § 412.624(d)(4) to indicate that
we apply a factor when revisions are
made to the tier comorbidities and the
IRF classification system, the rural
adjustment, the LIP adjustment, the
teaching status adjustment, the hold
harmless adjustment, or other budget-
neutral policies. To clarify, we did not
propose changes to the rural adjustment
of 21.3 percent, the LIP exponential
factor of 0.6229, or the teaching status
adjustment exponential factor of 0.9012.
They remain as described in the FY
2006 IRF PPS final rule. As discussed in
greater detail in the FY 2007 proposed
rule, because we are not changing these
policies, we do not need to calculate
budget neutrality factors for these
policies because they are assumed in the
FY 2006 standard payment conversion
factor.

As described in the FY 2007 proposed
rule, we will apply factors to the
standard payment amount for the
changes that we proposed for FY 2007,
to ensure that estimated aggregate
payments in FY 2007 are not greater or
less than those that would have been
made in the year without the updates to
the wage index and labor-related share,
the second year of the hold harmless
policy, and the revisions to the tier
comorbidities and relative weights. A
description of the methodology used to
derive the budget neutrality factors for
these changes is included in our FY
2007 proposed rule. These same steps
are used to determine the budget
neutrality factors that reflect the final
policies for FY 2007, as discussed in
this section below.

Final Decision: We did not receive
any comments regarding the
methodology used to derive the budget
neutrality factors. Therefore, we will

apply the wage index and labor-related
share budget neutrality factor of 1.0016
and the budget neutrality factor for the
combined hold harmless, tier
comorbidity, and relative weight
changes of 1.0093. Please see Table 9 in
this final rule to see how these changes
are estimated to affect payments among
different types of facilities. These
budget neutrality factors are slightly
different from the FY 2007 proposed
rule because the market basket and
labor-related share are based on updated
data as described in section V.B of this
final rule.

The standard payment conversion
factor of $12,981 and the payment rates
in Table 6 and Table 7 (respectively)
will be used for FY 2007. The standard
payment conversion factor in this final
rule is greater than the standard
payment conversion factor in the
proposed rule because we used updated
data for the market basket and labor-
related share and will implement a 2.6
percent reduction instead of a 2.9
percent reduction to the standard
payment amount (as discussed in
sections V.A and B of this final rule).

Thus, consistent with §412.624(d)(4),
we apply these factors to the standard
payment amount in order to make the
changes described in this final rule in a
budget neutral manner for FY 2007. We
used the methodology described in
sections V.A and B of this final rule. We
use the FY 2006 standard payment
conversion factor ($12,762) and apply
the market basket (3.3 percent), which
equals $13,183. Then, we apply a
reduction to the standard payment
amount of 2.6 percent as discussed in
section V.A of this final rule, which
equals $12,840. We then apply the
budget-neutral wage adjustment of
1.0016 to $12,840, which results in a
standard payment amount of $12,861.

Next, we combine the factors for the
tier comorbidity and CMG relative
weight changes (1.0080) and for the
second year of the hold harmless policy
(1.0013) by multiplying the two factors
to establish a single budget neutrality
factor for the two changes (1.0013 *
1.0080 = 1.0093). We apply this overall
budget neutrality factor to the standard
payment amount of $12,861, resulting in
the standard payment conversion factor
of $12,981 for FY 2007 (Table 6).

TABLE 6.—CALCULATIONS TO DETERMINE THE FY 2007 STANDARD PAYMENT CONVERSION FACTOR

Explanation for adjustment Calculations
FY 2006 Standard Payment Conversion Factor $12,762
FY 2007 Market Basket INCrEaSE FACTOT ........ccuiiiiiiiiiiiie ettt e b e st et e e et e bt e e e e e e bt e et e e abeeeneenanesneenans x 1.033
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TABLE 6.—CALCULATIONS TO DETERMINE THE FY 2007 STANDARD PAYMENT CONVERSION FACTOR—Continued

Explanation for adjustment

Calculations

STV o) (o) - | U PUPPTRRRPPPNY

One-Time 2.6% Reduction for Coding Changes

S0 o] (o) - | SPRSPRNY

Budget Neutrality Factor for the Wage Index and Labor-Related Share
5101 o) (o = T T USSP U TP RPUPPROI

Budget Neutrality Factor for the Hold Harmless Provision and Revisions to the Tier Comorbidities and the CMG Relative

Weights
FY 2007 Standard Payment Conversion Factor

= $13,183

x 0.974
=$12,840

x 1.0016
= $12,861

x 1.0093
= $12,981

The FY 2007 standard payment
conversion factor is applied to each of
the CMG relative weights shown in
Table 4, “FY 2007 IRF PPS Relative
Weights and Average Lengths of Stay for
Case-Mix Groups,” to compute the
unadjusted IRF prospective payment
rates for FY 2007 shown in Table 7. To
clarify further, the budget neutrality

factors described above would be
applied only for FY 2007. However, if
necessary, we will apply budget
neutrality factors in applicable years
hereafter to the extent that further
adjustments are made to the IRF PPS
consistent with §412.624(d)(4).
Otherwise, the general methodology to
determine the Federal prospective

payment rate is described in
§412.624(c)(3)(ii).

The resulting unadjusted IRF
prospective payment rates for FY 2007
are shown below in Table 7, “FY 2007
Payment Rates.”

BILLING CODE 4120-01-P
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Table 7: FY 2007 Payment Rates
CMG Payment Payment Payment Payment
Rate Tier Rate Tier Rate Tier Rate No

1 2 3 Comorbidity
0101 | $10,004.46 $9,480.02 | $8,531.11 $8,239.04
0102 | $12,322.86 | $11,676.41|$10,508.12| $10,148.55
0103 | $14,528.34| $13,766.35[$12,389.07| $11,965.89
0104 | $15,427.92| $14,616.61|$13,154.95| &12,704.50
0105 | $18,512.20| $17,539.93 [$15,786.19| $15,246.18
0106 | $21,540.67 | $20,408.73 | $18,368.12| $17,739.83
0107 | $24,858.62 | $23,554.02[$21,197.97| $20,472.34
0108 | $28,765.90 | $27,256.21|%$24,530.20| $23,690.33
0109 | $28,555.60 | $27,056.30$24,349.76| $23,516.38
0110 | $34,123.15| $32,331.78[$29,098.21| $28,102.57
0201 | $10,570.43 $8,834.87| $7,892.45 $7,330.37
0202 | $13,578.13| $11,349.29]$10,138.16 $9,416.42
0203 | $16,230.14| $13,565.15[$12,117.76| $11,255.83
0204 | ¢17,381.56| $14,528.34|$12,978.40| $12,055.45
0205 | $21,304.42| $17,807.34(%15,906.92| $14,774.97
0206 | $27,837.75| $23,267.14$20,783.88| &19,306.64
0207 | $35,910.64| $30,014.67 | $26,812.26| $24,904.05
0301 | $14,790.55| $12,374.79|$11,101.35| $10,088.83
0302 |$19,309.24| $16,156.15(%14,491.99| $13,171.82
0303 ]$22,977.67| $19,224.86|%17,245.26| $15,673.26
0304 | $31,667.15| $26,494.22%23,766.91| $21,600.38
0401 | $12,444.88| $10,976.73|$10,023.93 $8,902.37
0402 |¢17,207.61| $15,176.09[$13,858.52| $12,308.58
0403 | $29,945.87| $26,412.44[%24,118.70| $21,421.25
0404 | $53,925.67 | $47,561.09 [ $43,431.83| $38,575.64
0405 | $40,722.70| $35,915.83 | $32,797.79| $29,130.66
0501 $9,927.87 $8,379.24 | $7,382.29 $6,582.67
0502 | ¢13,321.10| $11,242.84| $9,904.50 $8,832.27
0503 |¢17,648.97| $14,897.00($13,122.49| $11,701.07
0504 | $22,046.93| $18,608.26($16,392.41| $14,616.61
0505 | $26,183.98| $22,100.15($19,467.61| $17,359.49
0506 | $35,570.54| $30,022.46[$26,447.49| $23,582.58
0601 | 811,671.22 $9,515.07 | $9,111.36 $8,466.21
0602 | $15,535.66 | $12,665.56 | $12,126.85| $11,270.10
0603 | $19,894.68| $16,219.76|$15,531.77| $14,432.28
0604 | $25,432.38| $20,734.55|$19,854.44| $18,449.90
0701 | $11,719.25| $10,017.44| £9,525.46 $8,589.53
0702 | $15,234.50| $13,023.84|$12,382.58| &11,166.26
0703 | $18,989.90| $16,234.04(%15,434.41| $13,918.23
0704 | ¢23,325.56| $19,940.11$18,958.75| $17,095.98
0801 | ¢8,485.68 $7,144.74| $6,660.55 $5,980.35
0802 | $11,088.37 $9,337.23| $8,702.46 $7,814.56
0803 | $16,494.96| $13,889.67|$12,947.25| $11,625.78
0804 | $14,331.02| $12,067.14[%$11,248.04| $10,100.52
0805 | £18,078.64| $15,222.82[$14,189.53| $12,742.15
0806 | $21,708.13| $18,279.84[%$17,038.86| $15,300.70
0901 | £10,936.49 $9,918.78| $8,915.35 $7,944.37
0902 |$14,393.33| $13,054.99[%11,733.53| $10,457.49
0903 | $19,001.59| $17,234.87|$15,491.53| $13,805.29
0904 | $23,808.45| $21,595.19|%$19,409.19| $17,297.18
1001 | $12,494.21| $11,525.83|$10,328.98 $9,555.31
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Table 7: FY 2007 Payment Rates
CMG Payment Payment Payment Payment
Rate Tier Rate Tier Rate Tier Rate No

1 2 3 Comorbidity
1002 | $16,497.55| $15,218.92|$13,639.14| $12,616.23
1003 | $23,204.84| $21,406.97|$19,184.62| $17,746.33
1101 | $16,296.35| $13,606.68|$11,974.97| $11,028.66
1102 | $24,435.43| $20,402.24[$17,955.32| $16,536.50
1201 | $13,210.76| $11,403.81|$10,621.05 $9,612.43
1202 | ¢17,093.38| $14,755.50] $13,741.69| $12,437.10
1203 | $21,082.44| $18,199.36|$16,949.29| $15,339.65
1301 | $13,440.53| $12,508.49|$11,048.13 $9,643.58
1302 | $18,590.09| $17,299.78|$15,281.23| $13,337.98
1303 | $23,690.33| $22,046.93]$19,474.10| $16,997.32
1401 | $10,592.50 $9,542.33| $8,481.79 $7,608.16
1402 | $14,328.43| $12,908.31]$11,473.91| $10,291.34
1403 | $17,790.46| $16,027.64|$14,246.65| $12,778.50
1404 | ¢22,548.00] $20,313.97|%$18,056.57| $16,196.39
1501 | ¢12,962.83| $11,514.15|$10,116.09 $9,604.64
1502 | $16,435.24 | $14,598.43[$12,825.23| $12,177.48
1503 | $20,064.73| $17,822.91|$15,657.68| $14,867.14
1504 | $26,242.39| $23,309.98|$20,477.53| $19,444.24
1601 | ¢13,071.87| $11,098.76|$10,091.43 $9,030.88
1602 | $17,947.53 | $15,238.40]$13,854.62| $12,399.45
1603 | ¢22,100.15| $18,764.04|%$17,060.93| $15,268.25
1701 | 612,744.75| $12,514.98|$11,006.59 $9,564.40
1702 | $16,772.75| $16,470.29|$14,484.20| $12,586.38
1703 ]¢$19,933.62| $19,575.35|$17,215.40| $14,959.30
1704 | $24,983.23| $24,532.79|$21,574.42| $18,748.46
1801 | $15,473.35| $12,807.05|$10,700.24 $9,530.65
1802 | $24,739.19| $20,476.23|$17,107.66| $15,237.10
1803 | $44,527.43| $36,854.36[$30,792.23| $27,424.96
1901 |$16,095.14| $14,260.93($14,233.67| $12,137.24
1902 | $30,108.13| $26,678.55|$26,626.63| $22,705.07
1903 | $43,439.62| $38,489.96|$38,414.67| $32,757.55
2001 | ¢11,337.61 $9,581.28| $8,742.70 $7,897.64
2002 |¢14,859.35| $12,557.82|$11,458.33 | $10,352.35
2003 | $19,182.02| $16,210.67|$14,791.85| $13,362.64
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Table 7: FY 2007 Payment Rates
CMG Payment Payment Payment Payment
Rate Tier Rate Tier Rate Tier Rate No
1 2 3 Comorbidity
2004 | $25,593.34| $21,628.94($19,736.31| $17,829.40
2101 | $28,353.10| $28,353.10]$21,556.25| $18,935.38
5001 $0.00 $0.00 | $0.00| $2,857.12
5101 $0.00 $0.00 $0.00| $8,244.23
5102 $0.00 $0.00 $0.00| $20,750.13
5103 $0.00 $0.00 $0.00 $9,350.21
5104 $0.00 $0.00 $0.00| $24,383.51

BILLING CODE 4120-01-C

E. Example of the Methodology for
Adjusting the Federal Prospective
Payment Rates

As described in the FY 2007 proposed
rule and in this final rule, Table 8
illustrates the methodology for adjusting
the Federal prospective payments. The
examples below are based on two
hypothetical Medicare beneficiaries,
both classified into CMG 0110 (without
comorbidities). The unadjusted Federal
prospective payment rate for CMG 0110
(without comorbidities) can be found in
Table 7 above.

One beneficiary is in Facility A, a
hypothetical IRF located in rural
Spencer County, Indiana, and another
beneficiary is in Facility B, a
hypothetical IRF located in urban
Harrison County, Indiana. Facility A, a
non-teaching hospital, has a
disproportionate share hospital (DSH)
percentage of 5 percent (which results
in a LIP adjustment of 1.0309), a wage
index of 0.8624, and an applicable rural

adjustment of 21.3 percent. Facility B, a
teaching hospital, has a DSH percentage
of 15 percent (which results in a LIP
adjustment of 1.0910), a wage index of
0.9251, and an applicable teaching
status adjustment of 0.109.

To calculate each IRF’s labor and non-
labor portion of the Federal prospective
payment, we begin by taking the
unadjusted Federal prospective
payment rate for CMG 0110 (without
comorbidities) from Table 7 above.
Then, we multiply the estimated labor-
related share (75.612) described in
section V.B by the unadjusted Federal
prospective payment rate. To determine
the non-labor portion of the Federal
prospective payment rate, we subtract
the labor portion of the Federal payment
from the unadjusted Federal prospective
payment.

To compute the wage-adjusted
Federal prospective payment, we
multiply the result of the labor portion
of the Federal payment by the
appropriate wage index found in the

Addendum in Tables 1 and 2, which
will result in the wage-adjusted amount.
Next, we compute the wage-adjusted
Federal payment by adding the wage-
adjusted amount to the non-labor
portion.

To adjust the Federal prospective
payment by the facility-level
adjustments, there are several steps.
First, we take the wage-adjusted Federal
prospective payment and multiply it by
the appropriate rural and LIP
adjustments (if applicable). Then, to
determine the appropriate amount of
additional payment for the teaching
status adjustment (if applicable), we
multiply the teaching status adjustment
(0.109, in this example) by the wage-
adjusted and rural-adjusted amount (if
applicable). Finally, we add the
additional teaching status payments (if
applicable) to the wage, rural, and LIP-
adjusted Federal prospective payment
rate. Table 8 illustrates the components
of the adjusted payment calculation.
BILLING CODE 4120-01-P
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Table 8: Example of Computing an IRF’s FY 2007 Federal

Prospective Payment

Rural Facility A Urban Facility B
Steps (Spencer Co., IN) | (Harrison Co., IN)

1 Unadjusted Federal

Prospective Payment $28,102.57 $28,102.57
2 Labor Share X 0.75612 X 0.75612
3 Labor Portion of Federal

Payment = $21,248.92 = $21,248.92

CBSA Based Wage Index (shown
4 in the Addendum , Tables 1

and 2) X 0.8624 X 0.9251
5 Wage-Adjusted Amount = $18,325.06 = $19,657.37
6 Nonlabor Amount + $6,853.65 + $6,853.65
7 Wage-Adjusted Federal Payment = $25,178.72 = $26,511.03
8 Rural Adjustment X 1.213 X 1.000
9 Wage- and Rural- Adjusted

Federal Payment = $30,541.79 = $26,511.03
10 LIP Adjustment X 1.0309 X 1.0910

FY2007 Wage-, Rural- and LIP-
11 Adjusted Federal Prospective

Payment Rate = $31,485.53 = $28,923.53

i." . v \;:‘

FY 2007 Wage- and Rural-
12 Adjusted Federal Prospective

Payment $30,541.79 $26,511.03
13 Teaching Status Adjustment X 0.000 X 0.109
14 Teaching Status Adjustment

Amount = $0.00 = $2,889.70

FY2007 Wage-, Rural-, and
15 LIP-Adjusted Federal

Prospective Payment Rate + $31,485.53 + $28,923.53
16 Total FY 2007 Adjusted

Federal Prospective Payment = $31,485.53 = $31,813.23

BILLING CODE 4120-01-C

Thus, the adjusted payment for
Facility A would be $31,485.53, and the
adjusted payment for Facility B would
be $31,813.23.

VI. Update to Payments for High-Cost
Outliers Under the IRF PPS

A. Update to the Outlier Threshold
Amount for FY 2007

A case qualifies for an outlier
payment if the estimated cost of the case
exceeds the adjusted outlier threshold,
in which case we make an outlier
payment equal to 80 percent of the
difference between the estimated cost of
the case and the outlier threshold. In the

August 7, 2001 final rule, we discussed
our decision to set the outlier threshold
amount so that estimated outlier
payments would equal 3 percent of total
estimated payments. In the FY 2007
proposed rule (71 FR 28106), we
proposed to update the outlier threshold
amount to $5,609 in accordance with
this policy. However, the appropriate
outlier threshold amount for FY 2007
depends on the other policies,
especially the coding adjustment,
contained in this final rule.

We received several comments on the
proposed update to the outlier threshold
amount for FY 2007, which are
summarized below.

Comment: Two commenters
expressed concerns about the accuracy
of the FY 2007 estimated outlier
payments that we reported in the IRF
rate setting file posted in conjunction
with the FY 2007 proposed rule. They
stated that in some cases, the
information was not consistent with the
actual outlier payments that they
received in FYs 2004 and 2005. The
commenters asked CMS to re-examine
and verify our outlier payment
calculations and to delay implementing
an adjustment to the outlier threshold
amount for FY 2007 until we can be
sure the information is correct.
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Response: We have re-examined our
estimated outlier payment calculations,
and we cannot find any inconsistencies
in these calculations or with the IRF rate
setting data file that we posted on the
IRF PPS Web site. We did obtain some
specific examples from the industry, but
we did not find that the differences
between their calculations and ours
indicated any inaccuracies in our
database. We believe two factors might
contribute to a particular facility’s
receiving different outlier payments for
FYs 2004 and 2005 than the outlier
payments that we estimate for FY 2007.
First, the actual outlier payments that
providers received in FYs 2004 and
2005 were calculated based on the
outlier threshold amount at that time,
which was $11,211. The estimated
outlier payments for FY 2007 in the
proposed rule rate setting file are based
on the proposed FY 2007 outlier
threshold amount of $5,609. Second, we
used the most current available data on
IRFs’ cost-to-charge ratios (CCRs) to
calculate the estimated F'Y 2007 outlier
payments. The CCRs for a particular
provider can vary widely over time, in
part because of the ceiling that we
impose on them. Thus, a provider’s
current CCR used in the analysis for the
FY 2007 proposed and final rules could
have changed substantially from the
CCR used to compute the actual outlier
payments for FYs 2004 and 2005.

We note that the information in the
IRF rate setting file posted on the IRF
PPS Web siteis not used to determine
payments to providers. The fiscal
intermediaries determine IRF payments
using their own data files, including the
appropriate CCRs.

We welcome any specific provider
concerns regarding the information
contained in the IRF rate setting files,
and we will work with providers to
investigate any potential discrepancies
in the information that we use in our
analysis. However, we have not been
able to find any discrepancies, and we
believe that our analysis continues to
demonstrate the need to update the
outlier threshold amount for FY 2007 to
ensure that estimated outlier payments
continue to equal 3 percent of total
estimated payments.

Comment: A few commenters
expressed concerns about the
methodology that CMS uses to estimate
cost and charge growth for the purposes
of calculating the outlier threshold
amount. Two commenters referred to
alternative methodologies developed by
MedPAC and others that had been
recommended for the IPPS to estimate
declining CCRs. The commenters
encouraged CMS to review our
calculations of the outlier threshold

amount carefully, use more recent data,
and consider applying the suggested
methodological changes to the IRF PPS
to ensure that the full 3 percent of
outlier funds is used.

Response: We have reviewed the
comments submitted for consideration
in the IPPS, and we appreciate the
alternative methodologies suggested and
have considered them carefully. The
CCR applied to charges provides
Medicare with the most accurate
measure of a provider’s per-case cost for
the purpose of paying for high-cost
outlier cases at the point that we process
the initial claim. The CCR is based on
the providers’ own cost and charge
information as reported by the
providers. For the purposes of this final
rule, we have used the same
methodology for projecting cost and
charge growth that is used in the IPPS
and in other Medicare payment systems,
and we believe that this methodology is
appropriate for IRFs for the same
reasons that it is appropriate for IPPS
hospitals. This methodology ensures
that we pay the appropriate amounts
over and above the standard PPS
payment amount for unusually high-
cost cases. We intend to consult with
IPPS and MedPAC staff on a regular
basis regarding outlier issues, and will
investigate options for using more
current data to update the outlier
threshold amount in future years.

Final Decision: Based on a careful
review of the comments that we
received on the proposed update to the
outlier threshold amount for FY 2007,
we are finalizing our decision to update
the outlier threshold amount for FY
2007 to $5,534. This outlier threshold
amount is slightly lower than the $5,609
that we proposed, due to the reduction
of the coding adjustment from the 2.9
percent adjustment that we had
proposed to the 2.6 percent coding
adjustment that we are finalizing in this
final rule. Because the coding
adjustment affects the estimated amount
of aggregate payments for FY 2007, it
also affects our estimate of the outlier
threshold amount that we estimate will
maintain estimated outlier payments at
3 percent of total estimated payments.

B. Update to the IRF Cost-to-Charge
Ratio Ceilings and Clarification to the
Regulation Text for FY 2007

As specified in § 412.624(e)(5), we
apply a ceiling to IRFs’ cost-to-charge
ratios (CCRs). In the FY 2007 IRF PPS
proposed rule, we proposed to update
the national average urban and rural
CCRs and to revise §412.624(e)(5) to
emphasize that we calculate a single
overall cost-to-charge ratio (combined
operating and capital) for IRFs because

IRF PPS payments are based on a
prospective payment per discharge for
both inpatient operating and capital-
related costs. We proposed to update the
national urban and rural CCRs for IRFs
to 0.488 and 0.613, respectively.
However, we noted that these estimates
were subject to change in this final rule
based on updated analysis and data.

We did not receive any comments on
the proposed update to the IRF cost-to-
charge ratio ceilings or clarification to
the regulation text for FY 2007.
However, we updated our analysis using
the most recent available data. For the
proposed rule, we used the FY 2004 cost
report data compiled by CMS as of
December 2005, at which point the FY
2004 cost reports were about 85 percent
complete. For this final rule, we have
used the FY 2004 cost report data
compiled as of March 2006, at which
point we had about 97 percent of the FY
2004 cost report information. Thus,
based on the more recent cost report
data, we are finalizing the national
average urban CCR at 0.484 and the
national average rural CCR at 0.600, as
well as our estimate of 3 standard
deviations above the corresponding
national geometric mean, which we are
finalizing at 1.56 for FY 2007.

VII. Revisions to the Classification
Criteria Percentage for IRFs

In order to be excluded from the acute
care inpatient hospital PPS specified in
§412.1(a)(1) and instead be paid under
the IRF PPS, a hospital or rehabilitation
unit of an acute care hospital must meet
the requirements for classification as an
IRF contained in subpart B of part 412.
Section 412.23(b)(2) specifies that an
IRF’s cost reporting period will
determine the percentage of the IRF’s
total inpatient population that required
intensive rehabilitation services for
treatment of at least one of the 13
medical conditions listed in the
regulation. The compliance percentage
requirement is commonly known as the
75 percent rule,” and is one of the
criteria that Medicare uses for
classifying a hospital or a rehabilitation
unit of an acute care hospital as an IRF.

On May 7, 2004, we published a final
rule (69 FR 25752) that specified the
compliance percentage requirements
that a hospital or rehabilitation unit of
an acute care hospital must meet during
a particular cost reporting period in
order to be classified as an IRF.
However, section 5005 of the DRA of
2005 revised the compliance percentage
requirements in § 412.23(b)(2) that must
be met for certain cost reporting periods
in order for a hospital or rehabilitation
unit of an acute care hospital to be
classified as an IRF. Therefore, in order



48384 Federal Register/Vol.

71, No. 160/Friday, August 18, 2006 /Rules and Regulations

to conform the regulations to the DRA,
we proposed modifying the compliance
percentages in §412.23(b)(2)(i) and (ii)
as follows:

¢ Reducing the compliance threshold
that must be met from 65 to 60 percent
for cost reporting periods beginning on
or after July 1, 2006, and before July 1,
2007.

¢ Reducing the compliance threshold
that must be met from 75 to 65 percent
for cost reporting periods beginning on
or after July 1, 2007, and before July 1,
2008.

¢ Stipulating that an IRF with a cost
reporting period beginning on or after
July 1, 2008, must meet a compliance
threshold of 75 percent.

In addition to specifying a compliance
threshold, §412.23(b)(2)(i) currently
permits a patient’s comorbidity that
meets certain qualifying criteria as
outlined in the regulations to count
toward satisfying the classification
criteria percentage. However,
§412.23(b)(2)(ii) currently provides that
a patient’s comorbidities will not be
used to determine compliance once the
transition to the 75 percent compliance
level has been completed. Since the
transition to the 75 percent compliance
threshold has been extended one year,
we also proposed a 1-year extension of
the current policy of using a patient’s
comorbidities to the extent they met the
conditions outlined in our regulations to
determine compliance with the
classification criteria in §412.23(b)(2)(i).
Thus, under our proposal, an IRF with
a cost reporting period beginning before
July 1, 2008 would be able to use
comorbidities to count toward the
required applicable percentage
requirements outlined in the
regulations. This proposed approach
maintains consistency with our current
approach with respect to the counting of
comorbidities before the 75 percent
threshold applies. We received many
comments as summarized below on the
proposed revisions to the classification
criteria.

Comment: Commenters supported the
proposed revisions to the compliance
thresholds that IRFs must meet for
certain cost reporting periods. However,
most of the commenters requested that
we not terminate the use of
comorbidities to determine the
compliance percentage once the
extended transition period has expired.

Response: In the May 7, 2004 final
rule (69 FR 25752, 25762), we stated
that we planned to use the phase-in
period to the 75 percent compliance
threshold to evaluate the use of
comorbidities for determining
compliance with the classification
percentage criteria. We believed that

many IRFs probably would have to
make adjustments not only to their case-
mix but to their operating procedures in
order to respond to changes in the
regulations, the methodology for
determining compliance, and the local
coverage policies FIs had or were
planning to implement. We believed
that such adjustments might take some
IRFs a considerable amount of time.
Therefore, we wanted to use the phase-
in period to the 75 percent compliance
threshold to provide administrative
flexibility so that a case with a
comorbidity that met the qualifying
conditions specified above would be
included as part of the IRF population
used to calculate the compliance
percentage.

As we stated in the May 7, 2004 final
rule (69 FR 25752, 25762), we will use
the phase-in period to the 75 percent
compliance threshold to evaluate
whether the regulations should be
revised. As part of that evaluation
process, we will consider if we should
propose to extend the time period that
comorbidities meeting the qualifying
conditions outlined in the regulations
are included as part of the process that
determines the compliance percentage.
We have not completed our analysis on
this issue and, thus, because our review
is incomplete we believe that it is
premature to extend beyond the
transition period the use of a patient’s
comorbidities in determining if an IRF
met the compliance threshold.

Final Decision: Consistent with the
proposed rule and the rationale
discussed above, we are finalizing our
proposed policy as set forth in this
paragraph. In accordance with section
5005 of the DRA, we are extending the
transition period to the 75 percent
compliance threshold, as follows: For
cost reporting periods starting on or
after July 1, 2006, and before July 1,
2007, the compliance threshold is 60
percent. For cost reporting periods
starting on or after July 1, 2007, and
before July 1, 2008, the compliance
threshold is 65 percent. For cost
reporting periods starting on or after
July 1, 2008, the compliance threshold
is 75 percent. Under the authority of
section 1886(d)(1)(B) of the Act, we are
continuing until the end of the extended
transition period to permit the use of
comorbidities that meet the qualifying
criteria in § 412.23(b)(2)(i)(A) through
§412.23(b)(2)(1)(C) to count toward
satisfying the required applicable
percentages in §412.23(b)(2)(i).
However, for cost reporting periods
starting on or after July 1, 2008,
comorbidities may not be used when
calculating the compliance percentage
attained by an IRF.

VIII. IRF PPS: Other Issues

A. Integrated Post Acute Care Payment

In the FY 2007 IRF proposed rule, we
described our plans to explore
refinements to the existing provider-
oriented “‘silos” to create a more
seamless system for payment and
delivery of post-acute care (PAC) under
Medicare. This new model will be
characterized by more consistent
payments for the same type of care
across different sites of service, quality
driven pay-for-performance incentives,
and collection of uniform clinical
assessment information to support
quality and discharge planning
functions. We also noted that section
5008 of the DRA provides for a
demonstration on uniform assessment
and data collection across different sites
of service. We are in the early stages of
developing a standard, comprehensive
assessment instrument to be completed
at hospital discharge and ultimately
integrated with PAC assessments, and
the demonstration will enable us to test
the usefulness of this instrument, and to
analyze cost and outcomes across
different PAC sites.

Comment: We received several
comments from providers and their
representatives or associations on the
post-acute care reform demonstration
discussion of the May 15, 2006
proposed rule. Most of the commenters
expressed support for the objective of
aligning Medicare payment more closely
with the clinical characteristics of post-
acute patients. A number of commenters
recommended that developing a
common patient assessment instrument
should be developed collaboratively
with post acute care providers. Many
offered to provide insight on the
demonstration design and the
development of the instrument. The
commenters noted that the instrument
must be capable of taking into account
the medical and resource needs of
individual patients, such as functional
ability and medical status. One
commenter recommended use of the
IRF-PAL

Response: Currently, we are in the
early stages of designing the instrument
and the demonstration. Although it is
too early in the process to communicate
specific details about either the
instrument or the demonstration design,
CMS is committed to including industry
representatives in various stages of both
efforts. We intend to convene technical
advisory panels with industry
representatives at several points in the
project, including a panel to review the
proposed assessment instrument once
developed, and a panel to assist in
recruiting providers for the
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demonstration. We will provide status
information on the progress of the
instrument design as well as
demonstration progress via CMS public
Web sites, open door forums, and
stakeholder meetings. Further, in
accordance with section 5008(c) of the
DRA, We plan to publish a Report to the
Congress upon completion of the
demonstration and the associated
analysis.

Comment: One commenter requested
that CMS provide the rehabilitation
industry with access to the University of
Colorado study on uniform patient
assessment.

Response: We have made this report
publicly available via our quality
initiatives general information Web site,
at http://www.cms.hhs.gov/
QualityInitiativesGenlInfo/.

B. Transparency and Health
Information Technology Initiatives

The FY 2007 Inpatient Prospective
Payment Systems (IPPS) proposed rule
(71 FR 23996, April 25, 2006) discussed
in detail the Health Care Information
Transparency Initiative and our efforts
to promote effective use of health
information technology (HIT) as a
means of promoting health care quality
and greater efficiency. The IPPS
proposed rule also discussed several
potential options for making pricing and
quality information more readily
available to the public (71 FR 24120
through 24121). It solicited comments
on ways to encourage transparency in
health care quality and pricing, whether
through voluntary incentives or through
regulatory requirements, and sought
comments on the Department’s statutory
authority to impose these requirements.
In addition, it discussed the potential
for HIT to facilitate improvements in the
quality and efficiency of health care
services (71 FR 24100 through 24101),
and the appropriate role of HIT in
potential value-based purchasing
programs. The IPPS proposed rule also
invited comments on the promotion of
the use of HIT through Medicare
conditions of participation.

Subsequently, in the FY 2007 IRF PPS
proposed rule (71 FR 28134 through
28135, May 15, 2006), we invited
comments on the specific implications
of these initiatives for the IRF PPS. We
received a small number of comments in
response to the FY 2007 IRF PPS
proposed rule’s transparency and HIT
discussions. However, as they are all
generalized comments that are not
specific to the IRF setting, we are
inviting the commenters to refer to the
FY 2007 IPPS final rule for full
responses to comments received on the
FY 2007 IPPS proposed rule’s

comprehensive discussions of
transparency and HIT.

IX. Miscellaneous IRF PPS Public
Comments

Comment: We received numerous
comments requesting that CMS make
additional IRF data files and software
available to the public. The commenters
specifically requested wage index data,
cost report data, IRF-PAI data, MEDPAR
data, data on facility adjustments, data
files such as those produced for IPPS
hospitals, other data files that CMS uses
in the analyses that support the
proposed and final rules, and the
software program or software algorithm
used by the fiscal intermediaries to
determine the 75 percent rule
presumptive compliance percentage.

Response: The data files mentioned
by the commenters are generally
available (and were generally available
during the comment period for this final
rule) to the public through CMS’
standard data distribution systems.
More information on CMS’s data
distribution policies is available on
CMS’s Web site at http://
www.cms.hhs.gov/researchers/
statsdata.asp.

Regarding the specific files that the
commenters mentioned, we post the
wage index files for the proposed and
final rules each year on the IRF PPS
Web site, along with the rate setting file.
The cost report data are publicly
available on the CMS Web site. The
IRF-PAI and the MEDPAR data are
generally available through CMS’
standard data distribution systems for
patient-level data. We include the data
that we use in our analysis regarding
other facility-level adjustments in the
IRF rate setting file that is posted on the
IRF PPS Web sitein conjunction with
each proposed and final rule. Data on
IRF facility-level adjustments are also
available for download from the CMS
Web sitein a file called the provider-
specific file. We also encourage IRFs to
contact their fiscal intermediaries
regarding the data used to compute
payments for their particular facilities.

We are in the process of developing
user-friendly specifications for the
software program used to determine
presumptive compliance with the 75
percent rule. In the near future, we will
post the data specifications for the
software program on the IRF PPS Web
site.

In addition, we will consult with the
IPPS staff and examine the data files
that are publicly distributed in
conjunction with the IPPS proposed and
final rules. Where feasible, we will
make every effort to provide additional
IRF data files that would be helpful to

industry representatives and
researchers.

Comment: A few commenters
requested that we provide clarification
on the teaching status and full-time
equivalent (FTE) resident cap of a
facility that converts from a long-term
care hospital (LTCH), or another type of
inpatient facility, to an IRF.

Response: We did not propose any
changes to the IRF teaching status
adjustment in the FY 2007 proposed
rule. Thus, this comment is outside the
scope of this final rule. However, we
intend to issue future guidance on the
teaching status of facilities that convert
to IRFs in our standard contractor
communication documents. We also
intend to publish a provider education
article on the CMS Medicare Learning
Network (MLN), and post a clarification
of this issue on the IRF PPS Web site.

Comment: We also received other
comments that are outside the scope of
this final rule, such as support for the
revisions to the rural and LIP
adjustments that we implemented in the
FY 2006 IRF PPS final rule. We also
received a comment reiterating a
number of concerns with the IRF
classification revisions that were
implemented in the FY 2006 IRF PPS
final rule, particularly the weighted
motor score methodology and the
revised CMG definitions.

Response: Although we did not
propose any changes to the rural and
LIP adjustments for FY 2007, we
appreciate the commenters’ support for
the changes that we implemented for FY
2006. Regarding the commenter’s
concerns about the weighted motor
score methodology and the revisions to
the CMG definitions implemented for
FY 2006, we will carefully consider the
issues raised by the commenter in our
future analyses of the IRF classification
system.

Comment: We received a number of
general comments on the 75 percent
rule that are outside the scope of this
final rule. For example, commenters
urged CMS to conduct research to revise
the conditions contained in the 75
percent rule that are currently
considered appropriate for treatment in
an IRF, saying that these conditions are
out of date and do not reflect current
treatment practices. Commenters also
urged CMS to conduct research to
develop a new method for classifying a
facility as an IRF. Until such research is
completed and the 75 percent rule is
updated, they requested that CMS stop
enforcement of the current compliance
criteria. The commenters generally
stated that patients are denied access to
care because of the 75 percent rule, and
that patients receive better rehabilitation
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care in an IRF due to better medical
management. The commenters urged
CMS to develop or fund research studies
in conjunction with NIH, independent
researcher, or industry consortiums. In
addition to direct funding assistance,
they recommended ways in which we
could support these research efforts by
either waiving enforcement of the 75
percent rule or of local coverage
determinations (LCDs) for facilities
participating in research projects.

Response: Because the 75 percent rule
provisions in the proposed rule were
limited to the compliance thresholds
that IRFs must meet for certain cost
reporting periods and the extension of
the use of comorbidities in determining
compliance for an additional cost
reporting period (until the full 75
percent compliance percentage becomes
effective), these general comments on
the 75 percent rule are outside of the
scope of this final rule. We note that we
responded to these and other similar
comments in the May 7, 2004 (69 FR
25752) final rule. However, we continue
to be concerned with ensuring that
patients have access to treatment in the
most appropriate settings. Therefore, we
will continue to monitor patients’ access
to care carefully and will, as warranted,
propose additional refinements to our
policies in the future to ensure that
patients continue to have appropriate
access to care.

In addition, we are committed to
supporting the research effort through
the development of a series of
collaborative relationships. For
example, we have collaborated with the
National Center for Medical
Rehabilitation Research (NCMRR) of the
National Institute of Child Health and
Human Development at the National
Institutes of Health (NIH) in convening
a panel of rehabilitation experts that
reviewed the medical literature in order
to provide guidance regarding the
optimal approaches to research. This
review found a paucity of relevant
studies and confirmed the need for
additional work to identify the benefits
of IRF care for different types of patients
and to collect comparative outcome data
across care settings. Since that time,
both CMS and NIH staff have worked
with researchers in an informal advisory
capacity to support industry efforts to
design and run clinical studies. In fact,
we recently met with the director of the
NCMRR to discuss how NCMRR and
CMS could collaborate in encouraging
and sponsoring research, and are in the
process of developing a set of
appropriate research questions that can
be used to establish a common focus for
discussion and design of new studies.
We were also pleased to learn that

industry representatives are themselves
providing financial support to new
research efforts. We believe that by
working together, we can foster clinical
studies that meet NIH criteria, and that
the results of these studies can be used
to support a comprehensive review of
CMS’s methods for classifying facilities
as IRFs.

Further, as discussed in section VIII of
this final rule, CMS is exploring
refinements to the existing provider-
oriented “‘silos” to create a more
seamless delivery system for payment
and delivery of post-acute care (PAC)
under Medicare. The new model will be
characterized by more consistent
payments for the same type of care
across different sites of service. We
expect that the knowledge gained
through this initiative will also help us
to understand the similarities and
differences among post-acute care
settings.

X. DMEPOS Competitive Bidding
Implementation Provisions and
Accreditation for DMEPOS Suppliers

A. Implementation Contractor

1. Legislative Provisions

Section 1847(b)(9) of the Act provides
that the Secretary may contract with
appropriate entities to implement the
Medicare DMEPOS Competitive Bidding
Program. Section 1847(a)(1)(C) of the
Act also authorizes the Secretary to
waive such provisions of the Federal
Acquisition Regulation (FAR) as are
necessary for the efficient
implementation of this section, other
than provisions relating to
confidentiality of information and such
other provisions as the Secretary
determines appropriate.

2. Provisions of the May 1, 2006
Proposed Rule

In the May 1, 2006 proposed rule (71
FR 25661), we proposed to designate
one or more competitive bidding
implementation contractors (CBICs) for
the purpose of implementing the
Medicare DMEPOS Competitive Bidding
Program (proposed § 414.406(a)). In
addition, we specified that the Secretary
is exercising his authority under section
1847(a)(1)(C) of the Act to waive all
requirements of the FAR, other than
provisions dealing with confidentiality,
because of the need for expeditious
implementation of a program of this
significance and magnitude. However,
we stated that the Secretary’s exercise of
discretion on this issue would not
preclude us from voluntarily using or
adapting certain provisions of the FAR
for purposes of the Medicare DMEPOS
Competitive Bidding Program.

We stated in the proposed rule that
we envision that the Medicare DMEPOS
Competitive Bidding Program will have
six primary functions, including overall
oversight, operation design functions
(including the design of both bidding
and outreach material templates, as well
as program processes), bidding and
evaluation, access and quality
monitoring, outreach and education,
and claims processing. We also stated
that we considered the organizational
structure and requirements necessary to
conduct these functions, and chose to
exercise our contracting authority under
section 1847(b)(9) of the Act and
contract with one or more CBICs to
assist us with many of these functions.

In the proposed rule, we described
several options that we considered in
designing the most appropriate
framework for implementing the
Medicare DMEPOS Competitive Bidding
Program. As the implementation of
competitive bidding involves many
functions that are time limited and
require specialized skills (for example,
setting up bidding areas, reviewing bids,
and setting single payment amounts),
we believe that it would be prudent
initially to implement most aspects of
the Medicare DMEPOS Competitive
Bidding Program through one or more
CBICs. Processing of Medicare claims
for most DMEPOS is currently done by
two DME regional carriers (DMERCS)
and two DME Medicare Administrative
Contractors (DME MACs). We note that
we are currently in the process of
transitioning from DMERCs to DME
MACs. For purposes of consistency,
from this point forward, we will be
referencing the DME regional carriers as
DME MACs. Under our proposal, the
DME MACs would process claims for
DMEPOS items subject to competitive
bidding. We also stated that we had
evaluated the anticipated feasibility and
cost of using one or more
implementation contractors to assist us
with implementing the Medicare
DMEPOS Competitive Bidding Program,
concentrating on the potential for
capturing economies of scale and scope,
program consistency, existing resources
and infrastructure, and the viability of
implementation under the timeframe
mandated by section 1847(a)(1)(B) of the
Act.

We proposed to contract with one or
more CBICs to conduct some program
functions at a national level and interact
with the DME MAC contractors.
Specifically, we envisioned that the
CBIC(s) would conduct certain
functions related to competitive
bidding, such as preparing the request
for bids (RFB), performing bid
evaluations, selecting qualified
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suppliers, and setting single payment
amounts for all competitive bidding
areas. In addition, the CBIC(s) would be
charged with educating the DME MACs
on the bidding process and procedures.
The CBIC(s) would also assist CMS and
the DME MACs in monitoring program
effectiveness, access, and quality. The
DME MACs would continue to provide
outreach and education to beneficiaries
and suppliers in their regions, process
claims, apply the single payment
amounts set by the CBIC(s) for each
competitive bidding area, and continue
to be responsible for complaints related
to claims processing. We would
continue to be responsible for overall
oversight as well as policy-related
outreach and education to the CBIC(s),
DME MAG s, suppliers, and
beneficiaries.

We stated that in our view, this
approach would achieve economies of
scale, since the responsibility for
producing program materials and
evaluating bids would rest with the
CBIC(s). As a result, we believed that
this approach would both lower costs
and ensure regional consistency in that
the responsibility would not be divided
between various entities.

We also discussed two other
alternatives that we had considered for
implementation of the Medicare
DMEPOS Competitive Bidding Program.
The first was to have each DME MAC
conduct competitive bidding in its
respective area and be responsible for
all activities related to competitive
bidding. The second alternative was to
have the CMS Consortium Contractor
Management Officer (CCMO)/Regional
Offices (RO) and DME MACs implement
the program. However, we stated that
we believed that by using one or more
specialized CBICs, we could
successfully implement and effectively
manage this program.

3. Public Comments Received and Our
Responses

Comment: Two commenters support
our decision to use competitive bidding
implementation contractor(s) to
implement the program. Another
commenter stated that selecting and
announcing implementation contractors
are essential tasks for starting the
Medicare DMEPOS Competitive Bidding
Program.

Response: We agree. We expect to
award one or more contracts to
appropriate entities in order to assist us
in implementing this program.

Comment: Several commenters
expressed concern that we proposed to
use our authority under section
1847(a)(1)(C) of the Act to waive all of
the provisions of the Federal

Acquisition Act (FAR), except those
dealing with confidentiality of
information. The commenters suggested
that this waiver would lead to bidders
using dishonest tactics and would result
in inferior DMEPOS items and services
being furnished to beneficiaries.

Response: After considering these
comments and the best interest of the
program, we have decided to apply the
FAR to the CBIC for this instance. In
this final rule, we are only responding
to comments as they relate to the
procurement of CBIC services. Section
1847(a)(1)(C) of the Act allows the
Secretary to waive such provisions of
the FAR as are necessary for the
efficient implementation of the
Medicare DMEPOS Competitive Bidding
Program. We have determined that it is
currently unnecessary for the efficient
implementation of this program to
waive the FAR to procure the CBIC(s)
services.

Comment: One commenter asserted
that we should strictly limit the use of
CBICs to ensure responsiveness to small
businesses. The commenter expressed
concern that there could be situations in
which neither we nor the CBICs would
be clearly responsible for making
important decisions. Such situations
could be particularly problematic for
small businesses with limited resources.
This commenter further stated that there
must be appropriate oversight and
accountability if we choose to proceed
with the use of one or more CBICs.

Response: We continue to believe that
it is necessary and appropriate for us to
use one or more CBIC(s) to assist in
implementing the Medicare DMEPOS
Competitive Bidding Program. We agree
that it is important to establish clear
lines of responsibility and
accountability for the CBIC(s). As we
indicated in the proposed rule, we will
be responsible for overall oversight of
the CBIC(s). We expect that the CBIC(s)
will conduct certain functions, such as
developing and implementing an
ombudsman program to provide
education and assistance to stakeholders
involved in the program, and
developing and implementing a
monitoring process to ensure that
complaints will be addressed and
resolved in a timely manner. The CBIC
duties will be fully detailed in the final
CBIC contract(s).

Comment: One commenter was
unclear as to how the CBIC(s) and
DMERG s will interact in terms of
development of policy. The commenter
noted that the contractors must work
together, and with us, to ensure that
beneficiaries have access to all of the
recertification/retesting requirements

that may be implemented as a result of
competitive bidding.

Response: We will require the CBIC(s)
to develop and maintain strong
relationships with all appropriate
Medicare contractors to ensure that all
interested parties have the necessary
education and access to the
requirements and guidelines set forth
for the Medicare DMEPOS Competitive
Bidding Program. We also intend to
work closely with the CBIC(s) and to
engage in our own efforts to educate
suppliers on the specifics of this
program. In terms of the interaction
between the CBIC(s) and the DME
MACS, we have previously stated that
the CBIC(s) will be responsible for
certain functions related to competitive
bidding, such as preparing the request
for bids, performing bid evaluations,
and setting single payment amounts for
items furnished under the program, and
the DME MACs will be responsible for
claims processing. Although the CBIC(s)
and the DME MACs will be interacting
on a number of functions, such as
educating the public about the program
and conducting monitoring activities,
we would be responsible for overall
oversight and policy development under
the program. To the extent that the
commenter referenced recertification/
retesting requirements, we believe that
the commenter is referring to the need
for physicians and treating practitioners
to, on some occasions, provide new
documentation and certification to a
supplier that a DMEPOS item furnished
to a beneficiary remains medically
necessary. We would like to clarify that
we are not developing recertification or
retesting requirements for the Medicare
DMEPOS Competitive Bidding Program,
and that the implementation of the
program would not change or alter any
existing certification requirements.

Comment: One commenter noted that
the CBIC is a vital part of the entire
process and that suppliers need to know
more about the credentialing process for
the CBIC and what type of authoritative
power it will possess.

Response: As noted above, we will
follow FAR requirements and engage in
a full and open competition to procure
the CBIC services in this instance. We
will also provide the CBIC(s) with
guidelines and roles for implementing
the competitive bidding program. Also,
as we noted above, we will monitor and
review all CBIC functions on a
consistent basis to ensure that the
CBIC(s) is performing its intended
functions. In addition, we will be
providing an intensive education
program for suppliers to inform them
about the Medicare DMEPOS
Competitive Bidding Program. This
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educational program will inform
suppliers in the competitive bidding
areas about the Medicare DMEPOS
Competitive Bidding Program as well as
functions of the CBIC(s).

Comment: One commenter noted that
we should utilize multiple CBICs to
ensure that correct and effective
implementation of the competitive
bidding program is guaranteed and that
cost savings to the Medicare program is
a priority.

Response: We appreciate the
comment and will take it into
consideration as we evaluate the most
cost-efficient and productive way to
procure CBIC services.

Comment: One commenter requested
that we define the quantitative,
objective measures and evaluation tools
that the CBIC(s) will use in evaluating
the bids submitted by suppliers.

Response: Bid evaluation
methodology will be addressed in a
future rulemaking. We will ensure that
the CBIC uses appropriate
methodologies and tools to evaluate
bids.

Comment: One commenter
recommended that we eliminate
regional inconsistencies and that the
CBIC should be established, structured,
and managed to ensure national
consistency.

Response: We agree. When we
implement the competitive bidding
program, it is our goal to implement it
consistently in each competitive
bidding area. We will accomplish this
by requiring the CBIC(s) to apply the
same methodologies and policies that
are adopted for the Medicare DMEPOS
Competitive Bidding Program in each
competitive bidding area.

Comment: Several commenters
recommended that we ensure that any
CBIC entity avoids any potential conflict
of interest. Several commenters gave the
same example of a conflict of interest as
the CBIC also being a private payor that
negotiates directly with DME suppliers
in a managed care context.

Response: We agree that we should
take steps in procuring CBIC services to
ensure that the CBIC(s) do not have any
potential conflicts of interest that could
interfere with their ability to fulfill their
contract obligations. For example, we
plan to specify in the CBIC contract that
the CBIC contractor shall not,
throughout the duration of the contract,
use information received as a result of
the Medicare DMEPOS Competitive
Bidding Program for any purpose other
than for purposes of fulfilling its
contract obligations, unless that
information is otherwise publicly
available. We believe it is in the best
interest of the public as well as the

Federal government that there are no
conflicts of interest between the CBIC(s)
and other entities.

Additionally, we note that the FAR, in
Subpart 9.5, Organizational and
Consultant Conflicts of Interest (OCI)
requires the contracting officer to
identify, evaluate, neutralize, or mitigate
any potential OCIs prior to award. The
FAR Subpart seeks to avoid any conflict
of interest that, among other
considerations, will bias a contractor’s
judgment.

Comment: Several commenters asked
a variety of questions related to the
CBIC selection process and performance
evaluation. Specifically, one commenter
asked what criteria will be used to select
the CBIC. Another commenter asked
how CMS would audit the GBIC’s
performance. Another commenter asked
what the service expectations were of
the CBIC relative to educating the
DMERCs and suppliers.

Response: As noted in our response to
a previous comment, we are currently
following the requirements of the FAR
in procuring and monitoring the
CBIC(s). Some examples of the CBIC
functions and service expectations were
discussed above and will be addressed
in the final CBIC contract(s). We will
evaluate the CBIC performance in
accordance with the FAR and agency
procedures annually and at the time the
work under the contract(s) is completed.

Final Decision: After consideration of
the public comments received, we are
finalizing at this time two paragraphs of
proposed § 414.406. First, we are
finalizing proposed § 414.406(a), which
allows us to designate one or more
CBIGs for the purpose of implementing
the Medicare DMEPOS Competitive
Bidding Program. Second, we are
finalizing proposed § 414.406(e), which
codifies our proposal to have the
regional carrier (now referred to as a
DME MAC) that would otherwise be
processing claims for a particular
geographic region also process claims
for items furnished under a competitive
bidding program in the same geographic
region. We will respond to any
comments that we receive on our
proposals related to proposed
§§414.406(b)-(d), as well as comments
that relate to other issues related to
implementing the Medicare DMEPOS
Competitive Bidding Program in a
future rulemaking.

B. Education and Outreach

1. Supplier Education

In the May 1, 2006 proposed rule (71
FR 25683 through 25684), we provided
a discussion of our plans to undertake
a proactive education campaign to

provide all suppliers with information
about the Medicare DMEPOS
Competitive Bidding Program, bidding
timelines, and bidding and program
requirements. We stated that the goal of
this campaign is to make it as easy as
possible for suppliers to submit bids.

To ensure that suppliers have timely
access to accurate information on
competitive bidding, we stated that we
planned to instruct the CBIC and the
DME MAC:s to provide early education
and resources to suppliers, referral
agents, beneficiaries, and other
providers who service a competitive
bidding area. Customer service support,
ombudsman networks, and the claims
processing system would all be used to
notify and educate all parties regarding
competitive bidding. The CBIC(s) would
be instructed to utilize data analysis in
tailoring outreach to those that will be
directly affected by competitive bidding.

We also indicated that, after the
release of bidding instructions, we
would hold bidders conferences that
would provide an open forum to
educate suppliers and allow us to
disseminate additional information. We
stated that more information on the
bidders conferences and other
competitive bidding activities would be
available on our Web site at http://
www.cms.hhs.gov/center/dme.asp. We
note that this is an updated Web site
address that is different from the one
that was listed in the proposed rule.

We additionally indicated that each
DME MAC would include discussions
and updates on competitive bidding as
part of its existing outreach
mechanisms. We stated that the
fundamental goal of our supplier
educational outreach is to ensure that
those who supply DMEPOS products to
Medicare beneficiaries receive the
information they need in a timely
manner so that they have an
understanding of the program and our
expectations.

Comment: One commenter agreed
with our overall plan to use the CBIC,
regional carriers, customer service
support, and the claims processing
system to notify and educate all parties
regarding competitive bidding.

Response: We appreciate this
comment. We continue to expect to use
these resources as part of our education
and outreach efforts.

Comment: One commenter suggested
that we conduct extensive outreach to
the supplier community so that
suppliers can understand what is
required of them in submitting bids.
Other commenters expressed concern
about our ability to communicate with
suppliers within the initial ten MSAs
and with suppliers that may have small
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operations within an MSA but may be
part of a larger organization located
outside of that MSA.

Response: We plan to conduct an
extensive education and outreach
campaign to educate suppliers about the
Medicare DMEPOS Competitive Bidding
Program and to facilitate understanding
of competitive bidding implementation
efforts. We are committed to educating
suppliers about this program as part of
our ongoing educational efforts. Bidders
conferences will be part of the
educational process for those suppliers
that are interested in bidding. At these
conferences, we expect to provide
information about the Medicare
DMEPOS Competitive Bidding Program,
such as technical details about the
bidding forms and the process for
submitting bids. These conferences will
be open to all suppliers interested in
learning the bid submission process,
regardless of whether they are located in
one of the ten initial areas that we
designate as competitive bidding areas.
In addition, we plan to utilize other
educational tools, which may include a
Medicare Learning Network Webpage
dedicated to DMEPOS competitive
bidding, contractor bulletins, etc., to
disseminate information about the
program as widely as possible. Further,
we plan to work closely with the
CIBC(s) that we designate, as well as the
DME MAC:s, so that they are properly
equipped to both educate suppliers
about the program and to respond to
questions.

Comment: One commenter urged us
to include specific educational
requirements that address each of the
components that will be included in the
composite bid that will create the single
payment amount for each item. The
commenter noted that such components
would include, for example, the cost of
equipment, training, supplies,
transportation of the device, and
beneficiary education on safe use of the
equipment, etc. The commenter was
concerned that if suppliers are not
educated regarding what to include in
their bids, then they might not submit
bids that actually reflect all of the
components that make up the safe
operation of a piece of durable medical
equipment in a beneficiary’s home.

Response: We agree that all suppliers
must be educated on what is to be
included in their bid prices for
competitively bid products. As part of
our education and outreach campaign,
we will inform suppliers of the items
and services that they should include in
their bids, such as training, supplies,
transportation of the device, beneficiary
education on safe use of the equipment,
etc.

Comment: One commenter agreed that
bidders conferences should be held to
provide an open forum for suppliers to
exchange information with us. One
commenter requested information on
the logistics for the bidders conferences.
A commenter suggested that it might be
helpful to allow suppliers who will be
introduced to competitive bidding in
2009 to speak with those suppliers who
were introduced in 2007.

Response: We will provide logistical
information about bidders conferences
as soon as it becomes available. We
expect to make this information
available on the CMS Web site and
elsewhere, as appropriate. The purpose
of the bidders conferences is to provide
information about the Medicare
DMEPOS Competitive Bidding Program,
such as technical details about the
bidding forms and the process for
submitting bids. However, we encourage
suppliers that participate in competitive
bidding in 2007 to share their
experiences with suppliers that plan to
participate in future competitive
bidding rounds.

Comment: One commenter suggested
that the CMS Web sitebe revamped to
make it more user-friendly, in order for
beneficiaries to easily access
publications.

Response: We recognize the
importance of having a high-quality,
helpful Web site. We plan to make our
Web site as user-friendly as possible.

Comment: A commenter
recommended that the PAOC review
any educational materials that relate to
the DMEPOS Competitive Bidding
Program to ensure that appropriate
communications are sent to suppliers.

Response: The Program Advisory and
Oversight Committee (PAOC) meets
periodically to review policy
considerations and issues that we are
considering with respect to the
Medicare DMEPOS Competitive Bidding
Program. The PAOC will continue to be
available to provide us with advice until
the end of 2009. We are using the PAOC
for advice on implementation of the
program and intend to take PAOC
advice we have received into
consideration when developing
educational materials. Additional
information about the PAOC can be
found at 71 FR 25658.

Comment: Several commenters
suggested that competitive bidding
education must be provided to
suppliers’ referral sources, such as home
health agencies, health insurance
companies, HMOs, hospitals, physical
and occupational therapists, and others.
The commenters also believed that we
should hold educational sessions for
suppliers to ensure consistency in the

way beneficiaries are educated and in
the information they are provided. They
suggested that we provide materials that
can be used by suppliers to educate
beneficiaries effectively about the
Medicare DMEPOS Competitive Bidding
Program. Additionally, they indicated
that we should not depend solely on
either suppliers or our Web siteto
educate beneficiaries and that we
should hold town hall meetings in each
competitive bidding area (CBA) to
ensure that beneficiaries and referral
sources are knowledgeable about the
competitive bidding program. One
commenter requested that we
collaborate with industry groups to
develop appropriate communications to
be sent to suppliers to minimize
confusion in the supplier community.
One commenter suggested that we make
a concerted effort to educate non-
contract suppliers in an MSA and
suppliers in non-competitively bid
areas.

Response: We plan to conduct an
extensive education and outreach
campaign to educate beneficiaries,
suppliers, and referral agents about the
Medicare DMEPOS Competitive Bidding
Program. Our outreach strategy will be
designed to ensure that information is
consistent, readily available, and
disseminated through a variety of
information sources. We discuss our
plans for beneficiary education in
section X.B.2 of this final rule.

2. Beneficiary Education

As we stated in the May 1, 2006
proposed rule (71 FR 25684), the
Medicare DMEPOS Competitive Bidding
Program will have an impact on the
beneficiaries who receive DMEPOS
items in a competitive bidding area
(CBA). Competitive bidding represents a
new way for Medicare beneficiaries to
receive their DMEPOS products and for
setting payment for DMEPOS items;
therefore, we believe that education is
important to the success of the program.

We outlined our plans to educate
beneficiaries utilizing numerous
approaches. For example, we stated that
our press office might consider creating
press releases and fact sheets for each
CBA. In addition, notices could provide
summaries of competitive bidding,
background information, and objectives
of the competitive bidding program.
Publications might also be available on
the CMS Web sites, and from local
contractors and the DME MACs.

We stated that we believe it is
important for beneficiaries to learn
about the benefits of the Medicare
DMEPOS Competitive Bidding Program,
such as lower out-of-pocket expenses
and increased quality of products, from
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suppliers that have completed the
detailed selection process that CMS will
require under the program. We also
expect that the implementation of
quality standards and accreditation
requirements for DMEPOS suppliers
will result in higher quality items and
services being furnished to
beneficiaries.

Comment: A few commenters stated
that they appreciate our commitment in
providing a proactive education
approach. One commenter indicated
that beneficiary education will be
critical to the success of the program.

Response: We agree with the
commenters and recognize the
importance of an extensive education
and outreach campaign to educate
beneficiaries, suppliers, and referral
agents about the DMEPOS Medicare
Competitive Bidding Program.

Comment: One commenter
encouraged us to provide beneficiary
education and outreach for beneficiaries
with diabetes. The commenter noted
that ensuring that beneficiaries have
access to their diabetic supplies and
remain compliant with their diabetes
self-management programs, as well as
ensuring that beneficiaries understand
the proper procedures for obtaining
supplies while away from home, are two
areas where aggressive education and
outreach efforts are needed.

Response: We agree that a
comprehensive education program is
necessary to ensure the success of the
Medicare DMEPOS Competitive Bidding
Program. We plan to conduct an
aggressive education and outreach
campaign for all beneficiaries, including
those who have diabetes, to ensure that
they understand competitive bidding
and have sufficient access to contract
suppliers that can furnish the items they
need.

Comment: A commenter indicated
that many Medicare beneficiaries
temporarily change their residences
during the course of a year, and thus
may find themselves outside of a
specified competitive bidding area for
several months at a time. The
commenter urged us to establish a
system to ensure that all beneficiaries
will continue to have access to their
suppliers even while residing outside of
their permanent domiciles.

The commenter suggested that this
plan should require that suppliers
aggressively educate beneficiaries on the
proper procedures for obtaining their
supplies while away from home, and
should allow beneficiaries to purchase
extra supplies for extended vacations or
temporary changes of residence.
Further, the commenter noted that this
plan should allow beneficiaries to

purchase their supplies from non-
contract suppliers in the event of an
emergency.

Response: We expect that our
educational program will address the
issue of beneficiaries who temporarily
change their residence during the course
of the year. We will address in a future
final rule the portions of this comment
pertaining to emergency situations and
the proposed policy for ensuring that
beneficiaries who maintain a permanent
residence in a competitive bidding area
but travel outside the area have
sufficient access to items while
traveling.

Comment: One commenter stated that
CMS should clearly specify in the final
rule, or require CBICs to identify, the
necessary telephone and internet
resources that beneficiaries may use to
raise questions and concerns related to
the competitive bidding program.

Response: We agree that beneficiaries
need to have access to appropriate
resources on the Medicare DMEPOS
Competitive Bidding Program. We note
that we are in the process of developing
our education and outreach campaign.
We expect to identify appropriate
telephone and internet resources for
beneficiaries to use, which may include
1-800-MEDICARE and
www.medicare.gov. Future guidance on
this will be forthcoming as we move
into the education and outreach phase
of competitive bidding.

Comment: Some commenters
recommended that a comprehensive
education process be organized and put
in place before implementation of the
Medicare DMEPOS Competitive Bidding
Program. A commenter stated that
competitive bidding will drastically
alter the way beneficiaries receive
needed medical products and supplies.

Response: We plan to conduct an
educational campaign for suppliers,
beneficiaries, and referral agents before
we begin the Medicare DMEPOS
Competitive Bidding Program. We agree
that this program may change the way
beneficiaries receive needed DMEPOS
items and the payment amount for these
items, but note that beneficiaries will
continue to have sufficient access to
needed DMEPOS items and services
under the program.

Comment: A few commenters stated
concerns about the enormity of
communicating to all referral sources
and our ability to communicate
effectively with beneficiaries,
particularly when they are traveling. A
commenter believed that beneficiaries
will not understand the DMEPOS
Competitive Bidding Program. The
commenter requested that we define
and publish plans for communicating

information about implementing the
program.

Response: Our outreach strategy will
have a consistent message that is readily
available and disseminated using a
variety of tools, techniques, and
informational sources. We also expect to
use appropriate educational resources to
educate beneficiaries on the specifics of
the program. These resources might
include 1-800—MEDICARE and
www.medicare.gov. In addition, we are
exploring the possibility of working
with beneficiary organizations and local
groups to conduct beneficiary outreach
and develop beneficiary-focused
communications. We also plan on
coordinating a proactive outreach
campaign at the national, regional and
state levels in which we expect to
provide accurate, reliable, relevant, and
understandable information about the
Medicare DMEPOS Competitive Bidding
Program. Through these activities, we
anticipate being able to sufficiently
educate beneficiaries on what they need
to know in order to obtain DMEPOS
items and services under the program.

Comment: One commenter indicated
that special attention should be given to
inner city, minority, and low income
populations who may be more difficult
to contact than the population at large.

Response: We understand that
Medicare beneficiaries are an extremely
diverse population with different
educational needs. We will consider
this diversity in developing and
implementing our education and
outreach program.

Comment: One commenter
recommended that we publish supplier
customer satisfaction survey results
and/or statistics on quality measures to
assist beneficiaries in making informed
decisions regarding contract supplier
selection. The commenter also stated
that we should not mislead beneficiaries
by stating that one focus of our
education efforts toward beneficiaries
will be the increased quality of products
that beneficiaries will be receiving as a
result of competitive bidding.

Response: We will be monitoring
beneficiary satisfaction under the
Medicare DMEPOS Competitive Bidding
Program and are in the process of
determining how best to measure it. We
expect that implementing DMEPOS
quality standards and accreditation will
lead to increased quality of items and
services throughout the DMEPOS
industry. Therefore, we believe it is
accurate to indicate in our education
campaign that beneficiaries will receive
improved quality DMEPOS items and
services under the Medicare DMEPOS
Competitive Bidding Program. We also
note that we expect to see this improved
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quality not just in the DMEPOS items
and services that are furnished by
contract suppliers under the Medicare
DMEPOS Competitive Bidding Program,
but in the items and services furnished
by all accredited DMEPOS suppliers.

Comment: A commenter suggested
that we should target direct mail or
disseminate information through high-
Medicare-volume physician offices
rather than through expensive direct-to-
consumer television or media
advertising. A commenter suggested that
we rely on the homecare supplier
community to educate beneficiaries.

Response: We are in the process of
finalizing our education and outreach
plan. We will consider the suggestion to
engage physicians and the homecare
supplier community in our efforts to
disseminate information through
physicians as we move forward with
this plan. However, we note that the
education and outreach strategy will
have a consistent message that is readily
available and disseminated through a
variety of tools, techniques, and
information sources.

Comment: One commenter suggested
that we use webinars (interactive Web-
based seminars) and teleconferences to
provide education on the competitive
bidding program. The commenter
suggested that the education and
outreach program start sooner rather
than later.

Response: We are in the process of
finalizing our education and outreach
campaign and will consider using
webinars and teleconferences as part of
our overall approach to disseminate
information as widely as possible. We
expect to disseminate our message
timely through a variety of tools,
techniques, and informational sources.

Comment: A commenter expressed
concern that beneficiaries would not
know about the implications of the
DMEPOS Competitive Bidding Program
until such time as they attempt to obtain
a particular item. Since many
beneficiaries are not able to go to a
pharmacy, the commenter observed that
we have a significant challenge in
educating beneficiaries and their
caregivers about the program. The
commenter also asserted that
beneficiaries should know that the type
and quality of DMEPOS items and
services they receive under the program
might be different from the ones they
are currently using. The commenter
added that beneficiary education
materials should provide information on
these important facts, and not just on
the benefits of competitive bidding.

Response: Our objective will be to
inform beneficiaries timely about all of
the changes that will affect them as a

result of the Medicare DMEPOS
Competitive Bidding Program. We are
aware of the challenges we face in
ensuring that beneficiaries understand
the program prior to attempting to
obtain items. As we have noted above,
our outreach strategy is to create a
consistent message that is disseminated
through a variety of tools, techniques
and information sources. We also expect
that as a result of implementing quality
standards and accreditation
requirements for all DMEPOS suppliers,
including suppliers that participate in
competitive bidding, beneficiaries will
be able to obtain high quality DMEPOS
items and services under the program.

C. Quality Standards for Suppliers of
DMEPOS

Section 302(a)(1) of the MMA added
section 1834(a)(20) to the Act, which
requires the Secretary to establish and
implement DMEPOS quality standards
for suppliers of certain items, including
consumer service standards, to be
applied by recognized independent
accreditation organizations. Suppliers of
DMEPOS must comply with the quality
standards in order to furnish any item,
for which payment is made under Part
B, and to receive and retain a supplier
billing number used to submit claims
for reimbursement for any such item for
which payment may be made under
Medicare. Section 1834(a)(20)(D) of the
Act requires us to apply these DMEPOS
quality standards to suppliers of the
following items for which we deem the
DMEPOS quality standards to be
appropriate:

e Covered items, as defined in section
1834(a)(13) of the Act, for which
payment may be made under section
1834(a);

e Prosthetic devices and orthotics and
prosthetics described in section
1834(h)(4)of the Act; and

o Items described in section
1842(s)(2) of the Act, which include
medical supplies; home dialysis
supplies and equipment; therapeutic
shoes; parenteral and enteral nutrients,
equipment, and supplies;
electromyogram devices; salivation
devices; blood products; and transfusion
medicine.

Section 1834(a)(20)(E) of the Act
explicitly authorizes the Secretary to
establish the DMEPOS quality standards
by program instruction or otherwise
after consultation with representatives
of relevant parties. After consulting with
a wide range of stakeholders, we
determined that it was in the best
interest of the industry and beneficiaries
to publish the DMEPOS quality
standards through program instructions
and select the accreditation

organizations in order to ensure that
suppliers that want to participate in
competitive bidding will know what
DMEPOS quality standards they must
meet in order to be awarded a contract.

After consultation with a wide range
of stakeholders, we published the draft
DMEPOS quality standards on the CMS
Web site at http://www.cms.hhs.gov/
CompetitiveAcqforDMEPOS/ and
provided for a 60-day public comment
period. We received more than 5,600
public comments on the draft quality
standards. After careful consideration of
all comments, these quality standards
will be published shortly on the CMS
Web site. They will be available at
http://www.cms.hhs.gov/
competitiveAcqforDMEPOS/. The
DMEPOS quality standards will become
effective for use as part of the
accreditation selection process when
posted on the Web site. The quality
standards will be applied by the
accreditation organizations, and all
suppliers of DMEPOS and other items to
which section 1834(a)(20) of the Act
applies will be required to meet them as
part of the accreditation process.

As is authorized under section
1834(a)(20)(E)of the Act, we will be
establishing the DMEPOS quality
standards through program instruction
and will publish them on our Web site.
Although we previously stated that we
would propose to address DMEPOS
supplier requirements for enrollment
and enforcement procedures in a future
rule, we do not plan on issuing another
rule concerning these issues at this time.

Comment: Several commenters
expressed concern that the quality
standards had not yet been issued in
final form. One commenter stated that
issuing final quality standards and
selecting accreditation organizations are
essential tasks for starting the
competitive bidding program. A
commenter requested that we extend the
comment period on the May 1, 2006
proposed rule for 120 days so that the
commenter could develop detailed
responses to a number of issues raised
in the proposed rule, including the
finalization of quality standards and the
impact of the proposed rule on
coordination of care. Other commenters
suggested that we should provide
additional time for suppliers to analyze
the quality standards in conjunction
with our proposed rule on competitive
bidding and to identify criteria we will
use to identify accrediting bodies.

Response: We agree that the quality
standards are a key factor in ensuring
the success of the Medicare DMEPOS
Competitive Bidding Program. We have
provided for extensive opportunity for
public input on the quality standards. In
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addition to seeking the advice of the
Program Advisory and Oversight
Committee (PAOC), discussed in more
detail in the May 1, 2006 proposed rule
at 71 FR 25658, we posted the draft
quality standards on our Web site on
September 26, 2005 for a public
comment period that ended November
28, 2005. After careful consideration of
all comments, these quality standards
will be published on the CMS Web site
at http://www.cms.hhs.gov/
competitiveAcqforDMEPOS/. The
DMEPOS quality standards will become
effective for use as part of the
accreditation selection process when
posted on the Web site. We believe that
this public process provided sufficient
opportunity for stakeholders to
comment on the draft quality standards
and do not believe that granting an
extension of the comment period on the
May 1, 2006 proposed rule or additional
time to comment on the draft quality
standards themselves is necessary.

Comment: Several commenters
suggested that we not implement
competitive bidding until we issue
quality standards and select
accreditation organizations.
Commenters also specifically suggested
that we should not select the 10 MSAs
for the first phase of competitive
bidding until we issue quality standards
and select accreditation organizations.

Response: As noted earlier, we expect
to issue the quality standards in the near
future. We expect to identify the 10
competitive bidding areas in which
competitive bidding will take place after
we publish a future final rule on the
Medicare DMEPOS Competitive Bidding
Program. Our proposals for selecting
accreditation organizations are
discussed in section X.D of this final
rule.

Comment: A commenter
recommended that we base our quality
standards on the existing standards used
by the Accreditation Commission for
Health Care (ACHC), Community Health
Accreditation Program (CHAPS), and
Joint Commission on Accreditation of
Healthcare Organizations (JCAHO). One
commenter encouraged us to include
diabetes management experts in the
development of the DMEPOS quality
standards.

Response: These comments appear to
concern the substantive nature of the
draft quality standards that were
developed and published on our Web
site on September 26, 2005. We expect
to respond to all the comments that we
received on the draft DMEPOS quality
standards in an accompanyin
document that will be published shortly
on the CMS Web site at http://
www.cms.hhs.gov/

competitiveAcqforDMEPOS/. The
DMEPOS quality standards will become
effective for use as part of the
accreditation selection process when
posted on the Web site.

Comment: Seven commenters
supported the implementation of quality
standards, while others opposed the
implementation of additional quality
standards and accreditation
requirements. Another commenter
suggested that quality standards should
be appropriate, realistic, and clearly
defined.

Response: We appreciate the
comments that expressed support for
the establishment and implementation
of DMEPOS quality standards, which is
mandated by section 1834(a)(20) of the
Act. We have worked collaboratively
with a wide range of stakeholders to
ensure that the quality standards are
reflective of best industry practices for
business and beneficiary services.

Comment: One commenter
recommended that CMS provide its
proposed revisions to the draft quality
standards to the Program Advisory and
Oversight Committee (PAOC) for review
and comment before adopting these
standards in final form. The commenter
also recommended that CMS use these
final standards to identify appropriate
accreditation organizations for DMEPOS
suppliers.

Response: These comments appear to
concern the substantive nature of the
draft quality standards that were
developed and published on our Web
site on September 26, 2005. We expect
to respond to all the comments that we
received on the draft DMEPOS quality
standards in an accompanying
document that will be published shortly
on the CMS Web site at http://
www.cms.hhs.gov/
competitiveAcqforDMEPOS/.

D. Accreditation for Suppliers of
DMEPOS and Other Items

Section 1834(a)(20)(B) of the Act
requires the Secretary, notwithstanding
section 1865(b) of the Act, to designate
and approve one or more independent
accreditation organizations to apply the
DMEPOS quality standards to suppliers
of DMEPOS and other items. Section
1865(b) of the Act sets forth the general
procedures for CMS to designate
national accreditation organizations that
can deem suppliers to meet Medicare
conditions of participation or coverage
if they are accredited by a national
accreditation organization approved by
CMS. Certain limited types of suppliers
have a choice between having the State
agency or the CMS-approved
accreditation organization survey them
pursuant to our regulation at § 488.6. If

such suppliers select the CMS-approved
accreditation organization and meet the
accreditation organization’s standards,
we deem them to have met the Medicare
conditions of participation or coverage.
We are responsible for the oversight and
monitoring of the State agencies and the
approved accreditation organizations.
The procedures, implemented by the
Secretary, for designating non-DMEPOS
accreditation organizations and the
Federal review process for accreditation
organizations are located at parts 422
(for Medicare Advantage organizations)
and 488 (for most providers and certain
suppliers).

To accommodate DMEPOS suppliers
that wish to participate in the Medicare
DMEPOS Competitive Bidding Program,
we will phase-in the accreditation
process and give preference to
accreditation organizations to prioritize
their surveys to accredit suppliers in the
selected competitive bidding areas. We
will specify the approval submission
procedures for accreditation
organizations to accredit DMEPOS
suppliers after this rule is finalized.

Section 1847(b)(2)(A)(i) of the Act
specifies that a contract may not be
awarded to any entity unless the entity
meets applicable DMEPOS quality
standards specified by the Secretary
under section 1834(a)(20) of the Act.
Any DMEPOS supplier seeking to
participate in the Medicare DMEPOS
Competitive Bidding Program will need
to satisfy the DMEPOS quality standards
issued under section 1834(a)(20) of the
Act. In addition, section 1834(a)(20) of
the Act gives us the authority to
establish through program instructions
or otherwise DMEPOS quality standards
for all suppliers of DMEPOS and other
items, including those who do not
participate in competitive bidding, and
to designate one or more independent
accreditation organizations to
implement the DMEPOS quality
standards.

In the May 1, 2006 proposed rule (71
FR 25684), to ensure the integrity of
suppliers’ businesses and products, we
proposed to revise § 424.57 of our
existing regulations and add a new
§424.58.

E. Special Payment Rules for Items
Furnished by DMEPOS Suppliers and
Issuance of DMEPOS Supplier Billing
Privileges (§ 424.57)

In accordance with sections
1834(a)(20) and 1834(j)(1)(B)(ii)(IV) of
the Act, in the May 1, 2006 proposed
rule (71 FR 25685), we proposed to
revise § 424.57 to specify in a proposed
new paragraph (c)(22) that all suppliers
of DMEPOS and other items be
accredited by a CMS-approved
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accreditation organization to receive
and retain a supplier billing number.
We proposed the following definitions
under § 424.57(a): “CMS-approved
accreditation organization” would mean
a recognized independent accreditation
organization approved by CMS under
§424.58; an ‘“Accredited DMEPOS
supplier” would mean a supplier that
has been accredited by a recognized
independent accreditation organization
meeting the requirements of and
approved by CMS in accordance with
§424.58; and an ‘‘Independent
accreditation organization” would mean
an accreditation organization that
accredits a supplier of DMEPOS and
other items and services for a specific
DMEPOS product category or a full line
of DMEPOS product categories.

Comment: Four commenters
supported our proposed requirement at
§424.57(c)(22) that all DMEPOS
suppliers be accredited by a CMS-
approved accreditation organization in
order to receive a supplier number. One
commenter expressed concern that some
accreditation organizations might be
unsuitable to accredit DMEPOS
suppliers because these organizations
have a hospital and home health
nursing orientation and lack an
understanding of how suppliers
function, while another commenter
noted that currently, the standards of
accreditation organizations vary greatly.
Another commenter stated that they
were uncertain as to how CMS planned
to proceed with its accreditation process
for the retail pharmacy industry and to
conform to standards not yet developed
for a retail pharmacy or mail order
pharmacy. Another commenter asked
whether we had selected accreditation
organizations.

Response: We will take into
consideration the uniqueness of the
DMEPOS environment by considering
proposals from those accreditation
organizations that can demonstrate their
skills, knowledge, and ability, to survey
the DMEPOS supplier industry. We
hope to receive proposals from those
accreditation organizations that have
experience with specialized supplies
(such as orthotics and prosthetics) or
supplier types (such as pharmacies and
physicians’ offices).

Comment: Several commenters noted
that the costs of meeting quality
standards and accreditation
requirements will cause suppliers to
furnish inexpensive equipment and that
some suppliers of purchased equipment
will not provide service that
beneficiaries are not trained to perform.

Response: We believe that the
DMEPOS quality standards represent
basic good business practices and that

meeting the DMEPOS quality standards
will result in improved quality of items
and services furnished to Medicare
beneficiaries. Approving accreditation
organizations that only accredit one
supplier type gives a small business
owner the opportunity to reduce its
accreditation cost. In the impact
analysis, we have assumed costs to be
on the average of $3,000 over a 3-year
period.

Comment: One commenter
recommended that we require all
suppliers to receive accreditation.
Another commenter stated that
currently an accrediting body would
consider a new location of an accredited
supplier to be accredited without
conducting an on-site visit. The
commenter recommended that CMS
make an allowance for this situation and
consider any new location associated
with an already-accredited supplier to
qualify for the immediate issuance of a
Medicare supplier number, followed up
by a subsequent accreditation survey.

Response: We agree and will require
enrolled, accredited D