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Table 11 — FY 2005 Labor-Related Share

Relative importance, Relative importance,
labor-related, labor-related,

FY 2004 (97 index) FY 2005 (97 index)
Wages and salaries 55.115 54.720
Employee benefits 11.304 11.595
Nonmedical professional fees 2.651 2.688
Labor-intensive services 4.130 4.125
Capital-related 3.172 3.094
Total 76.372 76.222

A. Use of the Skilled Nursing Facility
Market Basket Percentage

Section 1888(e)(5)(B) of the Act
defines the SNF market basket
percentage as the percentage change in
the SNF market basket index, as
described in the previous section, from
the average of the prior fiscal year to the
average of the current fiscal year. For
the Federal rates established in this
notice, the percentage increase in the
SNF market basket index is used to
compute the update factor occurring
between FY 2004 and FY 2005. We used
the Global Insight, Inc. (formerly DRI-
WEFA), 2nd quarter 2004 forecasted
percentage increase in the FY 1997-
based SNF market basket index for
routine, ancillary, and capital-related
expenses, described in the previous
section, to compute the update factor.
Finally, we no longer compute update
factors to adjust a facility-specific
portion of the SNF PPS rates, because
the three-year transition period from
facility-specific to full Federal rates that
started with cost reporting periods
beginning in July of 1998 has expired.

B. Market Basket Forecast Error
Adjustment

As discussed in the June 10, 2003,
supplemental proposed rule (68 FR
34768) and finalized in the August 4,
2003, final rule (68 FR 46067), the
regulations at 42 CFR 413.337(d)(2)
provide for an adjustment to account for
market basket forecast error. The initial
adjustment applied to the update of the
FY 2003 rate that occurred in FY 2004,
and took into account the cumulative
forecast error for the period from FY
2000 through FY 2002. Subsequent
adjustments in succeeding FYs take into
account the forecast error from the most
recently available fiscal year for which
there is final data, and are applied
whenever the difference between the
forecasted and actual change in the
market basket exceeds a 0.25 percentage

point threshold. As discussed
previously in section I.G of this notice,
as the difference between the estimated
and actual amounts of increase in the
market basket index for FY 2003 (the
most recently available fiscal year for
which there is final data) did not exceed
the 0.25 percentage point threshold, the
payment rates for FY 2005 do not
include a forecast error adjustment.

C. Federal Rate Update Factor

Section 1888(e)(4)(E)(ii)(IV) of the Act
requires that the update factor used to
establish the FY 2005 Federal rates be
at a level equal to the full market basket
percentage change. Accordingly, to
establish the update factor, we
determined the total growth from the
average market basket level for the
period of October 1, 2003 through
September 30, 2004 to the average
market basket level for the period of
October 1, 2004 through September 30,
2005. Using this process, the market
basket update factor for FY 2005 SNF
Federal rates is 2.8 percentage points.
We used this revised update factor to
compute the Federal portion of the SNF
PPS rate shown in Tables 2 and 3.

IV. Consolidated Billing

As established by section 4432(b) of
the BBA, the consolidated billing
requirement places with the SNF the
Medicare billing responsibility for
virtually all of the services that the
SNF’s residents receive, except for a
small number of services that the statute
specifically identifies as being excluded
from this provision. Section 103 of the
BBRA amended this provision by
further excluding a number of
individual services, identified by
Healthcare Common Procedure Coding
System (HCPCS) code, within several
broader categories that otherwise
remained subject to the provision.
Section 313 of the BIPA further
amended this provision by repealing its
Part B aspect; that is, its applicability to

services furnished to a resident during
an SNF stay that Medicare does not
cover. (However, physical,
occupational, and speech-language
therapy remain subject to consolidated
billing, regardless of whether the
resident who receives these services is
in a covered Part A stay.)

Among the services that sections
1888(e)(2)(A)(ii) through (iii) of the Act
exclude from the consolidated billing
requirement are those of physicians and
certain other specified types of medical
practitioners, which remain separately
billable to Part B when furnished to an
SNF’s Part A resident. Since the statute
does not exclude the services of rural
health clinics (RHCs) or Federally
Qualified Health Centers (FQHCs), we
have always regarded those specified
types of practitioner services, when
furnished to an SNF’s Part A resident by
an RHC or FQHC, as being a part of RHC
or FQHC services (which are subject to
consolidated billing). However, section
410 of the MMA amended section
1888(e)(2)(A)(iv) of the Act to specify
that when an RHC or FQHC furnishes
the services of a physician, or another
type of service that section
1888(e)(2)(A)(ii) of the Act identifies as
being excluded from SNF consolidated
billing, those services do not become
subject to consolidated billing merely by
virtue of being furnished under the
auspices of the RHC or FQHC. In effect,
this amendment enables such services
to retain their separate identity as
excluded “practitioner” services in this
context, rather than being treated as
bundled “RHC” or “FQHC” services. As
such, these services would remain
separately billable to Part B when
furnished to a resident of the SNF
during a covered Part A stay. The MMA
specifies that this provision becomes
effective with services furnished on or
after January 1, 2005. In accordance
with added section 1888(e)(2)(A)(iv) of
the Act, this provision applies to the
following excluded service categories,
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as identified in section 1888(e)(2)(A)(ii)
of the Act:

¢ Physician services.

e Services of physician assistants
working under a physician’s
supervision.

e Services of nurse practitioners and
clinical nurse specialists working in
collaboration with a physician.

e Certified nurse-midwife services.

¢ Qualified psychologist services.

o Certified registered nurse
anesthetist services.

e Home dialysis supplies and
equipment, self-care home dialysis
support services, and institutional
dialysis services and supplies as
described in section 1861(s)(2)(F) of the
Act.

e Erythropoietin (EPO) for certain
dialysis patients as described in section
1861(s)(2)(0) of the Act, subject to
methods and standards established by
the Secretary in regulations for its safe
and effective use (see §§405.2163(g) and
(h)).

Further, we note that the amendment
enacted in section 410 of the MMA does
not affect the applicability of the
consolidated billing requirement to any
physical, occupational, or speech-
language therapy services furnished by
RHCs and FQHCs. As specified in
section 1888(e)(2)(A)(ii) of the Act, such
services are always subject to SNF
consolidated billing, even when
performed by a type of practitioner
whose services would otherwise be
excluded from this provision.

V. Application of the SNF PPS to SNF
Services Furnished by Swing-Bed
Hospitals

In accordance with section 1888(e)(7)
of the Act (as amended by section 203
of the BIPA), Part A pays critical access
hospitals (CAHs) on a reasonable cost
basis for SNF services furnished under
a swing-bed agreement. However, as
noted previously in section I.A of this
notice, the services furnished by non-
CAH rural hospitals are paid under the
SNF PPS. In the July 31, 2001 final rule
(66 FR 39562), we announced the
conversion of swing-bed rural hospitals
to the SNF PPS, effective with the start
of the provider’s first cost reporting
period beginning on or after July 1,
2002. We selected this date consistent
with the statutory provision to integrate
swing-bed rural hospitals into the SNF
PPS by the end of the SNF transition
period, June 30, 2002.

As of June 30, 2003, all swing-bed
rural hospitals have come under the
SNF PPS. Therefore, all rates and wage
indexes outlined in earlier sections of
this notice for SNF PPS also apply to all
swing-bed rural hospitals. A complete

discussion of assessment schedules, the
MDS and the transmission software,
Raven-SB for Swing Beds can be found
in the July 31, 2001 final rule (66 FR
39562). The latest changes in the MDS
for swing-bed rural hospitals are listed
on our SNF PPS Web site, http://
www.cms.hhs.gov/providers/snfpps/
default.asp.

VI. Collection of Information
Requirements

This document does not impose
information collection and
recordkeeping requirements.
Consequently, it need not be reviewed
by the Office of Management and
Budget under the authority of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

VII. Regulatory Impact Analysis
A. Overall Impact

We have examined the impacts of this
notice as required by Executive Order
12866 (September 1993, Regulatory
Planning and Review), the Regulatory
Flexibility Act (RFA) (September 16,
1980, Pub. L. 96—-354), section 1102(b) of
the Social Security Act (the Act), the
Unfunded Mandates Reform Act of 1995
(UMRA, Pub. L. 104—4), and Executive
Order 13132.

Executive Order 12866 (as amended
by Executive Order 13258, which
merely assigns responsibility of duties)
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). A regulatory impact analysis
(RIA) must be prepared for major rules
with economically significant effects
($100 million or more in any 1 year).
This notice is major, as defined in Title
5, United States Code, section 804(2),
because we estimate the impact of the
standard update will be to increase
payments to SNFs by approximately
$440 million.

The update set forth in this notice
applies to payments in FY 2005.
Accordingly, the analysis that follows
describes the impact of this one year
only. In accordance with the
requirements of the Act, we will publish
a notice for each subsequent FY that
will provide for an update to the
payment rates and include an associated
impact analysis.

The RFA requires agencies to analyze
options for regulatory relief of small
businesses. For purposes of the RFA,
small entities include small businesses,

nonprofit organizations, and
government agencies. Most SNFs and
most other providers and suppliers are
small entities, either by their nonprofit
status or by having revenues of $11.5
million or less in any 1 year. For
purposes of the RFA, approximately 53
percent of SNFs are considered small
businesses according to the Small
Business Administration’s latest size
standards with total revenues of $11.5
million or less in any 1 year (for further
information, see 65 FR 69432,
November 17, 2000). Individuals and
States are not included in the definition
of a small entity. In addition,
approximately 29 percent of SNF's are
nonprofit organizations.

This notice updates the SNF PPS rates
published in the August 4, 2003 final
rule (68 FR 46036) and the associated
correction notice (68 FR 55882,
September 29, 2003), thereby increasing
aggregate payments by an estimated
$440 million. As indicated in Table 12,
the effect on facilities will be an
aggregate positive impact of 2.8 percent.
We note that some individual providers
may experience larger increases in
payments than others due to the
distributional impact of the FY 2005
wage indices and the degree of Medicare
utilization. While this notice is
considered major, its overall impact is
extremely small; that is, less than 3
percent of total SNF revenues from all
payor sources. As the overall impact is
positive on the industry as a whole, and
on small entities specifically, it is not
necessary to consider regulatory
alternatives.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of
a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 604 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of
a Metropolitan Statistical Area and has
fewer than 100 beds. Because the
payment rates set forth in this notice
also affect rural hospital swing-bed
services, we believe that this notice will
have a positive fiscal impact on small
rural hospitals. However, because this
incremental increase in payments for
Medicare swing-bed services is
relatively minor in comparison to
overall rural hospital revenues, this
notice will not have a significant impact
on the overall operations of these small
rural hospitals.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
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rule that may result in an expenditure
in any 1 year by State, local, or tribal
governments, in the aggregate, or by the
private sector, of $110 million or more.
This notice will increase payments to
SNFs by 2.8 percent, but will have no
other substantial effect on State, local,
or tribal governments. Again, we believe
that the aggregate impact of this notice
is positive, and does not meet the
significance thresholds for determining
added costs under the Unfunded
Mandates Reform Act.

Executive Order 13132 establishes
certain requirements that an agency
must meet when it promulgates
regulations that impose substantial
direct requirement costs on State and
local governments, preempts State law,
or otherwise has Federalism
implications. As stated above, this
notice will have no substantial effect on
State and local governments.

B. Anticipated Effects

This notice sets forth updates of the
SNF PPS rates contained in the August
4, 2003 final rule (68 FR 46036) and the
associated correction notice (68 FR
55882, September 29, 2003). The impact
analysis of this notice represents the
projected effects of the changes in the
SNF PPS from FY 2004 to FY 2005. We
estimate the effects by estimating
payments while holding all other
payment variables constant. We use the
best data available, but we do not
attempt to predict behavioral responses
to these changes, and we do not make
adjustments for future changes in such
variables as days or case-mix.

This analysis incorporates the latest
estimates of growth in service use and
payments under the Medicare SNF
benefit, based on the latest available
Medicare claims from 2002. We note

that certain events may combine to limit
the scope or accuracy of our impact
analysis, because such an analysis is
future-oriented and, thus, very
susceptible to forecasting errors due to
other changes in the forecasted impact
time period. Some examples of such
possible events are newly-legislated
general Medicare program funding
changes by the Congress, or changes
specifically related to SNFs. In addition,
changes to the Medicare program may
continue to be made as a result of the
BBA, the BBRA, the BIPA, the MMA, or
new statutory provisions. Although
these changes may not be specific to the
SNF PPS, the nature of the Medicare
program is such that the changes may
interact, and the complexity of the
interaction of these changes could make
it difficult to predict accurately the full
scope of the impact upon SNFs.

In accordance with section
1888(e)(4)(E) of the Act, the payment
rates for FY 2005 are updated by a factor
equal to the full market basket index
percentage increase to determine the
payment rates for FY 2005. We note that
in accordance with section 101(a) of the
BBRA and section 314 of the BIPA, the
existing, temporary increase in the per
diem adjusted payment rates of 20
percent for certain specified RUGs (and
6.7 percent for certain others) remains
in effect until the implementation of
case-mix refinements in the SNF PPS.
Similarly, the special AIDS add-on
established by section 511 of the MMA
remains in effect until the
implementation of case-mix
refinements. In updating the rates for FY
2005, we made a number of standard
annual revisions and clarifications
mentioned elsewhere in this notice (for
example, the update to the wage and

market basket indices used for adjusting
the Federal rates). These revisions will
increase payments to SNFs by
approximately $440 million.

The impacts are shown in Table 12.
The breakdown of the various categories
of data in the table follows.

The first column shows the
breakdown of all SNFs by urban or rural
status, hospital-based or freestanding
status, and census region.

The first row of figures in the first
column describes the estimated effects
of the various changes on all facilities.
The next six rows show the effects on
facilities split by hospital-based,
freestanding, urban, and rural
categories. The next twenty rows show
the effects on urban versus rural status
by census region. The final four rows
show the effects on facilities by
ownership type.

The second column in the table shows
the number of facilities in the impact
database.

The third column of the table shows
the effect of the annual update to the
wage index. The total impact of this
change is zero percent; however, there
are distributional effects of the change.

The fourth column of the table shows
the effect of all of the changes on the FY
2005 payments. The market basket
increase of 2.8 percentage points is
constant for all providers and, though
not shown individually, is included in
the total column. It is projected that
aggregate payments will increase by 2.8
percent in total, assuming facilities do
not change their care delivery and
billing practices in response.

As can be seen from this table, the
combined effects of all of the changes
vary by specific types of providers and
by location.
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Table 12
Projected Impact of FY 2005 Update to the SNF PPS

Wage | Total FY
Number of | RS | 77005
facilities
Change| change

Total 15,252 0.0% 2.8%

Urban 10,016 0.0% 2.8%

Rural 5,236 0.0% 2.8%

Hospital based 984 0.1% 2.9%

urban

Freestanding 8,466 0.0% 2.8%

urban

Hospital based 640 0.1% 2.9%

rural

Freestanding 3,708 0.0% 2.8%

rural

Urban by

region

New England 913 |-0.6% 2.2%

Middle 1,526 |-0.7% 2.1%

Atlantic

South Atlantic 1,610 0.3% 3.1%

East North 1,943 0.2% 3.0%

Central

East South 456 0.0% 2.8%

Central

West North 691 0.4% 3.2%

Central

West South 965 0.8% 3.6%

Central

Mountain 432 |-0.4% 2.4%

Pacific 1,473 0.4% 3.2%

Rural by

region

New England 149 0.1% 2.9%

Middle 254 1-0.4% 2.4%

Atlantic

South Atlantic 715 1-0.2% 2.6%

East North 948 0.1% 2.9%

Central

East South 595 |-0.4% 2.4%

Central

West North 1,220 0.5% 3.3%

‘ICentral

West South 817 0.4% 3.2%

Central

Mountain 330 |-0.2% 2.6%

Pacific 208 0.0% 2.8%

Cwnership

Government 712 0.0% 2.8%

Proprietary 9,457 0.0% 2.8%

Voluntary 3,605 0.0% 2.8%
C. Alternatives Considered 1998. This section of the statute specifies that the base year cost data to

) . prescribes a detailed formula for be used for computing the RUG-III
Section 1888(e) of the Act establishes calculating payment rates under the payment rates must be from FY 1995

the SNF PPS for the} payment of ) SNF PPS, and does not provide for the (October 1, 1994, through September 30,
Medicare SNF services for cost reporting use of any alternative methodology. It 1995.) In accordance with the statute,

periods beginning on or after July 1,
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we also incorporated a number of
elements into the SNF PPS, such as
case-mix classification methodology, the
MDS assessment schedule, a market
basket index, a wage index, and the
urban and rural distinction used in the
development or adjustment of the
Federal rates. Further, section
1888(e)(4)(H) of the Act specifically
requires us to disseminate the payment
rates for each new fiscal year through
the Federal Register, and to do so before
the August 1 that precedes the start of
the new fiscal year. Accordingly, we are
not pursuing alternatives with respect to
the payment methodology. Further, as
discussed previously in section IL.B of
this notice, we are not implementing
case-mix refinements at the present
time, but instead are proceeding with
our ongoing research in this area.

D. Conclusion

This notice does not initiate any
policy changes with regard to the SNF
PPS; rather, it simply provides an
update to the rates for FY 2005.
Therefore, for the reasons set forth in
the preceding discussion, we are not
preparing analyses for either the RFA or
section 1102(b) of the Act, because we
have determined that this notice will
not have a significant economic impact
on a substantial number of small entities
or a significant impact on the operations
of a substantial number of small rural
hospitals.

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

VIII. Waiver of Proposed Rulemaking

We ordinarily publish a notice of
proposed rulemaking in the Federal
Register to provide a period for public
comment before the provisions of a
notice such as this take effect. We can
waive this procedure, however, if we
find good cause that notice and
comment procedure is impracticable,
unnecessary, or contrary to the public
interest and incorporate a statement of
the finding and the reasons for it into
the notice issued.

We believe it is unnecessary to
undertake notice-and-comment
rulemaking in this instance, as the
statute requires annual updates to the
SNF PPS rates, the methodologies used
to update the rates have been previously
subject to public comment, and this
notice initiates no policy changes with
regard to the SNF PPS but simply
reflects the application of previously
established methodologies. Therefore,
we find good cause to waive notice and
comment procedures.

(Catalog of Federal Domestic Assistance
Program No. 93.773, Medicare-Hospital
Insurance Program; and No. 93.774,
Medicare-Supplementary Medical Insurance
Program)

Dated: June 24, 2004.
Mark B. McClellan,
Administrator, Centers for Medicare &
Medicaid Services.
Dated: July 27, 2004.
Tommy G. Thompson,
Secretary.
[FR Doc. 04—17443 Filed 7—-29-04; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

[CMS—-4068-N]

Medicare Program; Open Public
Meeting Regarding the Development of
the Model Guidelines for Categories
and Classes of Drugs

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Notice of meeting.

SUMMARY: This notice announces a
public meeting to provide
pharmaceutical benefit managers and
other interested parties, an opportunity
to provide individual comments on the
Model Guidelines for Classes and
Categories of Drugs (Model Guidelines)
developed by the United States
Pharmacopeia (USP). Interested parties
include beneficiaries, advocacy groups,
managed care organizations, trade and
professional associations, prescription
drug plans, healthcare practitioners,
providers, pharmaceutical
manufacturers, and others. USP is a
nongovernmental organization, as set
forth under the Medicare Prescription
Drug, Improvement, and Modernization
Act of 2003 (MMA). The MMA provides
for the development of Model
Guidelines by USP in consultation with
pharmaceutical benefit managers and
other interested parties.

DATES: The meeting is scheduled for
August 27, 2004, from 9 a.m. until 4
p-m. e.d.t. This meeting is open to the
public.

ADDRESSES: The meeting will be held in
Baltimore, MD at the Wyndham
Baltimore-Inner Harbor, 101 West
Fayette Street. Phone: 410-752-1100.
The meeting will be organized by the
United States Pharmacopeia with
support from its meeting coordinator,
Conferon Inc.

FOR FURTHER INFORMATION CONTACT:
Kelly Coates, United States
Pharmacopeia at 12601 Twinbrook
Parkway, Rockville, MD 20852,
conferences@usp.org, (301) 816—8130.

SUPPLEMENTARY INFORMATION:
I. Background

The Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (MMA) (Pub. L. 108-173, enacted
on December 8, 2003) establishes a new
prescription drug benefit under Part D
of the Medicare Program through
competing prescription drug plans. The
Secretary will approve or disapprove
prescription drug plans based on
various requirements in the statute,
including the requirements specified in
section 1860D-11(e)(2)(D)(@i) and (ii) of
the MMA. One of the requirements is
that the Secretary does not find that the
design of the plan and its benefits are
likely to discourage enrollment by
certain Part D eligible individuals. The
Secretary may not find that the design
of categories and classes within a
formulary discourages enrollment if the
categories and classes are consistent
with Model Guidelines established by
United States Pharmacopeia (USP).

In an effort to establish these
guidelines, MMA requires the Secretary
to request USP to develop, in
consultation with pharmaceutical
benefit managers and other interested
parties, a list of categories and classes
(Model Guidelines) that may be used by
prescription drug plans and to revise the
classification from time to time to reflect
changes in therapeutic uses of covered
Part D drugs and additions of new
covered Part D drugs. At the request of
the Secretary and as specified in section
1860D—4(b)(3)(C)(ii) of the MMA, USP is
in the process of developing the Model
Guidelines that may be used by
prescription drug plans and is seeking
comments on the draft Model
Guidelines.

1I. Provisions of the Notice

The purpose of this meeting is to
provide information on the draft of the
Model Guidelines for Classes and
Categories of Drugs to be used in Part D
plan formularies and to allow for public
comment.

Meeting Format: USP Staff and the
USP Medicare Model Guideline Expert
Committee (Expert Committee) will
present a draft of the Model Guidelines
and the approach and methodology of
establishing the Model Guidelines.
Interested persons may present data,
information, or views orally or in
writing, on issues directly related to the
Model Guidelines.



