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Medicare Program; Revisions to Payment Policies, Five-Year
Review of Work Relative Value Units, Changes to the
Practice Expense Methodology Under the Physician Fee
Schedule, and Other Changes to Payment Under Part B;
Revisions to the Payment Policies of Ambulance Services
Under the Fee Schedule for Ambulance Services; and
Ambulance Inflation Factor Update for CY 2007.

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

ACTION: Final rule with comment period.

SUMMARY: This final rule with comment period addresses
certain provisions of the Deficit Reduction Act of 2005, as
well as making other changes to Medicare Part B payment
policy. These changes are intended to ensure that our
payment systems are updated to reflect changes in medical
practice and the relative value of services. This final
rule with comment period also discusses geographic practice
cost indices (GPCI) changes; requests for additions to the

list of telehealth services; payment for covered outpatient
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drugs and biologicals; payment for renal dialysis services;
policies related to private contracts and opt-out; policies
related to bone mass measurement (BMM) services,
independent diagnostic testing facilities (IDTFs), the
physician self-referral prohibition; laboratory billing for
the technical component (TC) of physician pathology
services; the clinical laboratory fee schedule;
certification of advanced practice nurses; health
information technology, the health care information
transparency initiative; updates the list of certain
services subject to the physician self-referral
prohibitions, finalizes ASP reporting requirements, and
codifies Medicare’s longstanding policy that payment of bad
debts associated with services paid under a fee
schedule/charge-based system are not allowable.

We are also finalizing the calendar year (CY) 2006
interim RVUs and are issuing interim RVUs for new and
revised procedure codes for CY 2007.

In addition, this rule includes revisions to payment
policies under the fee schedule for ambulance services and
the ambulance inflation factor update for CY 2007.

As required by the statute, we are announcing that the

physician fee schedule update for CY 2007 is -5.0 percent,
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the initial estimate for the sustainable growth rate for
CY 2007 is 2.0 percent and the CF for CY 2007 is $35.9848.

DATES: Effective Date: These regulations are effective on

[OFR--insert date 60 days after date of display in the
Federal Register].

Comment Date: Comments will be considered if we receive

them at one of the addresses provided below, no later than
5 p.m. on [OFR--insert date 60 days after date of display
in the Federal Register].
ADDRESSES: 1In commenting, please refer to file code
CMS-1321-FC. Because of staff and resource limitations, we
cannot accept comments by facsimile (FAX) transmission.

You may submit comments in one of three ways (no
duplicates, please):

1. Electronically. You may submit electronic

comments on specific issues in this regulation to

http://www.cms.hhs.gov/eRulemaking. Click on the link

“Submit electronic comments on CMS regulations with an open

comment period.” (Attachments should be in Microsoft Word,

WordPerfect, or Excel; however, we prefer Microsoft Word.)
2. By mail. You may mail written comments (one

original and two copies) to the following address ONLY:
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Centers for Medicare & Medicaid Services,

Department of Health and Human Services,

Attention: CMS-1321-FC,

P.O. Box 8014

Baltimore, MD 21244-8014.

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

3. By express or overnight mail. You may send

written comments (one original and two copies) to the
following address ONLY:
Centers for Medicare & Medicaid Services,
Department of Health and Human Services,
Attention: CMS-1321-FC,
Mail Stop C4-26-05,
7500 Security Boulevard,
Baltimore, MD 21244-1850.

4. By hand or courier. If you prefer, you may deliver

(by hand or courier) your written comments (one original
and two copies) before the close of the comment period to
one of the following addresses. If you intend to deliver
your comments to the Baltimore address, please call
telephone number (410) 786-7197 in advance to schedule your

arrival with one of our staff members.
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Room 445-G, Hubert H. Humphrey Building,

200 Independence Avenue, SW.,

Washington, DC 20201; or

7500 Security Boulevard,

Baltimore, MD 21244-1850.

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

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

Submission of comments on paperwork requirements. You

may submit comments on this document's paperwork
requirements by mailing your comments to the addresses
provided at the end of the "Collection of Information
Requirements" section in this document.

For information on viewing public comments, see the

beginning of the "SUPPLEMENTARY INFORMATION" section.
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FOR FURTHER INFORMATION CONTACT:

Pam West, (410) 786-2302 (for issues related to
practice expense).

Stephanie Monroe, (410) 786-6864 (for issues related
to the geographic practice cost index).

Craig Dobyski, (410) 786-4584 (for issues related to
list of telehealth services).

Roberta Epps, (410) 786-4503 (for issues related to
diagnostic imaging services).

Bill Larson, (410) 786-4639 (for issues related to
coverage of bone mass measurement and addition of
ultrasound screening for abdominal aortic aneurysm to the
“Welcome to Medicare” benefit).

Dorothy Shannon, (410) 786-3396 (for issues related to
the outpatient therapy cap).

Catherine Jansto, (410) 786-7762 (for issues related
to payment for covered outpatient drugs and biologicals).

Henry Richter, (410) 786-4562 (for issues related to
payments for end-stage renal disease facilities).

Fred Grabau, (410) 786-0206 (for issues related to
private contracts and opt-out provision).

David Walczak (410) 786-4475 (for issues related to

reassignment provisions)
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August Nemec (410) 786-0612 (for issues related to
independent diagnostic testing facilities)

Anita Greenberg, (410) 786-4601 (for issues related to
the clinical laboratory fee schedule).

James Menas (410) 786-4507 (for issues related to
payment for physician pathology services).

Anne Tayloe, (410)786-4546; or

Glenn McGuirk, (410)786-5723(for issues related to the
ambulance fee schedule

Diane Milstead, (410) 786-3355 or Gaysha Brooks
(410) 786-90649 (for all other issues).
SUPPLEMENTARY INFORMATION:

Submitting Comments: We welcome comments from the public

on the following issues: interim Relative Value Units
(RVUs) for selected procedure codes identified in

Addendum C and the physician self-referral designated
health services (DHS) listed in Tables 18 and 19. You can
assist us by referencing the file code CMS-1321-FC and the
specific “issue identifier” that precedes the section on
which you choose to comment.

Inspection of Public Comments: All comments received

before the close of the comment period are available for
viewing by the public, including any personally

identifiable or confidential business information that is
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included in a comment. We post all comments received
before the close of the comment period on the following Web
site as soon as possible after they have been received:

http://www.cms.hhs.gov/eRulemaking. Click on the link

“Electronic Comments on CMS Regulations” on that Web site
to view public comments.

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

This Federal Register document is also available from
the Federal Register online database through Government
Printing Office Access a service of the U.S. Government
Printing Office. The Web site address is:

http://www.access.gpo.gov/nara/index.html.

Information on the physician fee schedule can also be
found on the CMS homepage. You can access this data by
using the following directions:

1. Go to the following Web site:

http://www.cms.hhs.gov/PhysicianFeeSched/.
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2. Select “PFS Federal Regulation Notices.”

To assist readers in referencing sections contained in
this preamble, we are providing the following table of
contents. Some of the issues discussed in this preamble
affect the payment policies, but do not require changes to

the regulations in the Code of Federal Regulations.

Information on the regulation’s impact appears throughout
the preamble and is not exclusively in section VI.
Table of Contents
I. Background

A. Development of the Relative Value System

B. Components of the Fee Schedule Payment Amounts

C. Most Recent Changes to the Fee Schedule
IT. Provisions of the Final Rule

A. Resource-Based Practice Expense Relative Value Units

1. Current Methodology

2. Proposals for Revising the PE Methodology

3. Specific Changes to the Indirect PE Methodology for
Calendar Year 2007

4. Additional PE Issues for CY 2007

a. RUC Recommendations for Direct PE Inputs and Other
PE Input Issues

b. Payment for Splint and Cast Supplies

c. Medical Nutrition Therapy Services
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applies only to services reimbursed on the basis of
reasonable cost or to services paid under one of Medicare’s
prospective payment systems that have a basis in reasonable
costs that do not reflect Medicare payment of bad debts
during a specified provider base period. Accordingly, when
outpatient therapy services began to be paid for on a fee
schedule methodology, payment of bad debts associated with
these services was no longer available.

Therefore, we do not agree with the commenter and we
are revising §413.89(1i) and adding new §413.178(d) as
proposed.

I11. Revisions to the Payment Policies of Ambulance
Services under the Fee Schedule for Ambulance Services and
the Ambulance Inflation Factor Update for CY 2007.

Under the ambulance fee schedule, the Medicare program
pays for transportation services for Medicare beneficiaries
when other means of transportation are contraindicated.
Ambulance services are classified into different levels of
ground (including water) and air ambulance services based
on the medically necessary treatment provided during
transport. These services include the following levels of
service:

® For Ground--

+ Basic Life Support (BLS)
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+ Advanced Life Support, Level 1 (ALS1)
+ Advanced Life Support, Level 2 (ALS2)
+ Specialty Care Transport (SCT)

+ Paramedic ALS Intercept (PI)

® For Air--

+ Fixed Wing Air Ambulance (FW)

+ Rotary Wing Air Ambulance (RW)

A. History of Medicare Ambulance Services

1. Statutory Coverage of Ambulance Services

Under sections 1834 (1) and 1861 (s) (7) of the Social
Security Act (the Act), Medicare Part B (Supplemental
Medical Insurance) covers and pays for ambulance services,
to the extent prescribed in regulations, when the use of
other methods of transportation would be contraindicated by
the beneficiary’s medical condition.

The House Ways and Means Committee and Senate Finance
Committee Reports that accompanied the 1965 Social Security
Amendments suggest that the Congress intended that--

®¢ The ambulance benefit cover transportation services
only if other means of transportation are contraindicated
by the beneficiary’s medical condition; and

® Only ambulance service to local facilities be
covered unless necessary services are not available

locally, in which case, transportation to the nearest
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facility furnishing those services is covered (H.R. Rep.
No. 213, 89" Cong., 1°" Sess. 37 and Rep. No. 404,
89" cong., 1°" Sess. Pt 1, 43 (1965)).

The reports indicate that transportation may also be
provided from one hospital to another, to the beneficiary’s
home, or to an extended care facility.

2. Medicare Regulations for Ambulance Services

Our regulations relating to ambulance services are set
forth at 42 CFR part 410, subpart B and 42 CFR part 414,
subpart H. Section 410.10(1i) lists ambulance services as
one of the covered medical and other health services under
Medicare Part B. Therefore, ambulance services are subject
to basic conditions and limitations set forth at §410.12
and to specific conditions and limitations included at
§410.40. Part 414, subpart H, describes how payment is made
for ambulance services covered by Medicare.

The national fee schedule for ambulance services 1is
being phased in over a 5-year transition period beginning
April 1, 2002 as specified in §414.615. As of
January 1, 2006, the total payment amount for air ambulance
providers and suppliers is based on 100 percent of the
national ambulance fee schedule. 1In accordance with
section 414 of the Medicare Prescription Drug, Improvement

and Modernization Act of 2003 (MMA) (Pub. L. 108-173), we
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added $414.617 which specifies that for ambulance services
furnished during the period July 1, 2004 through

December 31, 2009, the ground ambulance base rate is
subject to a floor amount, which is determined by
establishing nine fee schedules based on each of the nine
census divisions, and using the same methodology as was
used to establish the national fee schedule. If the
regional fee schedule methodology for a given census
division results in an amount that is lower than or equal
to the national ground base rate, then it is not used, and
the national fee schedule amount applies for all providers
and suppliers in the census division. If the regional fee
schedule methodology for a given census division results in
an amount that is greater than the national ground base
rate, then the fee schedule portion of the base rate for
that census division is equal to a blend of the national
rate and the regional rate. For CY 2006, this blend is

40 percent regional ground base rate and 60 percent
national ground base rate. As of January 1, 2007, the
total payment amount for ground ambulance providers and
suppliers will be based on either 100 percent of the
national ambulance fee schedule or 80 percent of the
national ambulance fee schedule and 20 percent of the

regional ambulance fee schedule.
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B. Provisions of the Final Regulation

In this rule, we are finalizing changes to the fee
schedule for payment of ambulance services by adopting
revised geographic designations for urban and rural areas
as set forth in OMB’s Core-Based Statistical Areas (CBSAs)
standard. We are adding the definition of “urban area” as
defined by the Executive Office of Management and Budget
(OMB) . In addition, we are removing the definition of
“Goldsmith modification” and amending our definition of
“rural area” to include areas determined to be rural under
the most recent version of the Goldsmith modification.

We are withdrawing our proposal to change the language
of our regulation defining “specialty care transport (SCT)”
to conform to our existing payment policies. In response
to public comments, we are broadening and clarifying our
interpretation of the existing language and responding to
other issues associated with the definition of SCT.

In addition, we are discontinuing our annual review of
the original CF assumptions and of the original air
ambulance rates from the initial implementation of the fee
schedule in 2002 because we have not identified any
significant differences from those assumptions in the
4 years since the implementation of the fee schedule. We

will continue to monitor payment and billing data on an
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ongoing basis and make adjustments to the CF and to air
ambulance rates as appropriate to reflect any significant
changes in these data.

Finally, in response to public comment, we are
withdrawing our proposal to revise our current definition
of “Emergency response” to further specify the conditions
that warrant a higher payment for immediate response. Our
reasons for withdrawing our proposal are explained in
section IITI.R.4. of this preamble.

1. Adoption of New Geographic Standards for the Ambulance
Fee Schedule

Historically, the Medicare ambulance fee schedule has
used the same geographic area designations as the acute
care hospital IPPS and other Medicare payment systems to
take into account appropriate urban and rural differences.
This provides a consistent and objective national
definition for ambulance payment purposes within the
ambulance fee schedule and generally across Medicare
payment systems. It also utilizes geographic area
designations that more realistically reflect rural and
urban populations, resulting in more accurate payments for
ambulance services. Accordingly, we are adopting OMB’s
CBSA-based geographic area designations, which have been

adopted for the IPPS, to more accurately identify urban and
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rural areas for ambulance fee schedule payment purposes.
We are also adopting the most recent modification of the
Goldsmith Modification, consistent with the provisions of
section 1834 (1), to more accurately determine rural census
tracts within metropolitan areas.

These changes will affect whether certain areas are
recognized as rural or urban. The distinction between
urban and rural is important for ambulance payment purposes
because ambulance payments are based on the point of pick-
up for the transport, and the point of pick-up for urban
and rural transport is paid differently. Of particular
significance to the ambulance fee schedule, the changes
would affect whether or not certain areas are eligible for
certain rural bonus payments under the ambulance fee
schedule. For example, the changes would affect whether or
not certain areas are recognized as what we refer to as
“Super Rural Bonus” areas established by section 414 (c) of
the MMA and set forth in section 1834 (1) (12) of the Act.
That section specifies that, for services furnished during
the period July 1, 2004 through December 31, 2009, the
payment amount for the ground ambulance base rate is
increased by a “percent increase” (Super Rural Bonus) where
the ambulance transport originates in a rural area (which

includes Goldsmith areas) that we determine to be in the
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lowest 25" percentile of all rural populations arrayed by
population density.
a. Core-Based Statistical Areas (CBSAs): Revised Office
of Management and Budget (OMB) Metropolitan Area
Definitions

In the February 27, 2002 final rule (67 FR 9100), we
stated that we could not easily adopt and implement, within
the timeframe necessary to implement the fee schedule, a
methodology for recognizing geographic population density
disparities other than MSA/nonMSA. We also stated that we
would consider alternative methodologies that may more
appropriately address payment to isolated, low-volume rural
ambulance providers and suppliers at a later date. The
application of any rural adjustment is determined by the
geographic location of the beneficiary at the time he or
she is placed on board the ambulance. We are now
finalizing the adoption of OMB’s revised geographic area
designations for urban and rural areas and the most recent
modification of the Goldsmith Modification to address
payment to those isolated, low-volume rural providers and
suppliers.

Prior to the 2000 decennial census, geographic areas
were consistently defined by OMB as Metropolitan

Statistical Areas (MSAs) with an MSA being defined as an
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urban area and anything outside an MSA being defined as a
rural area. In addition, for purposes of ambulance policy,
we recognized the 1990 update of Goldsmith areas
(generally, rural census tracts within counties that
covered large tracts of land with one predominant urban
area only) as rural areas (65 FR 55077 through 55100). 1In
Fall 1998, OMB chartered the Metropolitan Area Standards
Review Committee to examine the Metropolitan Area (MA)
standards and develop recommendations for possible changes
to those standards. Three notices related to the review of
the standards were published on the following dates in the
Federal Register, providing an opportunity for public
comment on the recommendations of the Committee:
December 21, 1998 (63 FR 70525 through 70561);
October 20, 1999 (64 FR 56627 through 56644); and
August 22, 2000 (65 FR 51059 through 51077).

In the December 27, 2000, Federal Register
(65 FR 82227 through 82238), OMB announced its new
standards. In that notice, OMB defined a CBSA, beginning
in 2003, as “a geographic entity associated with at least
one core of 10,000 or more population, plus adjacent
territory that has a high degree of social and economic
integration with the core as measured by commuting ties.”

CBSAs are conceptually areas that contain a recognized



CMS-1321-FC 489

population nucleus and adjacent communities that have a
high degree of integration with that nucleus. The purpose
of the new OMB standards is to provide nationally
consistent definitions for collecting, tabulating, and
publishing Federal statistics for a set of geographic
areas.

The OMB standards designate and define two categories
of CBSAs: Metropolitan Statistical Areas (MSAs); and
Micropolitan Statistical Areas (65 FR 82227 through 82238).
According to OMB, MSAs are based on urbanized areas of
50,000 or more population and Micropolitan Statistical
Areas (referred to in this discussion as Micropolitan
Areas) are based on urban clusters of at least 10,000
population but less than 50,000 population. Counties that
do not fall within CBSAs are deemed “Outside CBSAs.”

Under the ambulance fee schedule, MSAs would continue
to be recognized as urban areas and all other areas outside
MSAs (including Micropolitan Areas, areas “Outside CBSAs",
and areas that are determined to be rural under the most
recent modification of the Goldsmith Modification) would be
recognized as rural areas. As noted previously, these
designations are important because under the ambulance fee
schedule, Medicare transports are designated either urban

or rural based on the pick-up point of the transport.
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As of June 6, 2003, the new OMB definitions recognized
49 new MSAs and 565 new Micropolitan Areas, and extensively
revised the composition of many of the existing MSAs.

There are 1,090 counties in MSAs under the new definitions
(previously, there were 848 counties in MSAs). Of these
1,090 counties, 737 are in the same MSA as they were prior
to the changes, 65 are in a different MSA, and 288 were not
previously designated to any MSA (69 FR 49027).

There are 674 counties in Micropolitan Areas. Of
these, 41 were previously in an MSA, while 633 were not
previously designated to an MSA. There are five counties
that previously were designated to an MSA, but are no
longer designated to either an MSA or a new Micropolitan
Area (Carter County, Kentucky; St. James Parish, Louisiana;
Kane County, Utah; Culpepper County, Virginia; and King
George County, Virginia) (69 FR 49027).

Our adoption of CBSA-based geographic area
designations means that ambulance providers and suppliers
that pick up Medicare beneficiaries in areas that are now
outside of MSAs (but had been within MSA areas) may
experience increases in payment, while those ambulance
providers and suppliers that pick up Medicare beneficiaries
in areas that are now within MSA areas (but had been

outside of MSAs) may experience decreases in payment.
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The use of updated geographical areas means the
recognition of new urban and rural boundaries based on the
population migration that occurred over a 10-year period,
between 1990 and 2000.

We believe that updating the MSA definition to conform
with OMB’s CBSA-based geographic area designations, coupled
with updating the Goldsmith Modification (that is, using
the current Rural Urban Commuting Areas (RUCAs) version, as
discussed in section III.B.l.b of this final rule), will
more accurately reflect the contemporary urban and rural
nature of areas across the country for ambulance payment
purposes and cause ambulance fee schedule payments to
become more accurate.

As of October 1, 2004, the IPPS adopted OMB’s revised
metropolitan area definitions to identify “urban areas” for
payment purposes. Under the IPPS, MSAs are considered
urban areas and Micropolitan Areas and areas “Outside
CBSAs” are considered rural areas as specified in
§412.64 (b). We are adopting similar CBSA-based
designations of “urban area” and “rural area” under the
ambulance fee schedule for the reasons discussed.
Therefore, we are revising §414.605 to include a definition

of urban area and to reflect OMB’s revised CBSA-based
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geographic area designations in our definition of rural
area.

Comment: Some commenters suggested that we should
mitigate any financial impact of the CBSA-based geographic
changes by holding negatively-affected ambulance companies
harmless or by adopting a phase-in of the CBSA-based
geographic changes.

Response: While we understand the concern of some
ambulance companies about the CBSA-based geographic
changes, we think most negative impacts will be mitigated
when we incorporate the updated Goldsmith Modification
using RUCAs, as we discuss in section III.B.l.b. of this
final rule. The RUCAs allow us to continue to recognize
sub-county rural areas in CBSA-based MSAs. Further, we
believe that accurate payments to rural areas should not be
further delayed. Ambulance payments will not reflect the
population changes documented by the CY 2000 decennial
census and reflected in CBSA-based geographic designations
until CY 2007. Finally, ambulance providers and suppliers
who benefit from the floor amount based on Regional fee
schedules will continue to receive transition payments
through CY 2009, mitigating the overall financial impacts

of the ambulance fee schedule.
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Comment: Several commenters suggested delaying the
implementation of the CBSA-based geographic changes until
the findings of the GAO report on costs and access as they
relate to ambulance services is published. The final
report is currently due to be published by December 2007.

Response: We contacted the GAO concerning this
report. At this time, the draft findings are not available
and GAO is not permitted to discuss the report until its
release. In view of the mitigating effects of our use of
RUCAs, and in light of the fact that no “super rural bonus”
areas are affected by the CBSA-based geographic
designations, we think that the better course of action is
to finalize our adoption of CBSA-based urban and rural
designations. However, we will maintain contact with the
GAO and, when their findings are available, we will
consider whether any further adjustments are necessary.

b. Updated Goldsmith Modification: Rural Urban Commuting
Areas (RUCAs)

The Goldsmith Modification evolved from an outreach
grant program sponsored by the Office of Rural Health
Policy of the Health Resources and Services Administration
(HRSA) . This program was created to establish an
operational definition of rural populations lacking easy

access to health services in Large Area Metropolitan
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Counties (LAMCs). Dr. Harold F. Goldsmith and his
associates created a methodology for identifying rural
census tracts located within a large metropolitan county of
at least 1,225 square miles. Using a combination of data
on population density and commuting patterns, census tracts
were identified as being so isolated by distance or
physical features that they were more rural than urban in
character. The original Goldsmith Modification was
developed using data from the 1980 census. To more
accurately reflect current demographic and geographic
characteristics of the nation, HRSA’s Office of Rural
Health Policy, in partnership with the Department of
Agriculture’s Economic Research Service and the University
of Washington, developed an update to the Goldsmith
modification designated as Rural-Urban Commuting Area Codes
(RUCAs) (69 FR 47518 through 47519).

Rather than being limited to LAMCs, RUCAs use
urbanization, population density, and daily commuting data
to categorize every census tract in the country. Thus,
RUCAs are used to identify rural census tracts in all
metropolitan counties. Section 1834 (1) of the Act requires
that we use the most recent modification of the Goldsmith
Modification to determine rural census tracts within MSAs.

Therefore, we are removing the definition of “Goldsmith
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modification” at §414.605 and incorporating a reference to
the most current version of the Goldsmith modification,
which are the Rural Urban Commuting Areas (RUCAs), in the
definition of “rural area.”

Comment: We received numerous comments from members
of the ambulance industry that were concerned about the
geographic status of their pick-up areas. Ambulance
companies located in areas that have been traditionally
recognized as rural areas were concerned that population
shifts based on whole county designations might not
accurately reflect pockets of rurality within those
counties.

Response: The most recent modification of the
Goldsmith Modification, which we are adopting in this final
rule, uses RUCAs to recognize levels of rurality in census
tracts located in every county across the nation. As a
result, many counties that are designated urban at the
county level based on population do, indeed, have rural
census tracts within them that will be recognized as rural
areas through our use of RUCAs. While this may not mean
that every commenter will be ultimately satisfied, we
believe that using RUCAs to identify sub-county rural areas
within urban counties will resolve many of the commenters’

concerns.
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Comment: Although a number of commenters were
supportive of our use of RUCAs, they requested that we
clarify how we intend to define rurality using RUCA
categories.

Response: The RUCA system is an updated version of
the Goldsmith Modification that uses a 10-point scale of
rurality. RUCA levels are assigned to a census tract based
on the association of a given area’s population to the
nearest urban commuting area as follows:

(1) Metropolitan-area core: primary flow within an
urbanized area (UA).

(2) Metropolitan-area high commuting: primary flow
30% or more to a UA.

(3) Metropolitan-area low commuting: primary flow
5 percent to 30 percent to a UA.

(4) Large town core: primary flow within a place of
10,000 to 49,999.

(5) Large town high commuting: primary flow
30 percent or more to a place of 10,000 to 49,999.

(6) Large town low commuting: primary flow 5 percent
to 30 percent to a place of 10,000 to 49,999.

(7) Small town core: primary flow within a place of

2,500 to 9,999.
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(8) Small town high commuting: primary flow
30 percent or more to a place of 2,500 to 9,999.

(9) Small town low commuting: primary flow 5 percent
to 30 percent to a place of 2,500 to 9,999.

(10) Rural areas: primary flow to a tract without a
place of 2,500 or more.

Furthermore, census tracts under RUCAs can be broken
down by zip code for every county, allowing us to modify
rural and urban areas within a given county. In the
May 26, 2006 proposed rule (71 FR 30358), we did not
specify where we would draw the line on the RUCA scale for
urban/rural purposes. According to HRSA, the generally
accepted breakpoint is to define a level less than 4.0 on
the scale as urban and levels equal to or greater than 4.0
on the scale as rural. Under section 330A of the Public
Health Service Act, the Office of Rural Health Policy
within HRSA determines eligibility for its rural grant
programs through the use of the RUCA code methodology.
Under this methodology, any rural census tract that is in a
RUCA code 4.0 or higher is determined to be a rural census
tract. We agree with the majority of the commenters who
suggested that we follow HRSA’s guidelines and consider
areas to be rural if they fall within RUCA levels 4 through

10. One commenter suggested that a rurality level of 2.0
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might be a better breakpoint for EMS purposes. However, we
believe that HRSA’s guidelines accurately identify rural
areas for ambulance payment purposes and are generally
consistent with Medicare payment policies. We will,
therefore, consider any census tract falling at or above
RUCA level 4.0 to be a rural area for purposes of payment
for ambulance services. We are finalizing our proposal to
use the most recent modification of the Goldsmith
Modification incorporating RUCAs, as directed by section
1834 (1) of the Act. We will use 4.0 on the RUCA scale as
the delineation between rural and urban (4.0 and greater is
rural and less than 4.0 is urban).

Comment: One commenter discussed zip code areas that
“bleed” from one type of geographic area to another, such
as from rural to urban. This commenter was concerned that
zip codes that were predominantly, but not totally, located
within a rural area would not receive rural payments for
ambulance pick-ups in those areas due to the urban
influence of part of the zip code area.

Response: When we review a claim for ambulance
services, we specifically examine the zip code for the
pick-up point to determine whether that zip code contains
both urban and rural areas. Census tracts under RUCAs can

be broken down by zip code for every county, which allows
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us to identify rural and urban areas within a given county.
Generally, we would categorize a zip code as urban or
rural, and make payment accordingly, based on where the
bulk of the population in that zip code resides.

Comment: Several commenters were concerned about the
impact of the proposed CBSA-based geographic changes on the
provisions of the Medicare Modernization Act (MMA) for
rural service areas, specifically concerning the “Super
Rural Bonus” areas.

Response: The "“Super Rural Bonus” areas are areas
that we determine to be in the lowest 25" percentile of all
rural populations arrayed by population density in
accordance with section 1834 (1) (12) of the Act. Ambulance
pick-ups in these areas currently receive a 22.6 percent
add-on to their Medicare payments. None of the Super Rural
Bonus areas should be adversely affected by the proposed
CBSA-based changes, as our use of RUCA levels will preserve
the rural status of an area whether or not it is located in
a county which is designated as urban under the OMB
definitions. Areas that do lose their rural status to
become urban have become urban because of a significant
increase in the surrounding population.

Comment: One commenter stated that the ambulance is

dispatched to the patient to provide care at his or her
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pick-up point and, therefore, the ambulance payment system
should reflect this procedure. Another commenter suggested
that we should retain the Goldsmith Modification in its
current form and not update payments under the ambulance
fee schedule to reflect the use of RUCAs.

Response: We agree that the ambulance pick-up point
is the determining factor in establishing payment under the
ambulance fee schedule, and we intend to retain this
procedure in the payment process. In addition, we agree
that we need to recognize levels of rurality, and are doing
so by adopting the updated Goldsmith Modification which
uses RUCAs to identify rural areas within urban counties.
We are directed by section 1834 (1) of the Act to use the
most recent update of the Goldsmith Modification in the
payment process.

Comment: Another commenter suggested that we allow
ambulance companies to present data to justify rurality,
similar to the IPPS hospital reclassification process.

Response: Once again, we understand the concern of
some ambulance companies to retain the rural status of
their pick-up areas. However, as discussed in this
section, we believe that, where applicable, the use of the
RUCAs, and our ability to identify rural zip codes within

census tracts, will address this concern in a consistent
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manner. Therefore, we do not believe it is necessary to
complicate the payment process by developing an additional
data submission and evaluation methodology. While the
commenter directly referred to the hospital
reclassification process that is administered under the
IPPS, wherein hospitals can apply for geographic
reclassification for purposes of determining the wage index
adjustment to their inpatient payments, the hospital
reclassification process was established by statute
specifically for inpatient hospitals. Therefore, this IPPS
reclassification methodology does not apply to ambulance
services.
2. Specialty Care Transport (SCT)

In the February 27, 2002 Federal Register
(67 FR 9100), we published a final rule with comment period
entitled “Fee Schedule for Payment of Ambulance Services
and Revisions to the Physician Certification Requirements
for Coverage of Nonemergency Ambulance Services” that
implemented the ambulance fee schedule. In that final
rule, we defined SCT in $414.605 as the “interfacility
transportation of a critically injured or ill beneficiary
by a ground ambulance vehicle, including medically
necessary supplies and services, at a level of service

beyond the scope of the EMT [ (Emergency Medical
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Technician)] - Paramedic. SCT is necessary when a
beneficiary’s condition requires ongoing care that must be
furnished by one or more health professionals in an
appropriate specialty area, for example, nursing, emergency
medicine, respiratory care, cardiovascular care, or a
paramedic with additional training.”

Additionally, ambulance vehicle staff must be
certified as emergency medical technicians and legally
authorized to operate all lifesaving and life-sustaining
equipment that are on board the vehicle as specified in
§410.41 (b) (1). Typically, a SCT level of care occurs when
the patient, who is already receiving a high level of care
in the transferring facility, requires a further level of
care that the transferring facility is not able to provide.

We implemented the SCT level of payment for
hospital-to-hospital ground ambulance transports upon
implementation of the ambulance fee schedule on
April 1, 2002 and we defined SCT at $414.605. The
definition of SCT in $414.605 refers to “interfacility
transportation.” As we stated in the preamble to the
February 27, 2002 final rule with comment period
(67 FR 9100), the SCT level of care includes the situation
where a beneficiary is taken by ground ambulance from the

hospital to an air ambulance and then from the air
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ambulance to the final destination hospital. Also, we
stated in the preamble for both the September 12, 2000
proposed rule (65 FR 55077) and the February 27, 2002 final
rule (67 FR 9108), that SCT was proposed as a level of
interhospital service. As stated in our May 26, 2006
proposed rule, we based our payment for SCT-level ground
ambulance transports on hospital-to-hospital ambulance
transportation data.

Subsequent to the implementation of the ambulance fee
schedule, we clarified our definition of SCT as
hospital-to-hospital transport in a Program Memorandum to

Medicare contractors, which was issued on

September 27, 2002. (Program Memorandum
Intermediaries/Carriers, Transmittal AB-02-130 - Change
Request 2295, September 27, 2002). That document and

subsequent gquestions and answers related to the definition
of SCT were made available to the public on the Ambulance
policy Web page on the CMS Web site.

In addition, we clarified our definition of SCT in the
Medicare Benefit Policy Manual, Chapter 10 - Ambulance
Services, in which we stated that SCT is regarded as a
highly-skilled level of care of a critically injured or ill
patient during transfer from one hospital to another. We

have also clarified our policy in Ambulance Open Door
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Forums, conference calls, and oral and paper communication
written in response to questions posed by individuals and
groups representing the ambulance industry.

Despite our previous attempts to clarify the scope of
SCT transport, we continued to receive questions from
ambulance suppliers and providers and there was confusion
on this point among the Medicare contractors. For this
reason, we had proposed to change the definition of
“specialty care transport” at §414.605 to read
“hospital-to-hospital” transport as opposed to
“interfacility” transportation to conform our regulation
text to our existing policy.

Comment: Many commenters suggested that we expand the
SCT level of ambulance service to include transportation
for neonates and adults transported from the scene of an
accident to a hospital, as well as transport between
hospitals and between hospitals and skilled nursing
facilities (SNFs). In addition, commenters requested a
clearer definition of the terms “hospital” and “critical
care.” Some commenters suggested that we reconvene the
Negotiated Rulemaking Committee to develop a definition of
“critical care.”

Response: We carefully considered the commenters’

recommendations to expand our interpretation of the term
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“interfacility” to include other origin and destination
points in addition to hospitals. The SCT level of
transport is intended to be used only for transfer of the
most critically ill beneficiaries, who require ongoing
specialized care beyond the scope of the EMT-paramedic.
Typically, SCT level transport occurs when a beneficiary
who 1s already receiving a high level of specialized care
in one facility is moved to another facility to receive
more specialized services. Although such specialized care
is usually provided in a hospital, we recognize that some
beneficiaries receive specialized care in a skilled nursing
facility (SNF) and may require the SCT level of transport
from the SNF to a hospital or from a hospital to a SNF.
Therefore, we are withdrawing our proposal to revise
§414.605 to read “hospital-to-hospital” instead of
“interfacility” and expanding our interpretation of
“interfacility” to include both hospitals and SNFs. 1In
addition, in response to comments, we are further
clarifying the kinds of facilities that we include as
origin or destination points for “interfacility” transport
for SCT purposes.

Many of our Medicare contractors indicate that they
have been administering the “interfacility” requirement in

the SCT definition broadly, paying claims at the SCT level
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of service beyond the scope of “hospital-to-hospital.” An
examination of the latest available claims data shows that
SCT-level payments are made predominantly for
hospital-to-hospital transportation, as expected, with a
small percentage of SCT-level ambulance transports
involving other origin and destination points, primarily
SNF's.

Therefore, for purposes of SCT payment, we consider a
“facility” to include a SNF or a hospital that participates
in the Medicare program. In addition, we consider the term
“facility” to include a hospital-based facility that meets
our requirements for provider-based status, as specified at
§413.65. Facilities that meet our requirements for
provider-based status, like the main provider with which
they are affiliated, are held to high standards of safety
and patient care. Therefore, we believe that such
facilities, due to their close association with a Medicare
hospital and their adherence to high standards of care
under our regulations, are also among the facilities
equipped to provide the SCT level of care to patients and
to provide the additional specialized care that is required
under the SCT level of ambulance transport. We will
continue to enforce our medical necessity requirements

concerning all interfacility transports so that we can



CMS-1321-FC 507

remain assured that they are occurring for only the most
critical patients.

We appreciate the request by commenters that we
clarify the kinds of facilities we consider to be included
for SCT payment purposes. As explained above, our claims
data indicate that SCT level care is needed primarily
during inter-hospital transfers and, in some cases, during
transfers between a hospital and a SNF. Therefore, for
purposes of SCT payment, we consider a “facility” to
include only a SNF or a hospital that participates in the
Medicare program, or a hospital-based facility that meets
our requirements for provider-based status.

Medicare hospitals include, but are not limited to,
rehabilitation hospitals, cancer hospitals, children’s
hospitals, psychiatric hospitals, Critical Access Hopitals
(CAHs), inpatient acute-care hospitals, and Sole Community
Hospitals (SCHs).

However, we do not agree with commenters who
recommended that a more comprehensive definition of
“critical care” is warranted at this time. The Negotiated
Rulemaking Committee was unable to precisely define
“critical care” at the time it originally convened and
recognized that a definition provided at the State or local

level would be expected to fit, since there are no national
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standards available (Summary Minutes, Medicare Ambulance
Fee Schedule Negotiated Rulemaking, October 4 and 5, 1999).
We have no additional data that would permit us to develop
a more precise definition at this time. In addition, we
believe that a more precise definition might conflict with
State or local parameters already in place, as well as
possibly limiting the scope of SCT payments in localities
where a broader State or local definition would otherwise
apply.

“Critical care” will continue to be interpreted by our
Medicare contractors in conjunction with directives
provided at the State or local level.

Comment: Many commenters also suggested that we
consider including the ongoing monitoring of a patient by a
specially-trained health care professional, beyond the
scope of the EMT-Paramedic, to be within the realm of the
SCT level of service.

Response: We carefully considered these commenters’
concerns, and we agree that in cases where a critically
injured or i1ll patient requires the SCT-level of transport
from one facility to another, the ongoing care that must be
furnished by a health professional in an appropriate
specialty area, beyond the scope of the EMT-Paramedic, may

include ongoing determinations as to whether the patient
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requires specialized care during the transport. We do not
require that specialized treatment actually be furnished
during the transport to satisfy the standard for SCT-level
transport. However, we do require that the need for
specialized treatment can only be ascertained by a health
professional with specialized training beyond the scope of
the EMT-Paramedic. We agree with commenters who indicated
that an ambulance service should not be expected to bear
the cost of an additional health professional to accompany
a patient “just in case” the need for specialized treatment
arises during transport. When such “specialized
monitoring” is medically necessary, we agree that it is
part of the ongoing care that falls within the definition
of SCT.

Comment: One commenter stated that certain modifiers,
such as the “D” modifier representing a stand-alone
emergency room or the “I” modifier used when transferring a
patient from the airport or helipad to the ambulance,
exclude these types of ambulance transports from the SCT
level of service.

Response: The commenter is correct that we generally
do not recognize either “D” or “I” modifier-type ambulance
transports to be SCT level ambulance services. The “D”

modifier would be used to describe a non-hospital-based,



CMS-1321-FC 510

non-hospital-owned, or non-hospital-operated diagnostic
facility or clinic. We have defined the SCT level of
ambulance service as interfacility ground transportation,
involving transport between hospitals, hospital-based
facilities and SNFs. Therefore, a stand-alone emergency
room that is not provider-based or a freestanding clinic
that is not provider-based would not meet the requirements
for an origin or destination point for SCT level transport.
The “I” modifier indicates an origin or destination that is
a transfer point between ambulances, such as transfer from
air to ground ambulance service at a helicopter pad.
Unless the origin of the first leg of the transport is a
facility and unless the SCT level of care is medically
necessary after the transfer occurs, we would not consider
the transport from the transfer point to the final
destination to be SCT level transport.
3. Recalibration of the Ambulance Fee Schedule Conversion
Factor

In the February 27, 2002 final rule with comment
period (67 FR 9102 and 9103), we indicated that we would
adjust the CF if actual experience under the fee schedule
was significantly different from the assumptions used to

determine the initial CF and air ambulance rates. We
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specifically stated that we would monitor payment data and
evaluate whether the assumptions used were accurate.

We have continued to review our assumptions annually
to determine whether or not a CF adjustment is warranted.
We examined the effects of the relative volumes of the
different levels of ambulance services (service mix) and
the extent of low billing charges to determine whether we
should adjust the CF to reflect actual practices. In the
4 years since the implementation of the ambulance fee
schedule, no significant differences from our original
assumptions have emerged. We have observed only
insignificant differences, and, to date, no adjustments in
any 1 year have been warranted. It is for this reason that
we believe it is appropriate to discontinue our annual
review of the original CF assumptions. We also believe
that the formal annual review of air ambulance rates should
be discontinued as we will monitor all ambulance rates and
make adjustments on an “as needed” basis. The ambulance
industry has available multiple venues for notifying us of
potential issues. These include the ambulance fee schedule
open door forums and telephone calls to designated CMS
personnel. As an additional safeguard, we generally
conduct a review of ambulance data each year in preparation

for issuing the Ambulance Inflation Factor (AIF).
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Therefore, we are revising §414.610 (g) to indicate that we
will monitor payment and billing data on an ongoing basis
and adjust the CF and air ambulance rates as appropriate to
reflect annual practices under the fee schedule.

Comment: Commenters were supportive of our proposal
to discontinue the annual practice of examining the low
biller data and the CF wvia the rulemaking process.

Response: We appreciate the support of the commenters
on these points.

We are finalizing our proposal to discontinue the
annual practice of examining the low biller data and the
CF, as well as air ambulance rates, and to change the
language at §414.610(g) to reflect this.

4. Hospital-to-Hospital Ambulance Service: Emergency
Response

In §$414.605, we define “emergency response” for
purposes of ambulance service to mean “responding
immediately at the BLS (Basic Life Support) or ALS1
(Advanced Life Support Level 1) level of service to a 911
call or the equivalent in areas without a 911 call system.
An immediate response is one in which the ambulance entity
begins as quickly as possible to take the steps necessary
to respond to the call.” 1In our February 27, 2002 final

rule with comment period (67 FR 9100), in our definition of
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“emergency response” we stated that the additional payment
for emergency response is for the additional overhead cost
of maintaining the resources required to respond
immediately to a call and not for the cost of furnishing a
certain level of service to the beneficiary.

The current emergency response definition has created
confusion for those transports that originate at a hospital
emergency department and the ambulance is transporting the
beneficiary to an emergency department at another hospital
for either admittance or treatment. For example, in most
of these cases, the beneficiary must be stabilized prior to
the transport. Therefore, the need to maintain a state of
readiness to respond immediately to an urgent call,
warranting a higher emergency response payment, does not
appear to be applicable to these situations.

Another example occurs when the ambulance is owned by
the originating hospital. We stated in a Program
Memorandum to the Medicare contractors (Transmittal
AB-02-130, Change Request 2295, September 27, 2002) that
upon receipt of a call for ambulance services, the
dispatcher makes the determination of whether the call
constitutes an Emergency response. When the ambulance

service is already readily available at the originating
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hospital, an emergency call may not be necessary, much less
through a dispatcher for a 911 service.

While we recognize that there may be instances when an
emergency response payment is warranted for a transport
between two hospital emergency departments, we believe that
payment based on readiness to respond immediately is not
justified 100 percent of the time. For this reason, we
believed our current definition of Emergency response
needed to be clarified to reflect only circumstances where
payment for immediate response is truly warranted. We
proposed to revise the definition of Emergency response to
mean that an ambulance entity--

® Maintains readiness to respond to urgent calls at
the BLS or ALS1 level of service; and

® Responds immediately at the BLS or ALS1 level of
service to 911 calls, the equivalent in areas without a 911
call system or radio calls within a hospital system when
the ambulance entity is owned and operated by the hospital.

Comment: We received many comments on revising the
definition of “emergency response”. Most commenters
expressed concern that this revised definition would put
private ambulance services at a disadvantage. They
interpreted our proposed definition to include only

ambulance services owned and operated by hospitals that
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respond to radio calls within a hospital system.
Essentially, their interpretation of our proposed
definition was that only ambulance services owned and
operated by hospitals would be able to transport patients
at the “emergency response” level of service and,
therefore, be able to receive the higher “emergency
response” payment as a result.

Response: Certainly, this was not our intent. Our
view of the problem we were attempting to address was the
issue of “readiness” when responding to a 911 call. We
expect “emergency response” payment to be made only in
circumstances where readiness to respond immediately is
truly required. Therefore, we proposed to clarify the
circumstances under which we expected this to occur.
However, we agree with comments stating that ambulance
service calls generally do not originate through a 911
service but through the hospital’s radio dispatch at the
location where the ambulance is stationed. Private
ambulance services stationed at inpatient hospitals would,
therefore, be at a disadvantage if we specify that
responding to hospital radio calls only qualifies as
“emergency response” when the ambulance entity is owned or
operated by the hospital. This would not affect off-site

ambulance services whose calls originate through a 911 or
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equivalent service. We agree that the proposed change in
the definition of “emergency response” could have an
unintended adverse effect on private ambulance services in
these circumstances.

Comment: Several commenters stated that our existing
definition of emergency response more clearly reflects the
intent of the Negotiated Rulemaking Committee in that all
ambulance services should have equal access to the use of
the emergency level of service by accessing it through
established State protocols, such as 911 or an equivalent
service.

Response: We also agree that the current definition
of emergency response 1is consistent with the Negotiated
Rulemaking Committee’s intent and does not present other
problems raised by commenters. For the BLS and ALS1 levels
of service, an ambulance service that qualifies for an
emergency response 1s assigned a higher relative value to
recognize the additional costs incurred in responding
immediately. We think that requiring an ambulance service
to respond to a 911 call, or the equivalent in areas
without a 911 call system, satisfies this requirement.

Therefore, we are withdrawing our proposal to revise
the “emergency response” definition and will retain the

current definition at 414.605. We expect that the State
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protocol (a 911 call or the equivalent in areas without a
911 call system) for requesting emergency ambulance
services will be followed in all instances.

C. Analysis of and Responses to Public Comments

We received a total of 102 timely public comments in
response to the May 26, 2006 proposed rule (71 FR 30358).
Commenters included national trade associations, health
care providers, hospitals, CMS contractors, and private
citizens.

All public comments were reviewed and grouped by like or
related topics. Comments are addressed in the individual
sections of discussion to which they apply.

D. Ambulance Inflation Factor (AIF) for 2007

Section 1834 (1) (3) (B) of the Act provides the basis
for updating payment amounts for ambulance services. Our
regulations at §414.610(f) provide that the ambulance fee
schedule must be updated by the AIF annually, based on the
CPI for all urban consumers (CPI-U) (U.S. city average) for
the 12-month period ending with June of the previous year.
For CY 2007, that percentage is 4.3 percent.

Section 414.620 specifies that changes in payment
rates resulting from incorporation of the AIF will be
announced by notice in the Federal Register without

opportunity for prior comment. We find it unnecessary to
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undertake notice and comment rulemaking because the statute
and regqulations specify the methods of computation of
annual updates. This notice does not change policy, but
merely applies the update methods specified in the statute
and regulations.

The national fee schedule for ambulance services has
been phased in over a b5-year transition period beginning
April 1, 2002 as specified in §414.615.

Prior to January 1, 2006, during the transition
period, the AIF was applied separately to both the fee
schedule portion of the blended payment amount (regardless
of whether a national or regional fee schedule applied) and
to the reasonable cost or charge portion of the blended
payment amount, respectively, for each ambulance provider
or supplier. Then, these two amounts were added together
to determine the total payment amount for each provider or
supplier. Beginning January 1, 2006, the total payment for
air ambulance providers and suppliers is based on
100 percent of the national ambulance fee schedule, while
the total payment amount for ground ambulance providers and
suppliers is based on either 100 percent of the national
ambulance fee schedule or a combination of the national
ambulance fee schedule and the regional ambulance fee

schedule. As of January 1, 2007, the combination rate will
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be 80 percent of the national ambulance fee schedule and

20 percent of the regional ambulance fee schedule.

IV. Five-Year Refinement of Relative Value Units Under the
Physician Fee Schedule: Responses to Public Comments on
the Five Year Review of Work Relative Value Units

A. Scope of the Five-Year Review

This final rule includes the culmination of the third
5-Year Review of work RVUs required by the statute. The
work RVUs affected by this review will be effective for
services furnished beginning January 1, 2007.

In the June 29, 2006 proposed notice, “Five-Year
Review of Work Relative Value Units Under the Physician Fee
Schedule and Proposed Changes to the Practice Expense
Methodology”, we explained the process used to conduct the
5-Year Review of work RVUs. 1In response to our
solicitation of public comments that appeared in the
November 15, 2004 Federal Register (69 FR 66370), we
received comments from approximately 35 specialty groups,
organizations, and individuals involving over 500 Current
Procedural Terminology (CPT) codes. After review by our
medical staff, we shared these comments with the AMA’Ss
Relative Value Update Committee (RUC) along with additional

services we had identified as potentially misvalued.
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period for public comment before we make final the
provisions of the notice. 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 we incorporate a statement of finding
and i1ts reasons in the notice issued. We find it
unnecessary to undertake notice and comment rulemaking in
this instance for the ambulance inflation factor because
the law specifies the method of computation of annual
updates, and we have no discretion in this matter.
Further, we are merely applying the update method specified
in statute and regulation. Therefore, under 5 U.S.C.
553 (b) (B), for good cause, we waive notice and comment
procedures for this ambulance inflation factor update.
X111. Collection of Information Requirements

Under the Paperwork Reduction Act of 1995, we are
required to provide 30-day notice in the Federal Register
and solicit public comment before a collection of
information requirement is submitted to the OMB for review
and approval. In order to fairly evaluate whether an
information collection should be approved by OMB, section
3506 (c) (2) (A) of the Paperwork Reduction Act of 1995

requires that we solicit comment on the following issues:
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Ambulance providers and suppliers for purposes of the
RFA are also considered to be small entities. While we
expect the initial change in geographic designations to
have little, if any, overall effect on ambulance payments,
application of the ambulance inflation factor (AIF) will
result in an increase in payment rates for all ambulance
services furnished by all types of ambulance providers.

The analysis and discussion provided in this section,
as well as elsewhere in this final rule with comment
period, complies with the RFA requirements.

Section 202 of the Unfunded Mandates Reform Act of
1995 also requires that agencies assess anticipated costs
and benefits before issuing any rule that may result in
expenditures in any year by State, local, or tribal
governments, in the aggregate, or by the private sector, of
$120 million. Medicare beneficiaries are considered to be
part of the private sector for this purpose.

We have examined this final rule with comment period
in accordance with Executive Order 13132 and have
determined that this regulation would not have any
significant impact on the rights, roles, or
responsibilities of State, local, or tribal governments. A
discussion concerning the impact of this rule on

beneficiaries is found later in this section.
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to estimate the impact of our policy to pay for new
gapfilled lab tests at the median of the local carrier
amounts for all carriers rather than the lower of that
amount and the local carrier amount.

0. Bad Debt Payment for Services Associated with Reasonable

Charge/Fee Schedules

This is a clarification of a longstanding policy and,
therefore, has no associated dollar impact.

P. Revisions to Payment Policies under the Ambulance Fee

schedule and the Ambulance Inflation Factor Update for

CYy 2007

We believe that the overall effect of adopting the
CBSA-based geographic definitions, as well as the RUCAs
will result in a redistribution of payments from urban to
rural areas in some States and from rural to urban areas in
other States; however, the RUCAs will enable rural areas
with a rurality level of 4.0 or greater in all counties in
all States to remain rural rather than only recognizing
those rural areas in large counties per the Goldsmith
Modification. We have included three tables to reflect the
impact of the geographic changes. These three tables
reflect the CBSA-based definitions, as well as the RUCAs.
Table 38 is a State-by-State analysis of urban and rural

areas after all geographic changes have been implemented.
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As can be seen in this table, there is not a great deal of

difference between the number of zip codes that move from

rural to urban (2,328 - 5.56 percent) and the number of zip
codes that move from urban to rural (1,870 - 4.46 percent).
There are a total of 41,888 zip codes - an average of

89.98 percent of all zip codes do not change their
geographic designation. Table 39 is an analysis of all the
areas to which commenters referred as specific concerns for
them in response to the proposed rule. The table is
arranged by State, and, within each State, by zip code area
based on the information provided by the commenters (some
commenters mentioned counties or townships). We translated
those concerns into the appropriate zip code areas within
each State. This table shows the actual RUCA rurality
level of each of these zip code areas. If the area is,
indeed, designated urban (a rurality level of less than
4.0), a “yes” is indicated in the “Urban Zip?” column, and
the associated town or city is named in the following
column as a reference point. Approximately half of the
areas about which commenters were specifically concerned
remained rural once the RUCA rurality level was applied.
The third and final table is Addendum I which shows all zip
codes nationally by State and the rurality level associated

with each zip code.
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In addition, we contend that with the use of updated
geographical areas where rural areas are redesignated as
urban areas, it will be more likely than not, that some
level of population growth has occurred resulting in more
ambulance trips overall than had occurred prior to the use
of the updated geographical areas, even though these trips
are paid at a lower rate per trip (areas designated as
rural generally receive a higher payment per trip than
areas designated as urban).

In contrast, where urban areas are redesignated as
rural, there will be fewer trips than were reported prior
to the use of the updated geographical areas, but at higher
rates. Thus, although ambulance suppliers and providers
may bill fewer rural trips at the higher rate or more urban
trips at the lower rate, we anticipate that the overall
payments will remain the same. For these reasons, we
estimate that this proposed rule will have no fiscal impact
on the Medicare program because payments will, in effect,
be redistributed.

We estimate that the total program expenditure for
CY 2007 for ambulance services covered by the Medicare
program is approximately $4.8 billion. Application of an

ATF of 4.3 percent will result in an additional total
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program expenditure for CY 2007 of approximately
$206 million over CY 2006 expenditures.

With respect to our SCT policies, while we believe
ambulance suppliers and providers may now better understand
the interfacility requirements and the personnel
requirements for payment of SCT services, we do not expect

any significant net impact on Medicare expenditures.

TABLE 38: State-by-State Analysis

State | Total Total Percentage Total Percentage Total Percentage
Zip Zips to Total Zips to Total Zips to Total

Codes Changed Zips Changed Zips Not Zips Not
Rural Urban Changed Changed

to to
Urban Rural

AK 273 19 6.96% 0 0.00% 254 93.04%
AL 843 58 6.88% 38 4.51% 747 88.61%
AR 709 44 6.21% 20 2.82% 645 90.97%
AZ 521 35 6.72% 28 5.37% 458 87.91%
CA* 2,698 99 3.67% 156 5.78% 2,443 90.55%
CO 658 46 6.99% 6 0.91% 606 92.10%
CT* 443 15 3.39% 31 7.00% 397 89.62%
DC 289 0 0.00% 0 0.00% 289 100.00%
DE 98 1 1.02% 0 0.00% 97 98.98%
FL 1,485 54 3.64% 22 1.48% 1,409 94.88%
GA 978 128 13.09% 34 3.48% 816 83.44%
HI* 141 0 0.00% 3 2.13% 138 97.87%
IA 1,067 77 7.22% 20 1.87% 970 90.91%
ID 328 45 13.72% 1 0.30% 282 85.98%
IL 1,597 113 7.08% 43 2.69% 1,441 90.23%
IN 991 99 9.99% 69 6.96% 823 83.05%
KS 769 48 6.24% 12 1.56% 709 92.20%
KY 1,005 64 6.37% 38 3.78% 903 89.85%
LA* 719 51 7.09% 67 9.32% 601 83.59%
MA* 712 3 0.42% 31 4.35% 678 95.22%
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State | Total Total Percentage Total Percentage Total Percentage
Zip Zips to Total Zips to Total Zips to Total

Codes Changed Zips Changed Zips Not Zips Not
Rural Urban Changed Changed

to to
Urban Rural

MD* 621 34 5.48% 40 6.44% 547 88.08%
ME* 500 5 1.00% 40 8.00% 455 91.00%
MI* 1,175 48 4.09% 59 5.02% 1,068 90.89%
MN 1,033 40 3.87% 12 1.16% 981 94.97%
MO 1,182 71 6.01% 36 3.05% 1,075 90.95%
MS 537 15 2.79% 0 0.00% 522 97.21%
MT 407 15 3.69% 0 0.00% 392 96.31%
NC* 1,094 77 7.04% 97 8.87% 920 84.10%
ND 411 14 3.41% 9 2.19% 388 94.40%
NE 620 24 3.87% 2 0.32% 594 95.81%
NH* 283 3 1.06% 36 12.72% 244 86.22%
NJ* 740 0 0.00% 15 2.03% 725 97.97%
NM 427 40 9.37% 6 1.41% 381 89.23%
NV 243 28 11.52% 10 4.12% 205 84.36%
NY* 2,222 102 4.59% 213 9.59% 1,907 85.82%
OH* 1,459 76 5.21% 116 7.95% 1,267 86.84%
OK* 775 34 4.39% 44 5.68% 697 89.94%
OR 482 42 8.71% 23 4.77% 417 86.51%
PA* 2,213 65 2.94% 151 6.82% 1,997 90.24%
RI* 91 0 0.00% 2 2.20% 89 97.80%
SC 540 25 4.63% 24 4.44% 491 90.93%
SD 398 16 4.02% 1 0.25% 381 95.73%
TN 804 52 6.47% 36 4.48% 716 89.05%
TX* 2,673 94 3.52% 105 3.93% 2,474 92.56%
uT 346 40 11.56% 0 0.00% 306 88.44%
VA 1,253 118 9.42% 70 5.59% 1,065 85.00%
VT* 308 5 1.62% 20 6.49% 283 91.88%
WA 731 65 8.89% 15 2.05% 651 89.06%
WI 905 77 8.51% 47 5.19% 781 86.30%
WV 895 98 10.95% 21 2.35% 776 86.70%
WY 196 6 3.06% 1 0.51% 189 96.43%
41,888 2328 5.56% 1870 4.46% 37,690 89.98%
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*

Denotes States that had more zip codes changing to rural than urban.
Does not include zip codes from territories,

752

as these did not have changes.

TABLE 39: Comparing RUCAs to Proposed Rule Inquiries
Zip Urban
State County Code RUCA Zip? Town/City
CA Tulare 93201 6.0
California Hot
CA Tulare 93207 2.0 Yes Springs
CA Tulare 93208 2.0 Yes Camp Nelson
CA Tulare 93218 2.0 Yes Ducor
CA Tulare 93244 10.1
CA Tulare 93260 2.0 Yes Posey
CA Tulare 93261 6.0
CA Tulare 93262 10.1
CA Tulare 93265 2.0 Yes Springville
CA Tulare 93605 2.0 Yes Big Creek
CO Douglas 80104 2.0 Yes Castle Rock
CO Douglas 80108 2.0 Yes Castle Rock
CO Douglas 80109 2.0 Yes Castle Rock
CO Douglas 80116 2.0 Yes Franktown
CO Douglas 80118 2.0 Yes Larkspur
CO Douglas 80124 1.0 Yes Littleton
CO Douglas 80125 2.0 Yes Littleton
CO Douglas 80126 1.0 Yes Littleton
CcO Douglas 80131 2.0 Yes Louviers
CO Douglas 80134 1.0 Yes Parker
CO Douglas 80135 2.0 Yes Sedalia
CO Douglas 80138 1.0 Yes Parker
CO Douglas 80163 1.0 Yes Littleton
CO Gilpin 80422 10.1
CO Gilpin 80427 10.1
CcO Gilpin 80474 1.0 Yes Rollinsville
CO Park 80420 10.3
CO Park 80421 2.0 Yes Bailey
Cco Park 80432 10.3
CO Park 80440 10.3
CO Park 80448 2.0 Yes Grant
CO Park 80449 10.0
CO Park 80456 10.0
CO Park 80475 2.0 Yes Shawnee
CcO Park 80820 10.0




CMS-1321-FC 753

Zip Urban
State County Code RUCA Zip? Town/City
CO Park 80827 10.0
CO Teller 80813 10.0
CO Teller 80814 2.0 Yes Divide
CO Teller 80816 2.0 Yes Florissant
CO Teller 80860 2.0 Yes Victor
CO Teller 80863 2.0 Yes Woodland Park
CO Teller 80866 2.0 Yes Woodland Park
IA Washington 52201 10.6
IA Washington 52247 2.0 Yes Kalona
IA Washington 52327 2.0 Yes Riverside
IA Washington 52353 7.3
IA Washington 52356 10.6
IA Washington 52359 10.6
IA Washington 52540 10.6
IA Washington 52621 10.6
MI Barry 48897 9.0
MI Barry 49035 3.0 Yes Cloverdale
MI Barry 49046 3.0 Yes Delton
MI Barry 49050 2.0 Yes Dowling
MI Barry 49058 7.3
MI Barry 49060 2.0 Yes Hickory Corners
MI Barry 49073 9.0
MI Barry 49325 2.0 Yes Freeport
MI Barry 49333 2.0 Yes Middleville
MI Cass 49031 3.0 Yes Cassopolis
MI Cass 49047 7.3
MI Cass 49061 10.4
MI Cass 49067 3.0 Yes Marcellus
MI Cass 49095 3.0 Yes Vandalia
MI Cass 49112 2.1 Yes Edwardsburg
MI Cass 49130 2.0 Yes Union
MI Tonia 48809 3.0 Yes Belding
MI Ionia 48815 2.0 Yes Clarksville
MI Ionia 48845 6.1
MI Tonia 48846 4.2
MI Ionia 48849 9.1
MI Ionia 48851 6.1
MI Ionia 48860 6.1
MI Ionia 48865 2.0 Yes Orleans
MI Ionia 48870 7.0
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Zip Urban

State County Code RUCA Zip? Town/City

MI Ionia 48873 6.1

MI Ionia 48875 2.0 Yes Portland

MI Ionia 48881 2.0 Yes Saranac

MI Ionia 48887 3.0 Yes Smyrna

MI Newaygo 49309 6.1

MI Newaygo 49312 6.1

MI Newaygo 49327 2.0 Yes Grant

MI Newaygo 49337 2.0 Yes Newaygo

MI Newaygo 49349 10.4

MI Newaygo 49412 7.0

MI Newaygo 49413 7.0

NC Guilford 27357 2.0 Yes Stokesdale

NC Haywood 28716 1.0 Yes Canton

NC Haywood 28721 1.0 Yes Clyde

NC Haywood 28738 1.0 Yes Hazelwood

NC Haywood 28745 1.0 Yes Lake Junaluska

NC Haywood 28751 2.0 Yes Maggie Valley

NC Haywood 28785 2.0 Yes Waynesville

NC Haywood 28786 1.0 Yes Waynesville

NC Rockingham 27326 6.1

NC Rockingham 27048 6.0

NC Rockingham 27288 4.0

NC Rockingham 27289 4.0

NC Rockingham 27320 4.1

NC Rockingham 27321 4.1

NC Rockingham 27323 4.1

NC Rockingham 27025 2.0 Yes Madison

OR Deschutes 97701 1.0 Yes Bend

OR Deschutes 97702 1.0 Yes Bend

OR Deschutes 97707 1.0 Yes Bend

OR Deschutes 97708 1.0 Yes Bend

OR Deschutes 97709 1.0 Yes Bend

OR Deschutes 97712 2.0 Yes Brothers

OR Deschutes 97739 2.0 Yes La Pine

OR Deschutes 97756 4.1

OR Deschutes 97759 10.4

OR Deschutes 97760 10.6

OR Jackson 97520 1.0 Yes Ashland

OR Jackson 97539 2.0 Yes Shady Cove

OR Jackson 97541 2.0 Yes Trail
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Zip Urban

State County Code RUCA Zip? Town/City

OR Jackson 97501 1.0 Yes Medford

OR Jackson 97502 1.0 Yes Central Point

OR Jackson 97503 1.0 Yes White City

OR Jackson 97504 1.0 Yes Medford

OR Jackson 97522 2.0 Yes Butte Falls

OR Jackson 97524 2.0 Yes Eagle Point

OR Jackson 97525 2.0 Yes Gold Hill

OR Jackson 97530 2.0 Yes Jacksonville

OR Jackson 97535 1.0 Yes Phoenix

OR Jackson 97536 2.0 Yes Prospect

OR Jackson 97537 4.2

OR Jackson 97540 1.0 Yes Talent

OR Marion 97342 2.0 Yes Detroit

OR Marion 97346 2.0 Yes Gates

OR Marion 97350 2.0 Yes Idanha

OR Marion 97352 2.0 Yes Jefferson

OR Marion 97359 2.0 Yes Lyons

OR Marion 97362 4.2

OR Marion 97373 4.2

OR Marion 97375 6.1

OR Marion 97381 4.2

OR Marion 97383 2.0 Yes Stayton

OR Marion 97384 2.0 Yes Mehama

OR Marion 97385 2.0 Yes Sublimity

OR Marion 97392 2.0 Yes Turner

OR Polk 97304 1.0 Yes Salem

OR Polk 97338 4.1

OR Polk 97344 10.4

OR Polk 97347 10.4

OR Polk 97351 4.2

OR Polk 97361 4.2

OR Polk 97371 10.4

TN Cannon 37016 2.0 Yes Auburntown

N Cannon 37026 2.0 Yes Bradyville

N Cannon 37149 2.1 Yes Readyville

N Cannon 37190 2.0 Yes Woodbury

TN Dekalb 37012 10.6

TN Dekalb 37059 10.6

TN Dekalb 37095 10.6

TN Dekalb 37166 7.0
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Zip Urban

State County Code RUCA Zip? Town/City
TN Smith 37030 7.0

TN Smith 37057 7.3

TN Smith 37145 8.0

N Smith 37151 8.0

TN Smith 38547 10.4

TN Smith 38552 10.6

TN Smith 38560 10.6

TN Smith 38563 10.4

TN Smith 38567 10.4

TN Smith 38569 10.4

TX Calhoun 77978 10.5

TX Calhoun 77979 4.0

TX Calhoun 77982 4.0

TX Calhoun 77983 10.5

WV Clay 25019 10.4

WV Clay 25030 10.4

WV Clay 25043 10.4

WV Clay 25063 3.0 Yes Duck
WV Clay 25088 10.4

WV Clay 25111 10.4

WV Clay 25113 10.4

WV Clay 25125 10.4

WV Clay 25133 3.0 Yes Maysel
WV Clay 25141 3.0 Yes Nebo
WV Clay 25150 3.0 Yes Ottawa
WV Clay 25164 10.4

WV Clay 25211 10.4

WV Clay 25285 3.0 Yes Wallback
WV Clay 26617 10.4

T9tal

zips

urban: 98 53.26%

Total

zips

rural : 86 46.74%

Q. Alternatives Considered

This final rule with comment period contains a range

of policies,

including some provisions related to specific
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(i) The decision regarding the specific
chemotherapeutic agents to test is made at least 14 days
after discharge;

(ii) The specimen was collected while the patient was
undergoing a hospital surgical procedure;

(iii) It would be medically inappropriate to have
collected the sample other than during the hospital
procedure for which the patient was admitted;

(iv) The results of the test do not guide treatment
provided during the hospital stay; and,

(v) The test was reasonable and medically necessary
for the treatment of an illness.

(4) For purposes of this section, “chemotherapy
sensitivity test” means a test identified by the Secretary
as a test that requires a fresh tissue sample to test the
sensitivity of tumor cells to various chemotherapeutic
agents. The Secretary identifies such tests through
program instructions.

Subpart H--Fee Schedule for Ambulance Services

18. Section 414.605 is amended by--

A. Removing the definition of “Goldsmith
modification.”

B. Revising the definition of “rural area.”
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C. Adding the definition of “urban area” in
alphabetical order.

The revisions and addition read as follows:

8414 _605 Definitions.

Rural area means an area located outside an urban
area, or a rural census tract within a Metropolitan
Statistical Area as determined under the most recent
version of the Goldsmith modification as determined by the
Office of Rural Health Policy of the Health Resources and

Services Administration.

Urban area means a Metropolitan Statistical Area, as
defined by the Executive Office of Management and Budget.
19. Section 414.610 is amended by revising paragraph
(g) to read as follows:
8414.610 Basis of payment.

* * * * *

(g) Adjustments. The Secretary monitors payment and

billing data on an ongoing basis and adjusts the CF and air
ambulance rates as appropriate to reflect actual practices
under the fee schedule. These rates are not adjusted
solely because of changes in the total number of ambulance

transports.





